Ckian

Oitoyi pe4yoBuHU: PO3yBacTaTUH, €3eTUMIO;

1 TabreTka, BKpUTa IJIiBKOBOIO 000JIOHKOIO, MiCTHUTh: 5 MI' pO3yBacTaTUHY (y BUTJIAOL
KaJbllilo po3yBacTtaTuHy) Ta 10 Mr e3etuMiOy a6o 10 Mr po3yBacTaTuHy (y BUTJISAMOL
KaJbllito po3yBacTtaTuHy) Ta 10 Mr e3etumiby, abo 15 Mr posyBacTaTuHy (y BUTJISAOI
Kasbllifo po3yBacTtaTuHy) Ta 10 Mr e3etumiby, abo 20 Mr po3yBacTaTUHY (y BUTJISALI
Kasbllilo po3dyBacTtaTuHy) Ta 10 Mr e3etumiby, abo 40 Mr po3yBacTaTuHY (y BUTJISAOI
KaJblIlilo po3yBacTaTuHy) Ta 10 MTr e3eTuMmidy;

OONOMIJICHI pe4oB8UHU: 11eJII0JI03a MiKpOKpPHCTalliuHa; JakTo3a; MaHiT (E 421);
KPOCIIOBiIOH, TUII A; HATPil0 KPOCKapMeJsio3a; MarHiio cTteapart; moBinoH K 30; HaTpito
aypuicynbdaT; KpeMHito Oiokcug KOJIoImHUM 0e3BOIHUM;

IJTIiBKOBa 000JIOHKA: JJaKTO3W MOHOTIZpaT, rimpoMmesio3a, Tutany giokcup (E 171),
TpUAlLeTHH, 3asi3a okcup xkoBTuit (E 172) (Mictuthbes y Tabnetkax 10 mr/10 mr ta 15
Mr/10 mr), 3amisa okcupn yepBouui (E 172) (mictuthes y TabnmeTkax 15 mr/10 mr, 20
Mr/10 mr ta 40 mr/10 mr), 3anida okcupg yopuuii (E 172) (mictuthbes y Tabnetkax 40
mr/10 mr).

JIikapcbKa dpopMma

TabreTKu, BKPUTI IIJIIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-xiMiuHI 8s1acmusocmi:

tabnetku 5 Mr/10 Mmr: 6ioro abo Marizke 6ilIOro KOJILOPY, KPYTIi, Aelllo ABOOITYKITi,
BKPUTIi IJTiIBKOBOIO 000IOHKOIO TaOJIETKY 3i CKOIIEHUMHU KpasiMU Ta 3 I'paBipyBaHHAM
R1 3 ogHOroO GOKY;

tabmeTku 10 Mr/10 Mr: Big 6J1imo-KOPUYHIOBATO-2KOBTOT'O A0 OJIiH0-KOPUYHEBO-KOBTOT'O
KOJIbOPY, KPYTJIi, Melll0 OBOOIIYKJIi, BKPUTI IJTiBKOBOIO 0O0JIOHKOIO TabJIeTKHU 3i
CKOIIIeHUMHU KpasiMHU Ta 3 rpaBipyBaHHsaM R2 3 ogHOro OOKY;

tabneTku 15 Mr/10 Mr: G1imo-poxKeBo-0pPaHKEeBOIro KOIbOPY, KPYTJIi, [Ielllo IBOOIIYKITi,
BKPUTIi IJTiIBKOBOIO 000IOHKOIO TabJIETKY 3i CKOIIEHUMHU KpasiMU Ta 3 I'paBipyBaHHAM
R3 3 ogHOro 6OKY;

tabneTku 20 Mr/10 Mr: G/1imo-poKeBOTr0 KOIbOPY, KPYTJIi, JeIllo ABOOIYKJIi, BKPUTI
TJIIBKOBOIO 000JIOHKOIO TabJIeTKU 3i CKOIIEHMMM KpasiMU Ta 3 rpaBipyBaHHSAM R4 3
omHOTO OOKY;



tabnetku 40 mr/10 mr: Big 6itimo-cipyBaTo-dioneToBoro o 61igo-cipo-¢ioneToBoro
KOJIbOPY, KPYTJIi, Melllo IBOOITYKJIi, BKPUTI IJTiIBKOBOIO 000JIOHKOIO TabmeTKu 3i
CKOIIIeHUMHU KpasiMHU Ta 3 rpaBipyBaHHSM R5 3 ogHOTO OOKY.

®dapMaKoTepalneBTHYHA Irpyna

[uribiTopu 'MI'-KoA-penykTa3u B KoMOiHallil 3 iHIIMMM TinosinigeMivHuMu 3acobaMu.
PosyBacTaTun Ta e3etumi6. Kog ATX C10B A0G6.

®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmaKkoOuHamika

Po3yBacTaTuH

Po3yBacTaTuH € CeNeKTUBHUM KOHKYpPeHTHUM iHriditopom 'MI'-KoA-penykTasu,
JIIMITYIOUHUM HIBUOKICTE (E€PMEHTY, III0 IEPETBOPIOE 3-TiAPOKCHU-3-METUIITIIyTapUI-
KOEH3UM A Ha MeBaJIOHAT, IOIePeaHUK xonecTepuHy. OCHOBHUM MicleM il
poO3yBacTaTUHY € MMeYiHKa, OpraH-MillleHb O/ 3HUKEHHS KOHIIeHTpallil X0JIeECTEPUHY.

PosyBacTaTuH 30imbIIIy€e KinbKiCTh MEUYiHKOBUX PEILEIITOPIB JIIMONPOTEIHiB HU3bKO1
miinbHOCTI (JITIHIIT) Ha moBepxHi KIiTHH, 30iIbITyI0YN 3aXOIJIEHHS Ta KaTabosisMm
JITTHIII, i mpu3BOOUTH A0 NPUTHIYEHHSI CUHTE3Y B IEYiHIIi TIiIIONMPOTEIHIB OyXKe
HU3bKOI1 mrinbHocTi (JITIIHIIT), 3MeHIIyI04 TUM CaMUM 3arajbHy KiJTbKiCTh YaCTOK
JITTHIL ta JITTIIHIII.

Po3yBacTaTuH 3MeHIIy€E MiABUILIEHY KibKiCTh XonecTtepuny JITTHII (XC-JITTHII),
3arajibHOT'O XOJIECTePUHY Ta TPUTIIIIEePUOiB, Aemio 30iIbIIy€e KiTbKiCTh X0JIECTEPUHY
JIIIONPOTEeIniB BUCOKOI IIinbHOCTI (XC-JITIBIII). BiH 3MeHIIIye TAKOXK KiJIbKiCTh
anomninomnpoTteiny B, xonectepunry HeJIIIBII, xonectepuny JIII[THII, Tpuriitnepungis
JITIOHIII Ta memio migBuiiye piBeHb amnosinonpoTeiny A-I. Po3yBacTaTuH 3MeHIIy€E
TaKoXK criBBigHomeHHA XC-JITTHII/ XC-JITIBII], 3aransHOr0 X0nectepuny/ XC-JIIIBIII,
XC-ueJITTHII/ XC-JITIBII] Ta coiBBigHOIIEHHS amoJinonpoTeiny B/ anominonpoTeiny A-
I.

TepaneBTuuHUU e(HEKT NIPOABIIETHCA MPOTATOM 1 THUIKHS ITiCIA MOYaTKy Teparil
po3yBacTaTUHOM,4Yepe3 2 TUXKHI IiKyBaHHSA eekT gocsarae 90 % makcuMaabHO
MOXKJIMBOT0. MakcUManbHUN e(DEKT, SKIPaBUJIO, HOCITAETLCSA Yepe3 4 THUXKHI ITicis
II04YaTKYy JIIKyBaHHSA.

KaiHniuHa edpekmusHicmb ma 6e3neka

Po3yBacTaTuH mmokasaB CBOIO €(peKTHUBHICTh Y JOPOCIUX 3 TiIepX0oIeCTEePUHEMIEIO 3
abo 6e3 rinmepTpuriinepuaeMii He3aaexHO Bifl pacH, CTaTi 44 BiKy, a TAKOXK Y



MalieHTiB 0COOJMBUX I'PYII, TAKUX K IAIliEHTH 3 IYKPOBUM fiabeToM abo mallieHTH 3
CIMENHOIO TirnepxojieCTEPUHEMIEIO B aHaMHe31.

3a 006’emHaHUMM JAaHUMU OOCHimkeHb ¢a3u III po3dyBacTaTuH epeKTUBHO 3HUKYBaAB
PiBHi X0ecTepuHy y OiNbIIOCTI Malli€HTIB i3 rinepxosiectepuHeMieio Tuiy Ila ta IIb
(cepepniit moyaTtkoBuil pieHsb XC-JITTHII npubnu3Ho 4,8 MMOIIb/I) OO LiJIbOBUX
3Ha4YeHb, BCTAHOBJIEHNX BU3HAHUM KEPiBHUIITBOM EBPOIIECHKOTI0 TOBAPUCTBa
aTtepockiiepo3y (EAS; 1998); npubnu3no y 80 % mailieHTiB, aKi npuiiManu mpenapar y
mo3i 10 Mr, BOamocss DOCSTTH HOPpMaTHUBHUX IinboBuX PiBHIB XC-JITTHIII 3a EAS (<3
MMOJIb/TT).

Ezetumi6o

E3eTtumib - 11e mpeaCcTaBHUK HOBOTO KJIaCy JillifO3HUKYBaJIbHUX PEYOBUH, SKi
CENIeKTUBHO IIPUTHIUYIOTh iHTECTUHAIbHY abCoPOIIit0 X0JIECTEPUHY Ta BiOIIOBImHUX
POCIUHHUX CTepoiiB. E3eTuMib € mepopanbHO aKTUBHUM Ta Ma€ MeXaHi3M fii,
BiIMIiHHMU BiJ iHIIUX KJIaCiB XOJIECTEPUHO3HMIKYBAJIbHUX IIpenaparTiB (HalmpuKkiiang
CTATHHIB, CEKBECTPAHTIB 3KOBYHUX KHUCJIOT (CMOJIM), KMCJIIOTHUX IOoXimHux ¢idpaTiB Ta
POCIUHHUX CTAHOJiB). MOJIEKYIIPHOIO MillIeHHIO €3eTUMi0y € TePEeHOCHUK CTEPOJIiB
Niemann-Pick Cl-Like 1 (NPC1L1), 1o BinmoBifae 3a BCMOKTYBaHHS X0JIECTEPUHY Ta
(iTOCTEPOIIiB Y KUIIIEYHUKY.

E3eTumib nmokani3zyeThCsI Ha UIITOYKOBIM CMYZKIli TOHKOI KUIIIKYM ¥ IPUTHIYYE
abcopO11it0 X0JIeCTepUHY, 3MEHIITYIOUYN JOCTaBKYy iHTECTUHAIBHOTO X0JIECTEPUHY B
MEeYiHKY; CTaTUHU 3HUXKYIOTh CUHTE3 XOJIECTEPUHY B MIEYiHIli, ¥ pa3oM Ili MexaHi3Mu
3a0e31mevyioTh JOAaTKOBE 3HUKEHHS X0IecTepuHy. [1icis 2-TuKHeBOro KIiHiYHOTO
3acToCcyBaHHs y 18 mallieHTiB 3 rimepxonectepuHeMicio e3etTuMib Ha 54 % 3HUKYBaAB
abcopO11ito xonecTepuHy MOPiBHSAHO 3 mJaledo. byna npoBemeHa cepis mOKIiHIYHUX
OOCITim>KeHb IJIsI BU3HAUYEHHS CEJIEKTUBHOCTI e3eTUMiOy 111040 IpUTrHiveHHs abcopOiril
xonecTtepuny. E3eTuMib npuraiuyyBaB abcop0Oiliio [14C]-XOJ'I€CTepI/IHy 6e3 BILJIMBY Ha
abcopO11ito TPUTIILEPUIiB, XKUPHUX KHUCIIOT, JKOBYHUX KHMCJIOT, IPOTE€CTEPOHY,
eTuHinmecTpagiony abo XKUPOPO3YUHHUX BiTaMiHiB A i D.

EnigemionoriuHi gocimigKeHHs BCTaAHOBUIIH, 110 CEPILEBO-CYANHHA 3aXBOPIOBAHICTh Ta
CMEPTHICTh 3MIHIOIOTHCS IPAMOIIPOIPIIIVHO OO PiBHS 3araJIbHOT0 XojiecTepuHy Ta XC-
JITTHIIT i o6epHeHO mpormopilitiHo go piBasa XC-JITIBIII.

OnmHOYacHe 3aCTOCyBaHHS e3eTUMIiOy 3i cTaTUHaMHU ITOKa3aao e(PeKTUBHICTD Y
3HUKEHHi PU3UKY CePIleBO-CYyOUHHUX XBOPOO y IMalliEHTIiB 3 CEPLIEBO-CYANHHUMU
3aXBOPIOBaHHSMU Ta TOCTPUMU KOPOHAPHUMHU CUHAPOMaMU y aHaMHe3i.

KaiHniuHa edpekmusHicmb ma 6e3neka




3a JaHMMHU KIiHIYHUX OOCIigKeHb, 3aCTOCYBaHHS e3eTuMiOy, IK MOHOTeparrii abo y
KoMOiHalril 3i cTaTuHaAMM, 3HAaYHO 3HUIKYE PiBeHb 3arajibHOT0 XonecTtepuny, XC-
JITTHII, anoninonporteliny B (amo-B), TpurninepuniB Ta migsuinye piBeHbs XC-JITIBII y
MalllEHTIB 3 rirnepxojieCTePUHEMIEL.

dapmakoKiHemukKa

Po3yBacTaTuH

Abcopbuis

MaxkcuMasibHa KOHILIeHTpallis (Cmax) pO3yBacTaTUHY Y IJIa3Mi JOCATAETHCA
nmpubOIN3HO Yyepe3 5 TOAWH ITIicsa nNpuiioMy Bcepeauny. AGComoTHa 0i0gOCTYITHICTD
CTaHOBUTH Npubnu3Ho 20 %.

Po3noodina

PosyBacTaTUH €KCTEHCUBHO IEPETBOPIOETHLCA B MEYiHITl, SKa € IEPBUHHUM ILIEHTPOM
CUHTE3Y X0JiecTepuHy Ta KiipeHcy XC-JITTHII. O6’eM po3nomniny po3yBacTaTUHY
cTaHOBUTH NMpubnu3Ho 134 . ITpubnuzno 90 % po3yBacTaTUHY 3B’ SI3YIOTHCS 3
O6inKaMu IJ1a3Mu, TOJIOBHUM YHMHOM 3 aIbOyMiHOM.

Memaboaizm

MeTtaboJ1i3aM po3yBacTaTuHy ooMexkeHuM (mpudnusro 10 %). [ocmimxeHHS
MeTaboIIi3My in Vvitro i3 3aCTOCyBaHHSIM I'elaTOLMTIB JIIOAMHU BKa3yIOTh Ha Te, 110
PO3yBacCTaTUH € OyxXKe cllabKuM cyOcTpaToM [AJjit MeTabos1i3aMy Ha OCHOBI IIMTOXPOMY
P450. CYP2C9 6yB ocHOBHUM i30(pepMeHTOM, 1110 OpaB y4acTh y MeTabo1i3Mi, TOOi aK
izopepmenTu 2C19, 3A4 ta 2D6 Oynu 3any4deHi MeHIIO0 Mipoio. OCHOBHUMU
BH3HaYeHUMU MeTabosriTaMu € N-ge3MeTun Ta 1akToH. MeTabomniT N-ge3aMeTusn €
nmpubnu3Ho Ha 50 % MeHII akTUBHUM, HiXK po3yBacTaTuH, a popMa JTaKTOH
BBaXKa€THCS KIIiHIYHO HeaKTuBHOMO. binbie 90 % dapMakonI0rivHOl aKTUBHOCTI,
HaITpaBIeHOl Ha NpUTHiYeHHsS nupKymoodol [MI'-KoA-penykTas3u, 3a0e3medyeThCs
pO3yBacTaTUHOM.

BugedeHHA

[MTpubnuszo 90 % mo3u po3yBacTaTUHY BUBOOUTHCS Y HE3MIHEHOMY BUTISMI 3
dekamismu (cknagaeTscs 3 abcopboBaHol Ta HeabCcopOOBaHOI AiI0U0l peYOBUHU), a
3aJIMIIIOK BUBOOUTHCS i3 cedeto. [Ipubmus3Ho 5 % BUBOOUTHCSA Y HE3MIHEHOMY BUTISIOI
i3 ceuerlo. [Ilepiom HamiBBUBeOeHHS 3 IIJIa3MH CTAHOBUTH NpuOIu3H0o 19 rogun. I[Tepion
HalliBBUBEOEHHS He 30ilbIIYETHCSA TPU BUCOKUX mo3ax. CepenHiil reOMeTpUYHUMN
KJIipeHC 3 IJla3MU CTaHOBUTH npubnau3Ho 50 n/ron (koedilieHT Bapiatii 21,7 %). Ak i
mopo inmmux iHriditopis 'MI-KoA-penyKTasu, 3aXOnieHHs II€YiHKO PO3yBaCTaTUHY



ITPOXOOUTH 3a y4acTio MeMOpaHHOro TpaHcnopTepa OATP-C. Lleit TpaHcnopTep
Bifirpa€e BaXJIMBY POJIb Y BUBEEHHI PO3yBaCTaTUHY 3 II€UiHKU.

JIiHIUIHICMb/HeAiHIUHICMb

CucTteMHa €KCII03UIliI pO3yBacTaTUHY 30iMbIIYETHCSA MPOIOPIiKiHO Ho3i. [Ipu mpuiiomi
OeKinTbKOX M000BUX H03 papMaKOKiHETHYHI MapaMeTpu He 3MiHIOIOThCH.

Ocob.usi epynu nauieHmis

Bik ma cmamb

HeMmae kiiHiYHO 3HAUYIIOTO BIJIUBY BiKy a0o0 cTaTi Ha ¢hapMaKOKiHETUKY
po3yBacTaTUHY y mopociaux. PapMaKOKiHETHKA PO3yBaCTaTUHY Y AiTeH i IMiOIiTKIB 3
reTepO3UTr0OTHOIO CiMEMHOIO0 TilepxonecTepuHeMieio Oyiia moaiOHOI0 A0 TaKol y
OopocinXx JOOPOBOJIBIIIB.

Paca

dapMaKOKiHETUYHI AOCIiAXKEHHS NeMOHCTPYIOTD IIiABUIIIeHH MTPUOIN3HO B 2 pa3u
Me[iaHu IIJIOIII ITi KPUBOIO «KOHIIEHTpallis B ma3Mi - gac» (AUC) Ta Cmax
pO3yBacTaTUHY y IMPEeOCTaBHUKIB MOHTOJIOIAHOI pacH (AMOHIIIB, KUTAMNIIIB, QiminmiHIiB,
B’€THAMIIiB Ta KOPEUIIiB), ITIOPiBHSAHO 3 MalliEeHTaMU €BPOIIEOIHO] pacH; y iHOyCiB

crocTepiraeTbcs 306inpienHs npubnusxo B 1,3 pa3a menianu AUC Ta Cmax'
[Monynaniiaui (papMaKOKiHETUYHUY aHalli3 He BUSBUB KJIIHIYHO 3HAUYYIIOl Pi3HUILL Y

(bapmakokiHeTHIII MiXK IIpefCcTaBHUKaMU €EBPOIEOITHOI Ta HETPOIOHOI pac.
ITauieHmu 3 HUPKOB0OIO HEOOCMAMHICMIO

[Tig yac mocmigKeHHs 3a y4acTIO IalliEHTiB i3 Pi3HUM CTylleHeM MOpPYyIIeHHsS QYyHKIIi1
HUPOK XBOpo0Oa HUPOK JIETKOTo ab0 IIOMIpHOTO CTyIIeHs He BIJIMBaja Ha
KOHIIeHTpaIlil0o po3yBacTaTUHY YU Horo Metabomnity N-me3aMeTuny B mj1a3mi KpoBi. ¥
MAali€HTIiB 3 TAXKKUM HNOPYyLIEeHHAM (QYHKII1 HUPOK (KiIipeHC KpeaTuHiHy < 30 MJI/XB)
KOHIIEHTpallisg po3yBacTaTUHY B IJIa3Mi 30inbliryBanacsa y 3 pa3u, a KoHIeHTpalriss N-
ne3MeTuny - y 9 pasiB, HOPiBHSHO 3 BiAIIOBIZHUMMU ITOKa3HMKaAMU y 3T0POBUX
moOpoBonbiliB. KoHIIeHTpallil po3yBacTaTUHY B MJia3Mi KPOBi y cTabilbHOMY CTaHi y
Malli€eHTiB, sKi IPOXOAATh reMogiani3, Oynu npubnu3Ho Ha 50 % OiIbIIUMU, HiXK y
3MOPOBUX HOOPOBOJIBIIiB.

ITauienmu 3 ne4iHKOB01 HedocmamHicmio

ITig 9yac gocnigzKeHHs 3a y49acCTIO MAaIliEHTIB 3 PI3HUM CTylHeHeM HNOpPYIIeHHS PyHKIIil
MeYiHKU IIPU NeYiHKOBiM HeJOCTATHOCTI 3 IIOKa3HWKaMU 7 Ta MeHIIe 3a
Knacugikatieio Yainga - [1'1o migBUILIEHHS €KCIIO3UIIil pO3yBacTaTUHY He
crioctepiranocsa. OgHak IMigBUIIeHa CUCTEMHA €KCIO3UIlis MIOHaUMEeHIIIe BABOE



CIIOCTepirasaacs y OBOX IIAIliEHTIB 3 ITOKa3HUKaMHU 8 Ta 9, MOPIBHSHO 3 HalliEHTaMu 3
MEHIIVMM ITOKa3HUKaMM 3a Kiacudikarieo Yaunma - [1'10. [locBig 3acToCyBaHHS
naiieHTaM 3 IIoKa3HuKaMu 9 Ta Oinbile 3a Knacudikarieio Yanga - [1'1o0 BigcyTHiM.

I'enemuyuHut noaimop@ism

Y ¢dapmakokineTuti iuridoiTopis pegykra3u I'MI'-KoA, B ToMy 4uCIIi po3yBacTaTHUHY,
0epyThb yuacTh TpaHcnopTHi 6inku OATP1B1 ta BCRP. V xBopux 3 reHETUYHUM
nosrimopgdizmom SLCO1B1 (OATP1B1) i/a6o ABCG2 (BCRP) icHye pU3UK HigBUIIIEHOTO
BIIJIMBY po3yBacTtaTuHy. Okpemi nomimopdizmu SLCO1B1 ¢.521CC i ABCG2 c.421AA
IIOB’s13aHi 3 OiTbII BUCOKMM BIJIMBOM po3yBacTaTuHY (AUC) NMOPiBHSHO 3 TeHOTUIIaMU
SLCO1B1 k.521TT a6o ABCG2 k.421CC. lle cunenu¢giuyHe reHOTUIIyBaHHS 3a3BUYall He
BUKOPHUCTOBYETHCS B KJIIHIYHIN NIPaKTUIli, ajie NalieHTaM, Y SKUX BUSABJIEHO 1Ii TUIIU
nmosrimopdiaMy, peKOMeHOyeEThCS MeHIIa Jo0oBa mo3a Po3yBaCTaTHUHY.

Iimu

IIBa (papMakOKiHETUYHI AOCTiAXKEeHHs po3yBacTaTuHy (y ¢hopMi Tab/IeTOK), B IKOMY
B3$1JIM y4acTh naiieHTu BikoM 10—17 a6o 6—17 pokiB (3aranom 214 mallieHTiB) 3
reTepO3UrOTHOIO CIMEMHOIO TillepXojieCTePUHEMIEIO, TIOKa3aJsiy, 110 BIIJIUB IIpenapaTy
y OiTel BiOIIOBiZa€e BIJIUBY IIpellapaTy y HOPOCIIUX IalieHTiB. BIIIUB po3yBacTaTUHY
OyB nepenbadyeHU 3 PO3PAXYHKY A03U Ta Y 2-piyHUM IIepion dacy.

E3zetumi6b

Abcopbuis

[Ticnss nmpuiioMy BHYTPIIlIHBO €3€TUMIO IIBUIKO BCMOKTYETHCS Ta aKTUBHO KOH'IOTYE 3
YTBOPEHHAM (papMaKOJIOTiYHO aKTUBHOT'0O (DeHOJILHOTO TJIIOKYPOHiAY (e3eTuMio-
TJIIOKYPOHIM).

CepepnHe 3HaUYEHHS CmaX y IJ1a3Mi KPOBi €3eTUMiOy-TIIOKYPOHIy MOCSATAEThCS Yepes
1-2 rom, a ezeTuMmiOy - uepe3 4—12 rom.

AGcom0THY 6i0JOCTYIHICTh €3eTUMiIOy BU3HAUYUTHU HEMOXKJIUBO, OCKIIbKY IIS1 CIIOJIyKa
Hepo34YWHHa y BOOHOMY PO34YHMHI OJid iH €KIIiN.

OnmHOYacHe BXKMWBaHHSA 1XKi (3 HU3bKUM ab0 BUCOKHMM BMiCTOM XKHWPY) He BIJIUBA€E Ha
rmepopanbHy 0i0OOCTYIIHICTL e3eTuMiOy, 30KpeMa e3eTuMioy y mo3yBaHHi 10 Mr.
E3eTumib MoXHa mpuiiMaTy He3aJIeXKHO Bill BXKMBaHHS 1Xi.

Po3noodia

E3eTumib Ta e3eTUMIiO-TTTIOKYPOHIi 3B’ I3yI0OThCS 3 OiTKaMu IIJ1a3MU KPOBi JIIOOUHY Ha
99,7 % i 88-92 % BigmosigHO.



Memaboaizm

Metabomi3M e3eTuMiOy BimOyBa€eThCA B TOHKOMY KUIIIEYHUKY i MeYiHIi HIIsIXOM
KOH'[oraitiil 3 rIioKypoHigoM (peakwis II ¢a3u) 3 moganbmIinM BUBEOEHHSIM i3 KOBYIO.
MiniManbHUM OKHMCHUYM MeTaboJ1i3M (peakirist I ¢pa3u) crmocTepiraBscs Ha BCix eTarax
TpaHcdopmMmartii. E3eTumib Ta €3eTUMIO-TIIIOKYPOHi[T € OCHOBHUMHU pPeYOBHHAMHU, 110
BHM3HAYAIOThCS B IJIa3Mi KPOBi, Ta cTaHOBNSATh Mpubau3Ho 10-20 % i 80-90 % Big
3arajbHOTO BMICTY IIpenapaTy B mja3Mmi BignmoBigHo. E3eTuMmib Ta e3eTumid-
TIIOKYPOHI[ MOBIJIbHO BUBOASTHCS 3 IJIa3MHU KPOBIi B ITPOIECi KUIITKOBO-IIEYiHKOBO1
penupkynsilii. [lepiog HamiBBUBeOeHHS €3eTUMiIOy Ta €3eTUMIiOy-TJIIOKYPOHimy
CTAHOBUTH IMPUOIIM3HO 22 TOOUHHU.

BuseoeHHA

[Ticnst mpuioMmy OOPOBOIBIIIMY BHYTPIIIHBEO 20 MT 14C-e3eTI/IM16y B IJ1a3Mi KpOBi
Oy1o BusiBieHO npubau3Ho 93 % cymMapHOro e3eTuMiOy Bif 3arajbHOl pajlioaKTUBHOCTI
mina3mu. [Tpubnusso 78 % i 11 % npuitHSATOI pamioaKTUBHOIL J03U OyJI0 BUBEIEHO 3
KaJioM 1 ceyero BiamoBigHO npotaroM 10 muiB. Yepes 48 rop y 1nj1a3Mi KpoBi He
CIIOCTEepiraaocs piBHIB pafgiOaKTUBHOCTI, SKi MOXKHa BU3HAYUTH.

Ocobusi epynu nauieHmis

Iimu

dapmMaKkoKiHeTHKa e3eTUMiOy OMHAKOBA [IJIsT MOPOCIIUX Ta HOiTel BikoM Bim 6 pokiB. [Ij1s
OiTel BiKOM OO 6 POKIiB JaHi (papMaKOKiHETUYHUX OOCHIAKEHb HeOOCTyIHi. KimiHiuHUU
OOCBiMl 3aCTOCYBaHHS €3eTUMIiOy OiTsIM Ta HOPOCIIMM BKIIIOYaB ITAIli€EHTIB 3
TOMO3UTOTHOIO CIMEMHOIO Tillepx0ojeCTEPUHEMIEI0, TETEPO3UTOTHOIO CIMENHOI0
rinepxosyieCTepuHEMIE Ta CUTOCTEPOJIEMIETO.

ITauieHmu AiMHBLO20 BIKY

Y marrieHTiB JTiTHBOTO BiKYy (IIOHam 65 POKiB) KOHIIEHTpPAIIis B IIJIa3Mi KPOBi 3arajibHOTO
e3eTuMiOy npuOIM3HO BABiYi BUIllA, Hi2K Y MOJIoAIIKX IalieHTiB (18-45 pokiB).
3uuxkenHsa XC-JITTHII i npoginb 6e3neku MpubIU3HO OOHAKOBI Y MAIliEHTIB JIITHHOTO
BiKY i MOJIOgUX MAIli€HTiB, SIKi MpuiiMaloTh e3eTuMi06. ToMy HemMa€e moTpeOdu B KOPEKITil
0O3U [Jis Malll€HTIB JIITHLOTO BiKYy.

ITauienmu 3 ne4iHKOB0W HedocmamHicmio

[Ticns ogHOpa3oBoro npurioMy 10 Mr e3eTuMiOy cepenHi 3Ha4YeHHS TJIOIII I KPUBOIO
«KOHIIeHTpallis B nna3Mi - yac» (AUC) 3aranbHOro e3etumidy Oynu B 1,7 pasa
BUIIIMMHU Y TIAII€HTIB i3 IMe4iHKOBOIO HEIOCTATHICTIO JIETKOTO CTyneHs (5-6 0arriB 3a
mkaJsor Yaunga - [1'10), HiXK y 3mopoBux mo0OpoBoJbLiB. [IpoTsirom 14-meHHOTO



OOCIiAKEeHHS 3aCTOCyBaHH €3eTUMiOy (1o 10 Mr m1ogHsI) y MalliEHTIB i3 ITeYiHKOBOIO
HEeIOoCTaTHICTIO MoMipHOTro cTymeHs (7-9 6aniB 3a mkasno Yainga - [1'10) 3HaueHHS
AUC zaranbHOT0 €3eTUMiOy 3pocTasio npubnu3Ho B 4 pa3u B 1-i Ta 14-i meHb
MMOPiBHSAHO 3 TAKUM MOKA3HUKOM Yy 3[IOPOBUX AOOPOBOLIIiB. [TallieHTaM i3 me4iHKOBOIO
HeIOOCTaTHICTIO JIETKOTO CTYIEeHs KOPEKIIisi fo3u He moTpidHa. OCKiNnbKu epeKTH
ITiTBUIIIEHOTO BMiCTy €3eTUMiOy B ITAIliEHTIB i3 ITeYiHKOBOIO HEOOCTATHICTIO IIOMipHOTO
abo TsaKKOTO cTyrneHs (6inbiie 9 6aniB 3a mkasnoio Yainga - [1'10) HeBigomi, e3eTuMid
He PeKOMEeHIOOBaHUU [JI 3aCTOCYBaHHS IIi KaTeropil namieHTiB (OUB. PO3Aia
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

ITauieHmu 3 HUPKOBOK HedoCcmamHicmio

[Ticnss ogHOpasoBoro npuiomy 10 Mr e3eTuMiOy B MaIliEHTIB 3 TSIKKOI0 HUPKOBOIO
HeJocCTaTHICTIO (n = 8; kiipeHc KpeaTuHiny < 30 mi/xB/1,73 M2) CepenHE 3HaUYEeHHA
AUC zaranbHOT0 €3eTUMiOy 3pocTasno npubnu3Ho B 1,5 pa3a MOPiBHSIHO 3 TAKUM
IMTOKA3HUKOM Y 3[I0POBUX NO0OPOBOJBIIB (n = 9). Llelt pe3ynbTaT He BBAXKAETHCS
KJIiHiYHO 3HauymuM. HeMae nmotpebu B KOPEKIIii 403U [ MAlliEHTiB 3 ITOPYIIIEeHHSIM
yHKIIIl HUPOK.

Y npomy gociifzKeHHI B OOHOIO nallieHTa (AKuM MaB HUPKOBUU TpaHCHJIAHTAT 1
OTpPUMYyBaB MYJIbTUTEPAIil0, B TOMY YUCJIi IUKJIOCIIOPUH) PiBEHb 3arajibHOI0
e3eTuMiOy OyB Buiuii y 12 pasis.

Cmamo

KoHuleHTpallis B Ij1a3Mi 3arajabHOT0 €3eTUMiOy Tpoxu Bumia (mpubiu3Ho Ha 20 %) y
XKIHOK, HiXK y 4omnoBiKiB. 3HuxkeHHs piBHs XC-JITTHII] i mpodins 6e3meku npubImn3Ho
OIDHAKOBI B YOJIOBIKiB i XKiHOK, sIKi ITpuiiMaioTh e3eTuMi6b. ToMmy HemMae moTpedu B
KOpPEKIIil 103U 3aJIe2KHO Bif CTaTi.

IToka3aHHA

[MpodinakTuKa cepieBO-CYIUHHUX YCKJIagHEHD

[Ipenmapart POKcepa® [I1r0c mOKa3aHUM OJi 3HUKEHHS PU3UKY CEpPLIeBO-CyOUHHUX
YCKJIagHEHb SIK 3aMiCHa Tepallis y MalieHTiB 3 imeMiuyHoi0 xBopoboio cepis (IXC) Ta
roctpuM KopoHapHuUM cuHgpoMmoM (I'KC) B aHaMHe3i, y IKHUX OOCTATHIA KOHTPOJIb
3aXBOPIOBAHHS [OCATAETHCS OOHOYACHUM 3aCTOCYBAaHHSM PO3yBaCTaTUHY Ta
e3eTuMiOy IK MOHOKOMIIOHEHTHUX IIpelaparTiB y TUX CaMHUX [03aX, 110 i B
KOoMOiHOBaHOMY ITpeIliapari.

[TepBuHHA TinepxolecTepUHEMisl/ TOMO3UTOTHA CiMelHa rinepxojiecTepuHeMis



[Tpemnapat POKcepa® [T1roc moKa3aHUM sSIK IOIIOMiXKHa Teparlrist 4o gietTu abo iHmImx
HedapMaKOJIOTiYHUX 3aXO0[iB (Hampukiazn, GisuyHi BIpaBy, 3HUXKEHHS MacCH Tila) O
JIIKyBaHHS OOPOCJIMX IAIliEHTIB i3 HIEPBUHHOIO (T€TEPO3UTOTHOIO CIMEMHOIO Ta
HeciMeWHOI0) rirepxojiecTepruHeMieio abo TOMO3UTOTHOIO CiMeNHOI0
rinepxoyieCTepuHEMI€0, Y SKUX OOCTAaTHINM KOHTPOJIb 3aXBOPIOBAHHS AOCATAETHCA
OOHOYACHUM 3aCTOCYBaHHSIM PO3yBaCTaTHUHY Ta €3eTUMiOy TK MOHOKOMIIOHEHTHHX
ImperapaTiB B TUX CaMUX [03aX, 10 i B KOMOiHOBaHOMY Mperapari.

ITporunnoka3aHHs

JIikapcbKui 3acib POKcepa® [ItoCc IpoTUIOKA3aHUM MPU:

e MiABUINEHIN YYTIMBOCTI IO Hil0YMX PEeYOBUH ab0 10 OyOb-sIKUX iHIITHUX
KOMITOHEHTIB JIiKapChbKOT0 3aco0y;

e AaKTMBHOMY 3aXBOPIOBaHHI NE€YiHKHK, B TOMY YHUCJIl CTIMKOMY HiABUILIEHH] PiBHIB
CUPOBATKOBUX TPaHCaMiHa3 HEBiOMOI eTioorii Ta OyOb-IKUX IMigABUIEHHSIX
PiBHIB TpaHCcaMiHa3 y CUPOBATIIi, 110 BTPHUYl II€PEBUILYIOTH BEPXHIO MEXKY HOPMU
(BMH);

e TSIJKKMX IOPYIIEHHSX (QPYHKIi1 HUPOK (KiIipeHC KpeaTuHiny < 30 MJI/XB);

e Miomarii;

e CYyIyTHbOMY JIIKyBaHHI LIUKIJIOCIIOPUHOM;

e OJHOYACHOMY 3aCTOCyBaHHi KoMOiHallil codocOyBip/BenmaTacBip/BOKCHUIaIpPeEBip
(ouB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMu Ta iHIII BUOU
B3a€EMOOiN»);

e BATiTHOCTI Ta IIif 4acC nepiony rogyBaHHS IPYOAI0; KiHKaM PEeIIPOAYKTUBHOT O
BiKy, Ki He BUKOPUCTOBYIOTh BifiTIOBigHI 3ac00M KOHTpAIEIIIIii.

[Tpemnapat POKcepa® [Tmroc, TabrmeTK, BKPUTI IJIiIBKOBOIO 00010HKOIO 110 40 Mr/10 mr,
MPOTUIIOKA3aHUM IalliEHTaM 3 MiOIIaTi€l0 Y BXKe HassBHUMHU (PaKToOpaMU PO3BUTKY
MiomnarTii/pabmoMioni3y; Taki paKTopu BKIHOYaIOTh: IOMipHE MOPYIIEeHHS QyHKITi1
HUPOK (KJIipeHC KpeaTuHiHy < 60 MJI/XB); TilOTUPEO03; HAsIBHICTh CIIaJdKOBUX
3aXBOPIOBaHb M’s13iB B iHOUBiOyanbHOMY ab0 ciMelHOMY aHaMHe3i; HasBHICTb B
aHaMHe3i MiOTOKCUYHOCTi, cnpuuYnHeHol inmuMu inriditopamu I'MI'-KoA-penykTa3u
abo ¢ibpaTtamMu; 31MOBXKMBAHHS aJIKOT0JIEM; CTaHU, IKi MOXKYTb ITPU3BECTH [0
IMigBUIIIEHHS KOHIIEHTpAaIlil po3yBacTaTUHY Yy IIJIa3Mi KPOBi; HaleKHICTh [0
MOHTOJIOIAHOI pacH; CyIIyTHE 3aCTOCyBaHHS (iOparTiB.

B3aemoaisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMHu Ta iHIIi BHIH B3a€Moail

OpHoYacHe 3aCTOCYBAHHSI IPOTHUIIOKA3aHe

IMukaocnopuH



OpgHoYacHe 3aCTOCYBaHHS IIpenapary POKcepa® [Inr0C 3 HUKIIOCTIOPUHOM
NPOTHUIIOKA3aHOo (OuB. po3ain «IIpoTunokalaHHsga»). Y mepion CymyTHBOTO
3aCTOCYBaHHS PO3YBAaCTAaTHUHY Ta ITUKJIOCIIOPUHY 3HaueHHS AUC po3yBacTaTuHY Oyu
B cepegHbOMY NPUOJIM3HO ¥ 7 pa3iB BUIIUMH, HiXK Ti, SIKi cmocTepiraaucs y 3qOpoOBUX
noOpoBobIliB (AuB. Tabnuiio 1). OgHOYacHe 3aCTOCyBaHHS He BIIIMBA€ Ha
KOHIIEHTPAIIil0 IIMKJIOCIIOPHUHY V I1JIa3Mi KPOBI.

OpgHoYacHe 3aCTOCYBaHHS HE PEKOMEHOOBaHEe

IH2ibimopu npomea3su

CymyTHE 3aCTOCYBaHHS iHTiIOITOPIB ITpoTea3u MOXKe 3HAaYHO MigBUIIYBAaTU CUCTEMHY
€KCIIO3UIIiI0 pO3yBacTaTUHY, X04Ya TOUYHUM MeXaHi3M IIi€l B3aeMO[Iil HeBimoMUuu (OuB.
tabnuiiio 1). 3o0kpeMa, y hapMaKOKiHETUYHOMY OOCIIiAKEHHI CyIIyTHE 3aCTOCyBaHHS
po3yBacTtaTuHy 10 Mr Ta KoMOiHOBaHOTO Ipelapary, 110 MiCTUTD ABa iHTi6iTOpU
npoTea3u (aTaldaHaBip 300 mr/putoHaBip 100 Mr), y 3mopoBux JOOPOBOJIBIIIB
aCOIIiI0BaJIOCs 3 IIPUOJIM3HO TPUPA30BUM Ta CEMUPA30BUM 30iJIBLIIIEHHSIM IIOKAa3HUKIB
piBHOBaxHOro AUC Ta Cmax po3yBacTaTUHY BianoBigHO. OgHOYacHEe 3aCTOCYBaHHSA
po3yBacTaTUHY i AesTKUX KOMOiHOBaHMX IIpenapariB iHTiOiTOPiB ITpoTea3 MOKIIUBE
TiJIBKY ITIiCJIS1 PETENBHOI0 KOPUTYBAHHS 03U PO3yBaCTaTHUHY 3 ypaXyBaHHSAM
OYiKyBaHOTO IiABUIIIEHHS €KCII03UIlil po3yBacTaTuHY (AuB. po3ginu «Ocob6IuBOCTI
3acTocyBaHHsI», «C11ocib 3aCTOCyBaHHS Ta OO3U», a TAKOXK Tabmuiro 1 y po3mimi
«B3aeMopmist 3 iHmIMMU TiKapChbKUMHI 3acoO0aMM Ta iHIII BUOW B3aEMOII»).

IH2ibimopu mpaHcnopmHux bisiKie

PosyBacTaTuH € cyOCcTpaTOM OJIsi AEIKUX TPAHCIOPTHUX OilKiB, B TOMY YHCIIi
MMeYiHKOBOTO TpaHcIopTepa 3axomneHHss OATP1B1 Tta edmioKCHOTro TpaHCIOpTEPa
BCRP. OgHOoYacHe 3aCTOCYBaHHSI PO3yBaCTATHUHY i3 JIiKapChbKUMHU 3acobaMu, 110
MMPUTHIYYIOTH 11i TPAHCIOPTHI OiIKK, MOKe IPU3BOOUTH OO0 MigBUIIEHHS KOHIIEHTPAIIil
MOoro B mJia3Mi KpoBi Ta 30inbIIeHHST pU3uKy MionarTii (muB. po3ainu «Crocid
3acTOCyBaHHS Ta mo3u», «OcoBIMBOCTI 3aCTOCYBaHHSI», @ TAKOXK Tabnuiiio 1 y po3mini
«B3aeMomis 3 iHmIMMM TiKapChbKUMH 3aco0aMu Ta iHIII BUOU B3AEMOMIN»).

dibpamu

CymyTHE 3aCTOCYBaHHS PO3yBaCTaTUHY Ta remMdpiOpo3uny Npu3BOAUTh 10 30inMbIIIeHHS
y 2 pa3u CmaX Ta AUC po3yBacTaTuHY (OuB. po3ain «OcoOGIMBOCTI 3aCTOCYBaHHS»).

3 oryisioy Ha JaHi crelialbHUX OOCTiAXKEeHb, 3HauyNIol papMaKOKiHETUYHOI B3aEMO/Iil
3 peHo(iOpaTOM HE OYIKYETHCS, OAHAK MOXKJTMBa (papMaKoguHaMidyHa B3aEMOis.
I'em¢ibpo3un, perodibpart, inmri ¢pidpaTu Ta Iimigo3HUKYyBalbHI 703U (= 1 r/goly)
HiaImuHy (HIKOTHHOBOl KHCJIOTH) HMiABUIIYIOTh PU3UK PO3BUTKY MionarTil mpu
CynyTHbOMY Ipuiiomi 3 iHri6itopamu I'MI'-KoA-penyKTa3u, MOXKJIMBO TOMY, III0 BOHU



MOXKYTh BUKJIMKATU MionaTito npu npunomMi okpemo. [oza 40 mr/10 mr
IIPOTUIIOKa3aHa IIPU CyIIyTHbOMY 3aCTOCyBaHHi ¢ibpaTiB (QuB. po3minu
«IIpoTunoka3aHHsa» Ta «OcOOIMBOCTI 3acTOCyBaHHSA»). TaKuUM mallieHTaM HeOoOXiTHO
PO3MOYMHAaTH Teparllilo 3 403U 5 MI' pO3yBaCTaTUHY.

Y natuieHTiB, sKi npuiiMaioTh e3eTuMiO Ta peHodiOpaT, iCHyE PU3UK PO3BUTKY
X0JieniTia3dy Ta }KOBUYHOKaM sTHOI XBOopoOu (muB. po3ginu «OcoBGIUBOCTiI 3aCTOCYBaHH I »
Ta «ITo6iuHi peakiIrii»).

[Tpu mimo3pi Ha KOBYHOKaM’'IHY XBOpOOY y IallieHTa, SKUM IIpUuiMa€e e3eTuMib Ta
dbenodibpaT, mokalaHi 00CTEKEHHS XKOBYHOT'0 MiXypa, a TaKy Tepallito Ciif
NpU3ynuHUTH (OuB. po3ain «[1o6iuHi peakiiii»).

[Mapanenbuus npuiom peHodidbpaty abo reMdiOpo3uy IIOMipHO TiABUIIYE
KOHIIeHTpallil 3arajbHOro e3eTuMioy (mpubnu3no y 1,5-1,7 pa3a BiAmmoBigHO).
Komb6inoBaHa Teparis eseTumibom Ta iHmmMu ¢pibpaTaMu He OOCIiAXKYyBalach.

®ibpaTu MOXKYTh 30iNTbITYyBaTH BUOITIEHHS XOJIECTEPUHY B KOBY, 1110 TPU3BOAUTH 10
JKOBYHOKaM'sTHOI XBOPOOH. Y X0fi MOKJIiHIYHUX OOCIiIKeHb Ha TBapUHaX e3eTUMib
30isIbIIlyBaB piBEHb XOJIECTEPUHY B MiXypOBill KOBUi, ajie He Y BCiX BUiB. PU3uK
YTBOPEHHS KaMEHiB, ITOB’sI3aHUM i3 3aCTOCYBaHHSAM €3eTUMiOy, He Moxke OyTHu
BUKJTIOYEHUMU.

dy3udosa Kucsioma

Pu3uk miomarii, BKIo49ao4yu pabaoMionni3, MoxKe ITimBUITyBaTUCS 3a PaxyHOK
CYIIyTHBOTO CUCTEMHOTO 3aCTOCyBaHHS (Py3UI0BOI KUCJIOTH 3i cTaTUHaAMU. MexaHi3M
11iel B3aemoril (bapmMakoarHaMiuHuM a00 ¢papMaKOKiHETUYHNM) ITOKW HEBITOMUM.
Bynu nmoBigomieHHs po padaoMiosni3 (BKII0OYalo4M JeTalIbHiI BUTIQAKK) Y MAIli€HTiB,
sIKi OTpUMYyBaJsu 110 KoMOiHaIlito. AKIo cucTeMHe niKyBaHHS (y3UI0BOIO KHUCIJIOTOIO €
HeoOXimHUM, TO 3aCTOCyBaHHS PO3yBaCTaTUHY Ma€ OyTH NIPUIUHEHO IIPOTITOM yChOTO
nepiony JikyBaHHS Qy3UO0BOIO KUCJIOTOIO (OUB. po3main «Ocob6mmBOCTI
3aCTOCyBaHHS»).

Iu1mi B3aemomil

AHmauuodu

OnmHOYacCHUM NPUMOM aHTAIIUOIB 3HUKYE CTYHiHb abcopOilil e3eTuMiOy, ane He
BIIMBA€E Ha Moro 6iomocTymnHicTh. Take 3HUXKEHHS CTyIleHs abcopOilil He BBaXKaA€ETHCS
KJIIHIYHO 3HAQYYIIUM.

OmHOYacHe 3aCTOCyBaHHS PO3yBaCTaTUHY i CyCIeH3il aHTallUaiB, 110 MiCTSATh
aJIIOMiHiO TiIPOKCHU[ Ta MarHilo TiAPOKCHU/, IPU3BOOUTH A0 3MEHIIIEeHHSI KOHIIeHTpallil



poO3yBacTaTUHY B IJ1a3Mi KpoBi mpubnu3Ho Ha 50 %. et edhekT OyB MeHIII
BUpaXKeHUM y pa3i 3aCTOCyBaHHS aHTallUOHUX 3ac00iB yepe3 2 TOAMHU MiCis
npuioMy po3yBacTaTuHy. KiliHiuHa 3HaYyLIiCTh Ii€l B3a€EMOZil He BUBUYAsacH.

AHmMukoazyaamu

OpmHoYacHe 3acTocyBaHHs e3eTuMiOy (10 Mr oguH pas Ha m00y) He MaJjio 3HaYHOTO
BIIIUBY Ha 6iomocTyImHIiCTh BapdapuHy Ta TPOTPOMOiIHOBUYM Yac Y XOMi HOCHiIXKeHHS 3a
y4acTio 12 3mopoBUX AOPOCIUX YOJI0BiKiB. OgHak O6ynu miciasipeecTpauinifi
MTOBiTOMJIEHH ST IPO 30iIbINTEHHST MiXKHAPOOHOTO HOPMaJli30BaHOI'O CITiBBiTHOIIIEHHS
(MHC) y nanienTiB, sKkuM e3eTuMib momaBanu mo Bapdapuny abo ¢nyingiony. I1pu
momaBaHHI e3eTUMiOy 40 BapdapuHy, iHIIIOT0 KyMapUMHOBOTO aHTUKOATYJISHTY abo
dbnyingiony HeoOxigHO 3miMicHIOBaTU MOHITOpUHT MHC HamexXHUM YUHOM (OMB. PO3Mis
«OCcOoOIUBOCTi 3aCTOCYBAHHSI»).

4K i npu 3acTtocyBaHHi iHmUX iHridiTopiB [MI'-K0OA-penyKTa3u, Ha MO4YaTKy
3aCTOCYBaHHS PO3yBacTaTHUHY abo IIPU IMiABUINEHH] MOT0 03U y Malli€EHTiB, SKi
OOHOYACHO 3aCTOCOBYIOTh aHTaroHictu Bitaminy K (Hanpuknazn BapdapuH abo iHIIUN
KyMapHUHOBUM aHTUKOATYJISHT), MOXKJIMBe HigsuineHHss MHC.

[TpunHEHHS 3aCTOCYBaHHS PO3yBaCTaTUHY a00 3MEHIIIEHHS MOT0 JO3U MOXKe
mpu3BecTHu 0o 3HuKeHHsT MHC. ¥V Takux Bunagkax Oa>kaHUM HaJeXXHUM MOHITOPUHT
MHC.

EpumpomiuuH

Bigmomo, 1110 omjHOYacHe 3aCTOCYBaHHSA PO3yBacCTaTUHY Ta €PUTPOMILIMHY 3HUKYBAJIO
AUC po3zyBacTtatuny Ha 20 %, a Cmax — Ha 30 %. Taka B3aeMofisi Moxe OyTH
CIIpUYMHEHA MiTBUIIEHHSIM IIePUCTAIbTUKYN KUIIEeYHUKY BHACIIIAOK [il epUTPOMILIUHY.

®epmeHmu yumoxpomy P450

Iocmim»keHHs in vitro Ta in vivo ITIOKa3ylOTh, 1110 PO3yBaCTaTUH He € aHi iHribiTopoM,
aHi iIHOyKTOpOM i30(pepMeHTiB cucTeMu nutoxpomy P450. Kpim Toro, po3yBacTaTuH €
rmoraHuM cyocTpaTtoMm Ay nux isodepmeHTiB. OTXKe, JTiKapChbKi B3aEMO/Iil yepes
MeTabo0JIi3M, onnocepenKoBaHUM IIUTOXpoMOM P450, He ouikytoTbcs. KiiHiuHO 3HauyIla
B3a€EMO[isA MiXK po3yBacTaTUHOM i ¢prykoHa3onoMm (iuriditop isodhepmenTis CYP2C9 i
CYP3A4) a6o keTokoHa3oJsioM (iHribiTop izodpepmenTiB CYP2A6 i CYP3A4) He
CIiocTepirasacs.

Y mokJtiHiYHUX OOCHTiIXKeHHsX 0yJI0 BUSIBJIEHO, 110 €3eTUMi0 He iHOyKye hepMeHTH
nuToxpomy P450, 1o MeTabomni3yloTh IpenapaTt. He BimMidanucs KiIiHIiYHO 3HaYyIIi
(papmakokiHeTHYHI B3aeEMO[il MixK e3eTUMiOOM Ta JIiIKapChbKUMU 3acobaMu, II0
MeTabommi3yloThcsa nuToxpomMamu P450: 1A2, 2D6, 2C8, 2C9, 3A4 - a6o N-



aneTtuaTpaHchepasoro.
XosecmupamiH

[Tpu koMbGiHOBaHOMY 3aCTOCYBaHHI 3 X0JleCTUpaMiHOM cepepnHe 3HaueHHA AUC
cyMapHOTo e3eTuMily (e3eTuMib Ta e3eTUMIO-TITIOKYPOHi) 3MeHIITyBaiocs IPUOIM3HO
Ha 55 %. IIpu mopmaBaHHiI e3eTUMiOy OO XOJieCTUPaMiHy IOCTyHOBe 3HUXKeHHS XC-
JITTHIII moke ymoBinbHUTHUCS (OuB. po3ain «Cmoci® 3aCTOCyBaHHS Ta JO3U»).

Ju2o0KcuH

3 orysAny Ha JaHi cneniaJTbHUX OOCIIOXKEeHb, KITIHIYHO 3Ha4yInol B3a€EMOMil 3
OUTOKCUHOM He OYiKYETHCH.

IlepopasavHi KOHMpauenmusu/20pmoHo3amicHa mepanisa (I'3T)

OpHoO4YacHe 3aCTOCyBaHHS pPO3yBaCTaTUHY Ta IepOpaJbHUX KOHTPAlLleNITUBIB
npusBoguio oo migsuilieHHS AUC eTuHiNecTpaaiony Ta Hoprectpeny Ha 26 % Ta 34 %
BimnoBimHO. Take migBUILIEHHS PiBHIB y mJla3Mi KPOBi CIil BpaxoByBaTHU IIpU Higbopi
003U IIepopaibHUX KOHTpPalenTuBiB. [laHUX 040 (papMaKOKiHETUKHY IIpemaparTiB y
Ialli€eHTiB, AKi OOHOYAaCHO 3aCTOCOBYIOTh po3yBacTaTuH Ta ['3T, HeMae, ToMy He
MOKHa BUKJIIOUaTH ImogioHoro edekTy. OmHak KoMOiHallis IIMPOKO 3aCTOCOBYBaacs
XKiHKaM B paMKax KJTiIHiYHUX OOCJIiIXXeHb i mepeHocunacs goope.

Tuxkaepeaop

Turarpeyop Moxe COIPUYUHATY HUPKOBY HEOOCTATHICTH 1 BIIJIUBATU Ha HUPKOBY
eKCKpellifo po3yBaCTaTUHY, 30iTbIIyI0YM PU3UK MOr0 HAKOIIMYEHHS. Y IesIKuX
BUIIaJKaX CyMICHUM IIPUMOM THUKArpeopy i po3yBaCTaTUHY NIPU3BOOUB A0 3HUXKEHHS
¢yHKI1IIl HUPOK, migBUIlleHHS PiBHS KpeaTuHpochokinasu (KPK) Ta pabgomioizy.
PekoMeHOy€eTHCS TPOBOOUTH KOHTPOJIb (QYHKII1 HUPOK Ta piBHA KOK npu
OOHOYACHOMY 3aCTOCYBaHHI TUKArpejopy i po3yBacTaTUuHY.

B3aemo0ii, w,o sumazaroms Kopekuili 0o3u po3ysacmamuHy

[Tpu HEOOXiAHOCTI CyIIyTHBOTO 3aCTOCYBaHHS PO3yBaCTaTUHY 3 iHITUMU JTiIKAPChKUMU
3acobamu, SKi 30iNbIIyIOTh €KCIIO3UIIiI0 PO3yBaCTaTUHY, O3 OCTAHHLOTO MalOTh OyTH
CKOpHUTOBaHi. Ko o4ikyeThcs 30inmbuieHHs ekcrno3uilil (AUC) npubnu3Ho B 2 pa3u
abo BuIe, JTiKyBaHHS CIIi PO3MOYMHATH 3 5 MTI' po3yBacTaTuHy 1 pa3 Ha mooy.
MakcumMarsbHa fo6oBa J03a po3yBaCTaTUHY IIOBUHHA OyTHU BigperynboBaHa TaKUM
4YMHOM, 11100 OYiKyBaHa €KCIIO3UIlisl po3yBacTaTUHY He IIepeBulllyBajla eKCII03HUIliio,
I1I0 BimMidaeThcs mpu npuiioMmi 40 Mr po3yBacTaTUHY Ha 100y 6e3 3acTOCyBaHHS
JIiKapChbKUX 3aco0iB, 1110 B3aEMOIIOTh i3 mpenapaToM. Hampukiaz, mpy 3aCTOCYyBaHHI 3
reMm@piOpo3uIOoM MaKCcuMalbHa fo3a po3yBacTaTuHy ctaHoButuMe 20 mr (1,9-kpaTHe



30i7bIIIeHHS), a IIPU 3aCTOCyBaHHi i3 KomMOiHalli€lo aTa3aHaBip/puToHaBip — 10 mr

po3yBacTaTuny (3,1-KpaTHe 30iIbIIEHHST).

Axmo nikapcekui 3aci6 36inpurye AUC po3yBacTaTUHY MEHII HiXK y 2 pa3y,

IMOYaTKOBY A03y 3MeHIIIyBaTu He MOTPiOHO, ajne CiIif JOTpUMyBaTHUCS 00epeXXHOCTIi

mpu 30ibIIIeHH] 103K JTiIKapChKOTro 3aco0y POKcepa® IImtoc monanm 20 mr.

Tabmnuisa 1

BnnuB cynyTHiX mikapchKux 3aco0iB Ha eKCcro3uilito podyBactatuny (AUC; y mopsaKy

3MEeHIIIEeHHS BeJIMYMHHU) 3a OIyOIiKOBAaHMMHU JaHUMU KITIHIYHUX TOCIiIXKEeHb

36inpmenuss AUC po3yBacTaTUHY B 2 pa3u abo Oinbiie

OOHOPa30Ba J03a

. Pexxum .
PezXuM nDo3yBaHHsI JIIKapChKOTro 3acooy, 3minu AUC
. OO3YBaHHS
IIIO B3a€EMOi€e po3yBaCTaTHHY*
PO3yBacCTaTHHY
CodocoyBip/BenmnaTtacsip/Bokcumnarpesip (400 10 mr
Mr / 100 mr / 100 mr) + Bokcumnamnpesip (100 ’ 1 7,4 pa3sa
, OOHOpa30Ba go3a
MT') OOWH pa3 Ha mo0y nmpoTsarom 15 mHiB
LluknocoopwuH Big 75 Mr go 200 Mr aBidi Ha 10 mMr oguH pa3s 171
,1 paza
noOy, 6 Mics1iB Ha noOy, 10 gHiB P
. .. ) 5 MTI', OmHHOpPa30Ba
Hapomnytamin 600 Mr gBiui Ha goOy, 5 OHIB 1034 T 5,2 pasa
. . |5 Mr, ogHOpPa30Ba
Peropadeni6 160 mr oguH pa3 Ha go0y 14 gHiB 1033 T 3,8 pa3za
ATtazanaBip 300 mr / putoHaBip 100 mr oguua |10 wmr,
. T 3,1 pasa
pa3 Ha moby, 8 mHiB OOHOpa30Ba Ao3a
. . 10 mr,
Cumenpusip 150 Mr oguH pa3 Ha o0y, 7 OHIB T 2,8 pasa




10 wmr,

Benmnaracsip 100 Mr oguH pa3 Ha mo0y 2,7 pa3za
OOHOpa30Ba [03a
OwmbiTacsip 25 mr / mapurtamnpesip 150 mr /
. . 5 MTI', OmHHOpPa30Ba
piToHasip 100 Mr oguH pa3 Ha mo0y / 038 2,6 pasa
macaOysip 400 mr gBiui Ha o0y, 14 OHIB A
I'pazomnpesip 200 mr / enbacsip 50 M ouH 10 wmr, 2 3 pasa
pa3 Ha moby, 11 mHiB OOHOpa30Ba mo3a =P
I'nexkanpesip 400 mr / mibpenTacip 120 mMr O MI' OOUH pa3 Ha 29
,2 pasa
OOUH pa3 Ha moby, 7 OHiB noOy, 7 oHiB P
Jloninasip 400 mr / putoHasip 100 Mr aBivi Ha |20 Mr oguH pa3 1 2.1 vasa
mo0Oy, 17 oHiB Ha moOy, 7 oHiB - P
Knonigorpens 300 Mr HaBaHTaXKyBaJjibHa [03a, (20 Mmr, 12 pasm
Imicist sikol 75 Mr 4yepes 24 rof OOHOpa30Ba O03a p
: .. , 80 wmr,
I'em@ibpo3un 600 Mr aBidvi Ha O00y, 7 OHIB T 1,9 paza
OOHOpPa30Ba Jo03a
36inpmenuss AUC po3yBacTaTUHY MeHIIEe HiXK y 2 pa3u
. Pexxum .
PexxuM mo3yBaHHsI JIiKapChKOTr0 3aco0y, 3minu AUC
. OO3yBaHHS
IITO B3a€EMOi€e po3yBacCTaTHHY*
PoO3yBacCTaTHHY
. 10 mr,
EntpomObomnar 75 Mr oguH pa3 Ha 00y, 5 OHiB T 1,6 pasa
OOHOpPa30Ba Jo03a
HapyHasip 600 mr/putonasip 100 mr gBiui Ha |10 mMr oguH pa3
T 1,5 pasa

mo0y, 7 mHiB

Ha moOy, 7 OHiB




Tunpanasip 500 mr/putonasip 200 mr gBivi Ha |10 M, 114 pasa
noOy, 11 gHiB OJHOpa30Ba no3a =P
Iponemapon 400 Mr nBiui Ha moOYy Hesigomo T 1,4 paza
|10 mr,
ITpakoHaszon 200 Mr oguH pa3 Ha mo0y, 5 OHIB T 1,4 paza **
OOHOpAa30Ba go3a
3auxkenHsa AUC po3yBacTaTUHY
. Pexxum .
PezXuM D0o3yBaHHsI JIiIKapChKOTr0 3acooy, 3minu AUC
. OO3YBaHHS
IO B3a€EMOJIE pPoO3yBaCTaTHUHY*
pPO3yBaCTaTUHY
Eputpomitmua 500 Mr yotupu pa3u Ha moby, 7 |80 wmr, L 20 %
OHiB OJgHOpa30Ba Oo3a °
. : : . 20 wmr,
Baiikanin 50 Mr Tpudi Ha moOy, 14 oHiB 147 %
OOHOpa30Ba go3a

*[IaHi, mpeacTaBieHi IK 3MiHa B X pa3iB, SIBISIOTH COO0I0 CIiBBiMHOIIIEHHS MiXK
3aCTOCYBaHHSIM pO3yBacTaTHUHY y KOMOiHallil Ta okpeMo. [laHi, mpeacTaBieHi y
BUTIISAAi % 3MiHH, SBJISIOTH COO0I0 BifCOTKOBY Pi3HUINIO BiMHOCHO ITOKA3HUKIB MIpHU
3aCTOCYBaHHI po3yBacTaTUHY OKPEMO.

30inbplIeHHSA T03Ha4YeHO 3Ha4YkKoM T, BiCyTHICTh 3MiH — <, 3MeHIIIeHHSI — .

**ByJ10 mpoBeaeHO KijlbKa JOCIIiIXKeHb B3aEMOil 3 pi3HUMHU A03aMU PO3yBacTaTUHY, Y
TaONIUIl TOgaHo HaubiNbIl 3HaUYIlle CITiBBiMHOIIIEHHS.

JIikapceKi 3aco0u / KoMOiHailil, sKi He MaJiy KJIiHIiYHO 3HA4YyIIOro BIJIUBY Ha
cuiBBigHowmeHHa AUC po3yBacTaTUHY IIPU OOHOYAaCHOMY 3aCTOCYBaHHI: ajeriaiTa3ap
0,3 mr 7 gHiB; dpeHodiOpaT 67 Mr 7 gHiB 3 pa3u Ha moOy; ¢paykoHason 200 mr 11 guis 1
pa3 Ha moby; dosammpenasip 700 mr / putonasip 100 Mmr 8 mHiB 2 pa3u Ha moOy;
KeTokoHa30s 200 mr 7 gHiB 2 pa3u Ha noby; pudamimin 450 mr 7 gHiB 1 pa3 Ha mo0y;
cunimaput 140 mr 5 gHiB 3 pa3u Ha mo0y.




B kmiHiYHUX OOCIiAXKEHHSIX JIiKapChKOl B3aEMOil e3eTumib nmpu KoMOiHOBaHi# Teparril
He BIJIMBaB Ha (papMaKOKIHETUKY OAllCOHY, IeKCTpoMeTopdaHy, UTOKCUHY,
IIepopaJbHUX KOHTPALENTUBIB (ETUHUIECTPAanioly Ta JIE€BOHOPrecTpelly), IIini3uny,
TonOyTaMiny abo migmazonany. lluMeTunus rmpu KoMmOiHOBaHIM Teparil 3 e3eTuMioom He
BILIMBaB Ha 0i0IOCTYIIHICTh €3eTUMiOy.

itk

[TocnigKeHHs B3aEMOQil IPOBOOUIINCS JIUIIE 3a y4acTio gopocnux. CTyniHb B3a€EMOIil
y OiTel HeBiJOMUM.

Oco00/1MBOCTi 1100 3aCTOCYBaHHSA

Bnaus Ha Hupku

[TpoTeinypisi, BUsiBlIeHa Y pe3yabTaTi aHallily 3a TeCT-CMYyKKaMH, ITepeBazKHO
KaHaJIbL[eBOI'0 ITIOXOOXKEHHS, CIIoCTepirasacs y Mali€HTiB, gKi JIIKyBaJIuCsd BUILIUMU
mo3aMu po3yBacTaTuHY, 30KpeMa 40 Mr, i y OibIIOCTi BUIAAKiB OyJjia TUM4YacoBOO abo
ImepepuBYacToro. [IpoTeinypist He Oyra rmepeaBiCHUKOM IocTpoi abo Iporpecyndoi
XBOpoOM HUPOK (muB. po3min «I1o6iuHi peakIiii»). HYacToTa moBigoMIeHb ITPO CEPHO3Hi
siBuIIa 3 00Ky HUPOK y IOCTMapPKETUHTOBUX MOCIIiAXKEHHIX BUIlA ITPU 3aCTOCYBaHHI
no3u po3yBactaTuny 40 Mr. Y mani€eHTiB, gKi IpUUMarTh po3yBacTaTuH y 0031 40 mr,
Yy XOI1 CIIOCTEpPEeKEHHS CIIif] peryasipHO IIepeBipaTH PYyHKIIIO HUPOK.

Bniue Ha ckesemHy myckyaamypy

[TopyueHHs 3 60Ky CKEIETHOI MyCKYyJIaTypH, HallpuKJIad Mianris, MiomaTis Ta 3pigka
pabaomionis, criocTepiranucs y mali€eHTiB, sIKi IpuiiMaliu po3yBacTaTuH Y OyOb-IKUX
mo3ax, 0co6mBo Oinbirte 20 Mr. Bynu moBimoMieHHSI IIPo BUIIQAKM MionarTii Ta
pabaomioni3y mpu 3acTOCyBaHHI e3eTUMiOy. BinblIicTh Mali€eHTiB, y SIKUX PO3BUHYBCS
pabmomiorti3, mpuiiMasny CTaTUHU OJHOYACHO 3 e3eTuMiooM. OmHaK IIPO BUNAOKHU
pabmoMiostisy moBimOMIISAIOCS AyXKe PigKO MpU MOHOTeparlril e3eTUMiOOM i myzKe pigko
y pa3i 3acTocyBaHHs e3eTUMIiOy 3 iHIMIMMHU 3aco0aMu, 3 SKUMH OB SI3aHUMN PU3UK
BUHUKHEHHS pabmoMiosnizy.

K110 BUHUKIIA ITijo3pa Ha MioIIiio, 110 IPOSIBASIETHCS M’SI30BOI0 CJIA0OKICTIO i
IMigBUIIEeHHSIM PiBHA KpeaTuHdocdokinazu (KOK) Ginbie HixK y 10 pazis BMH,
IpuiioM e3eTuMily, Oyob-IKMX CTaTUHIB ab0 iHIIUX JIiIKapChbKUX 3aco0iB, SKi
MIPUUMAaIKNCSI OOHOYACHO, HeoOXiMHO HeraHo NPUIUHUTU. [TatienTu, aKi
PO3MOYMHAIOTh TEePaIllilo JIiKkapChbKUM 3aco00M POKcepa® [Tmtoc, MarOTh OyTH
npoiH¢GOopPMOBaHi PO PU3UK BUHUKHEHHS MiomnaTil i TOBUHHI HEeTaHO MOBiOOMIISITH
PO IOSIBY OyOb-IKOTO M’ s1I30BOT0 00JI10, YYTIUBOCTI ab0 c1abKOCTi (AUB. po3ain
«ITobiuHi peakirii»).



YV KinbKOX BUIIaAKaX IIOBiMOMIISIIIOCS, IIT0 CTaTUHU CIIPUYUHSIOTE de novo abo
3aroCTPIOIOTh Y2Ke HasIBHY MiaCTeHilo rpaBic 4YM MiaCTeHiio o4el (OUB. PO3MOin
«IToGiuHi peaxkiiii»). ¥ pasi nocuneHHs CUMIITOMIB 3aCTOCYBaHHS JIiKapChKOT'0 3aC00y
Pokcepa® IImtoc cmig npunuHUTU. [I0BiDOMISIOCS IPO PEIUAUBU, KOIU (IIOBTOPHO)
BBOOUJIN TOM caMuil abo iHIIMHM CTaTHH.

PigeHb KpeamuHKIHA3U

PiBenb kpeatunkinasu (KK) He ciifg BUMIpIOBaTHU MiCId 3HAYHUX (Pi3UUYHUX
HaBaHTaXKeHb ab0 y pa3i HasgBHOCTI aJlbTePHATUBHUX NPUYNH ITinBuineHHs KK, 110
MOXKYTb YCKJIaJHIOBaTHU 1HTepIIpeTallito pe3ysbTaTiB. AKiIo noyaTkoBi piBHi KK
3HA4HO migBumieHi (> 5 pazis Bim BMH), npoTsiroMm 5-7 OHiB HE0OXigHO 3p00OUTHU
MMOBTOPHUM aHalli3, 1100 TifTBEpOUTU pe3yabTaTH. AKIINO pe3yabTaTU MOBTOPHOTO
aHaJI3y IMiaTBEePOXKYIOTh, 1110 IMouyaTkoBe 3HayeHHsT KK OinbIiie HiXK y 5 pasiB
nepesulllye BHM, He ciifg moYynHaTU 3aCTOCYBaHHA IIpelapary.

Ileped nouamkom niKy8aHHA

[Tpemnapat POKcepa® [Tmtoc, gk i inmi iari6iTopu I'MI'-KoA penykraswu, ciifg 3
00epexXKHICTIO TpU3HavaTH IalliEeHTaM 3i CXUIbHICTIO A0 MionaTii/pabmomionisy. [1o
($hakTOpiB TAaKOT0 PU3UKY HaleXkKaTh:

e IOPYyLIEHHS (QYHKIIil HUPOK;

e TIIOTHUPEO3;

e HaSIBHICTH B 0ocoOuCTOMY ab0 CiMelHOMY aHaMHe3i CIaJKOBUX 3aXBOPIOBaHb
M’a31B;

e HASIBHICTh B aHaMHe31 MiOTOKCHUYHOCTI Ha TJIi 3aCTOCYBaHHS iHIIUX iHTiOiTOPIB
['MI-KoA- penykTa3u abo ¢ibparTis;

e 3JI0BXUWBAHHS aJIkKOr0JIeM;

e BiK > 70 pOKiB;

e CUTYyallil, III0 MOXYTh IPU3BECTHU [0 ITiABUIIIEHHS PiBHIB IIpemnapary y Ijaa3Mi
KpoBi (ouB. po3ninu «PapMakoKiHeTHKa», «B3aeMofist 3 iHIIMMH JTiIKAPCHKUMU
3acobamMu Ta iHIIII BUOU B3aeMofii» Ta «Crmocib 3aCTOCyBaHHS Ta [O3U»);

e CYIIyTHE 3aCTOCYyBaHHs (iOpaTis.

Y Takux mallieHTiB OB’ sI3aHUM i3 JIIKyBaHHSM PU3UK NOTPiIOHO OLiHIOBATH,
IIOPIBHIOIOYHU 3 OYiKYBaHOIO KOPUCTIO; TAKOXK PEKOMEHAYETHCS KIIIHIYHUN MOHITOPHUHT.
Axuro nmoyaTtkoBi piBHi KK 3HauHO migBuileHi (> 5 pasis Bim BMH), nikyBaHHs
IMOYHUHATHU HEe CJIIif.

Y nepioo mepanii

[NamieHTiB CIif MOTPOCUTH HETAaWHO MOBIHOMISITH IIPO M’si30BUM 6inb, ciabKicTh abo
CyooOMHM HeBigoMol eTionorii, 0COGIMBO SIKIIO BOHU CYIPOBOIXKYIOTHCS HE3OYXKaHHSIM



abo0 nMuxoMaHKOI0. Y TaKux nauieHTiB noTpi6Ho BumiptoBaTu piBHi KK. 3acTocyBanHs
npenapary Ciifg OIpuOuHuTH, Ko piBHI KK 3HauHOo migBumieHi (> 5 pa3is Bim BMH)
ab0 SKIIO CUMIITOMU 3 OOKY M’SI3iB TSXKKi Ta CIPUYUHSIOTH IIOOEHHUM OUCKOM@OPT
(maBiTh k1o piBHI KK =< 5 pa3zis Bimg BMH). YV pa3i 3HUKHEHHSI CUMIITOMIB Ta
noBepHeHHs piBHA KK 10 HOpMU MOKHa IIOHOBUTHU Tepallito IpenapaTom POKcepa®
[Tmtoc abo anbTepHaTUBHUM iHriGiTopoM ['MI-KOA-penyKTa3u y HaMeHIIIi# mo3i Ta
IIio peTenbHUM HarnsmoM. B perynsipHoMy MoHiTOpuHTY piBHIB KK y 6€3cuMOTOMHUX
MalieHTiB HeMa€e noTpedu. [lyKe PigKo MOBiMOMIISIIOCS IIPO BUIAOKU
iMyHOOIIOCeEpenKoBaHol HeKpoTuyHoil MionaTii (IOHM) mig wac abo micns Teparil
CTaTUHaAMHU, Yy TOMYy 4YuCJIi po3yBacTaTuHOM. Kniniuaumu nposisamMu IOHM e cnabkicTh
IIPOKCUMAJIbHUX M’'A31B Ta MiABUINEHHS PiBHS KpeaTUHKIHA3U y CUPOBATIIL KPOBI, 110
30epiraeTbCst HABITH ITiCJISI NPUITMHEHHS 3aCTOCYBAHHS CTAaTHUHIB.

[Tig yac KniHiYHUX DOCHiIXKeHb He OYJI0 OTPUMAaHO [A0Ka3iB MigBUILEHOTO BIJIUBY Ha
CKeJIeTHY MYCKYJaTypy V HEBEJIMKO]1 KiIbKOCTi MaIli€HTIB, IKi IpUUMalIn
po3yBacCcTaTUH Ta CyNnyTHIi npemnapaTtu. OgHak MiABUILEHHSA YaCTOTU MIO3UTY Ta
MiomarTii Bii3dHa4anocs y Malli€eHTiB, sKi nmpuiiManu ifnii iuriditopu 'MTI'-KoA-
penyKTa3u pa3oM i3 nmoxigHuMu Gpi6po€EBOI KUCIIOTH, B TOMY YHCIIi reMdiObpo3unomM,
IIMKJIOCIIOPUHOM, HiIKOTMHOBOIO KMCJIOTOI0, a30JIbHUMU IIPOTUTPUOKOBUMU
ImperapaTaMu, iHribiTopaMu mpoTea3u Ta MaKPOIifHUMU aHTUOIOTUKAMHU.
I'eM®i6po3un nigBUIlye PU3UK MioIaTil IpU CYyIyTHEOMY 3aCTOCyBaHHI 3 IeIKUMU
inridiTopamu I'MI'-KoA. ToMy 3acToCcyBaHHS mperaparT POKcepa® [Tmtoc y kombiHa1il
3 remM(}piOpo3uIOoM He PeKOMeHOyeThCsa. KopucTh momanbIiliol 3MiHU PiBHS JIMiAiB Tpu
3aCTOCyBaHHI ITpenapary POKcepa® ITmroc y kombiHatii 3 pibpaTamMu moTpiGHO
peTesibHO 3BaXyBaTU MOPIBHAHO 3 HOTEHIIMHUMU PU3UKAMU, I10B’A3aHUMU 3
3aCTOCYBaHHSIM TakKux KoMOiHaili#i. [lo3a po3yBactaTuny 40 Mr mpoTUIIOKa3aHa IpHU
CYIIyTHBOMY 3aCTOCyBaHHi ¢ibpaTiB (OuB. po3ninu «B3aemofist 3 iHIIMMU TiKapChbKUMU
3acobaMu Ta iHIIi BUOU B3aEMOMili» Ta «ITo0iuHi peakiii»).

[Tpemnapat POKcepa® [Ir0C He ciif 3aCTOCOBYBaTH MalliEeHTaM 13 TOCTPUMU,
CEpPUMO3HUMHU CTaHaMH, 110 CBig4YaTh IPo MionaTito abo MOXKJIMBICTh PO3BUTKY
HUPKOBOI HEOOCTATHOCTi BHACIIAOK pabmoMiotidy (Takux sIK CEIICHC, TilloTeH3is,
3Ha4He XipypriuHe BTpy4YaHHS, TPaBMa, TSIXKKi MeTaboIiuHi, eHIOKPUHHI Ta
eJIEKTPOJIiTHI po3nanu abo HEKOHTPOIbOBaHiI CyIOMHU).

®dy3udosa Kucsioma

[Ipenmapart POKcepa® [Tmroc He ciig 3aCTOCOBYBATU OOHOYACHO i3 Qy3UI0BOIO
KHMCJIOTOI0 abo IIpOoTATroM 7 OHIB ITiCIsI IPUIIMHEHHS JTiKyBaHHS (QY3UA0BOIO KMCIIOTOIO.
[l71a maIieHTiB, AJig SIKMX CUCTEMHE 3aCTOCYBaHHSA (Py3UIOOBO1 KUCIIOTU BBAXKAETHCS
HeoOXigHUM, IiKyBaHHS CTaTHHAMU IMOTPiOHO MPUIITMHUTH Ha BeCh Iepiof IiKyBaHHSI
y3upmoBoio KuciIoTo. bynu moBigoMIeHHs PO BUNaaKu pabaoMionidy (BKIo4Yaoyu



JleTalibHi) Y MallieHTiB, SKi oTpuMyBanu ¢Gy3uaoBy KUCJIOTY i CTaTUHU B KOMOiHaIIil.

[TaieHT TOBMHEH HETalHO 3BEPHYTUCS OO JIiKaps, SKII0 BiH BifuyBa€ CUMIITOMHU, TaKi
sIK M’s130Ba cJ1abKicTh, 6imb abo B’siiticTh. Tepamisa ctTaTuHaMu MOoxKe OyTH ITOBTOPHO
IMpoBefeHa Yyepe3 7 OHIB ITiC/Is 3aCTOCYBaHHSA OCTAaHHBOI 103U Py3UO0BOI KUCJIOTH.

Y BUHATKOBUX BUNaJAKaxX, KOJIU HeoOXigHe TpHUBajle CUCTEMHE 3aCTOCyBaHHS
(py3umoBol KMCIOTHU, HAIPUKIIa[, OJIs JIIKyBaHHS BaXXKUX iH(EKIii, omHoO4YacHe
3aCTOCYBaHHS IIpernapary POKcepa® [Troc i py3umoBOl KMCIIOTU MOXKJIMBE TiJIbKU IIif
peTeIbHUM MEeOUYHUM HarJIsgoM.

Bnaue Ha neviHKy

Axi i igmi iuriéiTopu 'MI'-KoA-pegykTa3u, po3yBacCTaTHUH CIIif] 3 00epeKHiCTIO
3aCTOCOBYBATH ITAlliEHTAM, SIKi 3JTOBKHMBAIOTh aJIKOTOJIeM Ta/abo MaloTh B aHaMHe3i
3axXBOPIOBaHHS IIE€YiHKMU.

3acTocyBaHHS IpernapaTy POKcepa® [Inroc 40 mr/10 Mr mpoTUIIOKa3aHO HallieHTaM,
sIK1 3JI0BXKUBAIOTh aJIKOTOJIEM.

PekoMeHOoBaHO mepeBipsaTu 6ioxiMiuHi MOKa3HUKU QYHKIIII MeYiHKY ITepen I0YaTKOM
JIIKyBaHHS Ta 4yepe3 3 Micsli IoOTOMYy. 3aCTOCyBaHHS IpenaparTy POKcepa® [Inroc cmip
MMPUMTUHUTH a00 3MEHIITUTH 03y, SKII0 PiBeHb TpaHCcaMiHa3 y CUPOBATIIi KPOBi Oinbiie
HiX BTpHUUI IIepeBUIllye BEPXHIO MeXy HOopMU. HacToTa MOBiJOMJIEHD IIPO CEPUO3HI
siBuIa 3 OOKY IMeYiHKU (IepeBaxkHo ITPO IMiIBUIIIeHHS PiBHS TpaHcaMiHa3 MTEeYiHKMN) y
ImicsgpeecTpaliiHui repion 6ysa GinbINOIO IIPU 3aCTOCyBaHHi mo3u 40 mr.

Y nanieHTiB i3 BTOPMHHOIO TilepxoJjieCTEPUHEMi€I0, 3YMOBIEHOIO TimOTUPe030M abo
He(@POTUYHUM CUHIPOMOM, CJIifl CIIOYATKy BUJIIKyBaTU OCHOBHY XBOpPOOYy, IepII HixK
PO3IIOYMHAaTHU Tepallilo nmpernapaToM POKcepa® [Tnroc.

Bigomo mpo pigkicHi netanbHi ab0 HeneTanbHI BUITAAKKU ITI€YiHKOBOI HEIOCTATHOCTI V¥
MalieHTIiB, sIKi IpUUMaIu CTaTUHYU, B TOMY YUCJIi pO3yBacTaTUH.

[Tig yac mocrmigKeHb y Nali€HTiB, IKi 3aCTOCOBYBajiu KOMOiHAlIil0 CTaTUH Ta €3eTUMi0,
CIIOCTepirasaocs IIOCTyNOBe IMiABHUILIEHHS PiBHIB TpaHcaMiHa3 (= 3 pa3siB Big BMH).
Cnig mpoBoguTH (QPyHKIIIOHAJIBHI ITEYiHKOBI ITPpoOX Ha mOYaTKy Tepallil IpenapaToM
POKcepa® [Tnroc Ta 3rigHO 3 PEKOMEHAlliIMU CTOCOBHO CTaTUHY (OWB. PO3TiNiU
«PapMakokineTuka», «[IpoTunoka3zaHHsa» Ta «Cnocib 3aCTOCYBaHHS Ta JO3U»).

Paca

Y mocnimkeHHSX hapMaKOKiHETUKH CIIOCTEPIirasocss 3pOCTaHHSI CHUCTEMHOI eKCIIO3HIIil
ImperapaTy y MalliEHTiB MOHTOJIOIAHOI pacu MOPiBHSAHO 3 €BPOIEUIIIMHU (OUB. PO3OiIN
«[IpoTunokasaHHsa» Ta «Cnocid 3aCTOCyYBaHHS Ta JO3U»).



IH2i6imopu npomea3su

[TinBuIlleHa cCUCTEMHA €KCIIO3Ullisl PO3yBaCTaTHUHY CIIOCTepirasnacs B ocibd, ki
3aCTOCOBYBAJIM PO3YBAaCTAaTUH CYIIyTHBLO 3 Pi3HUMHU iHTiIOiTOpaMu IpoTeas3u y
IIO€ENHAHHI 3 pUTOHaBipoM. CJiif BpaXOByBaTU K KOPUCTH Bill 3HUXKEHHS PIBHA JIIIIiiB
3a OOTIOMOT 010 PO3yBaCTaTHUHY y HallieHTiB i3 BIJI, fKi oTpuMYyi0Th iHTiOiTOPH
poTea3y, TaK 1 MOXKJIMBICTH IMiABUIIIEHHS KOHIIEHTPALiil pO3yBaCTaTUHY Y IIJIa3Mi
KPOBIi Ha MO4YaTKy Teparlil Ta Ipu HigBUINEHHI 03U pPO3yBaCTaTUHY y IAIli€HTIB, Kl
OTPUMYVIOTH iHTiOiTOpPU mpoTea3u. OgHOYaCHE 3aCTOCYBaHHS Mperapary 3
iHribiTopamMu NpoTea3u He PeKOMEHOYETHLCS, ITOKU J03a PO3yBacTaTUHY He Oyfe
CKopuroBaHa (OuB. po3ainu «B3aemopmisa 3 iHIMMMU JTiKapChbKUMM 3acob0aMu Ta iHIMi
BUOU B3aeMomii» Ta «Crocib 3acToCyBaHHS Ta OO3U»).

IHmepcmuu,iaﬂbHe 3dXBOPHOBAHH A /1€e2€Hb

[TooguHOKi BUNIaOKY iHTEPCTULIaIbHOTO 3aXBOPIOBaHH JIeTeHb OYJIM 3apeecTpoBaHi
ITPY 3aCTOCYBaHHI IesIKUX CTaTUHIB, 0COOJIMBO y pa3i JOBroTpuBaoi Teparrii (qus.
po3min «ITobiuHi peakiiii»). [Jo CHMIITOMIB MOPYIIEHHS HaleXaTh AUCIIHOE,
HENpPOOyKTUBHUM KallleJib Ta MOTipIIeHHs 3arajJbHOr0 CTaHy (BTOMa, BTpaTa MacCH Tijla
Ta rapsydka). fAKIno migo3peEThC, 110 Y NallieHTa PO3BUHYJIOCH IHTEpCTHUIliaJIbHE
3aXBOPIOBAHHS JIET€Hb, 3aCTOCYBAHHS CTAaTUHIB ITOTPIOHO MPUIIMHUTH.

Llykposuli diabem

[Meski ¢pakTH CBigYaTh, 110 CTaTUHM IIiABUIIYIOTh PiBEHDb I'TIOKO3U B KPOBI i y IesIKUX
MalliEHTiB 3 BUCOKUM PU3UKOM PO3BUTKY ILIyKPOBOTO [iabeTy MOXKYTh CIIPUYUHSITUA
rinepriikeMiro TakKOro piBHS, siKa BUMaraTuMe JIiKyBaHHs. OgqHaK 3HUXKEHHS PU3UKY
CYOWHHUX IIOPYIIEHb IPU 3aCTOCYBaHHI CTaTUHIB II€PEBUIIYE 1[I0 3arP0O3y, i TOMYy BOHa
He Mae€ OyTH ITimCTaBOIO [OJIsI NPUIIMHEHHS Teparllii cTaTuHaMU. 3a CTAHOM IIAlliEHTIB
TPy PU3UKY (piBeHb I'MIOKO3U HaTIIe 5,6—6,9 MMonb/n, iHOekc macu Tina (IMT) > 30
K1"/M2, MMigBUIIEHUM PiBeHb TPUTIIIEPUiB, apTepianabHa rinepTeH3isa) CiIig BCTAHOBUTHU
SIK KITiHIYHUH, Tak i 6ioXiMiYHMM KOHTPOJIb 3TifHO 3 YMHHUMU HaCTaHOBaMMU.

Y mocnigkeHHSIX 3apeecTpoBaHa 3arajibHa 4acToTa I[yKpOoBOTO AiabeTy cTraHoBuna 2,8
% y rpymi nmpuioMy po3yBacTaTuHy Ta 2,3 % y rpymi miaaiebo, mepeBaxHO y MalliEHTIB
3 piBHEM TIJIIOKO3U HaTIe Bif 5,6 0o 6,9 MMOJIB/II.

dibpamu

IocnigkeHHs 11000 6e3meKu Ta e()eKTUBHOCTI OMHOYACHOTO 3aCTOCYyBaHHS €3eTUMiOy
3 ¢pibpaTtamu He mpoBoauan. [Ipu mMigo3pi Ha XKOBYHOKaM sIHY XBOPOOyY y IallieHTa,
SIKUY MpUMMa€e po3yBacTaTuH/ e3eTuMiO Ta peHOdiOpaT, MoKa3aHi 00CTeKEeHHSI
JKOBYHOTO MiXypa, a TaKy Tepallilo CJIifg Ipu3ynuHuTu (QUuB. po3nuiu «B3aemopisa 3
iHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHIIN BUOU B3aeMomiti» Ta «[100iuHi peakirii»).



AHMuUKoaz2yaaHmu

[Ipu pomaBaHHI IpemapaTty POKcepa® [Imtoc mo BapdapuHy, iHIIIOrO0 KyMapruHOBOTO
aHTUKOATyISHTY abo pyiHgioHy HeoOXigHO 3mificHIoBaTU MOHiTOpUHT MHC
HaJIe’)KHUM YHWHOM.

Iimu ma nidaimxku gikom 8id 10 0o 17 pokia

BriiuB po3yBacTaTUHY Ha JIiHIMHUN PicT (3picT), Macy Tina, IMT (iHgekc Macu Tina) Ta
PO3BUTOK BTOPUHHUX CTAaTEBUX O3HAK 3a IKayioo TaHepa y giteu Bikom 10-17 pokis
OLIIHIOBABCS JIUIIIE IIPOTATOM OOHOI'O POKY. Iliciia 52 TUXKHIB OOCIIIOXKYBaHOT O
JIIKyBaHHS KOOHOTO BIIJIMBY Ha picT, Macy Tina, IMT abo cTaTeBe mo3piBaHHS
BUSBJIEHO He Oyso (ouB. po3nin «®apMakoarHaMika»). [OCBif KITiHIYHUX OOCHIIXKEHb
3aCTOCyBaHHS IIpemnaparTy OiTAM Ta IMigjIiTkaM oOMeXXeHUM, i JOBroTpuBali epekTu
3aCTOCyBaHHS po3yBacTaTUHY (> 1 pik) Ha cTaTeBe JO3piBaHHSA HEBigOMi.

Y kiIiHiYHOMY [OOCIIIIXKEeHH] y OiTeu Ta HifJIiTKIB, AKi IpuiMaliu po3yBacTaTUuH
OpoTArom 52 THUXKHIB, migBuitleHHs piBHSI KK > 10 pasiB Buiie BHM Ta cumMnToMmu 3
00Ky M’s13iB mmicssa ¢pi3smYHOro HaBaHTaXKeHHSA ab0 MigBUIEHOI (Pi3UYHOl aKTUBHOCTI
CIIOCTepiranucs 4acTillle ITOPiBHAHO 3 TAaKUMHU y HOPOCIuX (AuUB. po3min «ITobiuHi
peaxiii»).

TsocKi wKipHi NOGiuHI peakuii

[Tpu 3acTocyBaHHiI po3yBaCTaTUHY ITOBiMOMIISIIIOCS PO TSXKKIi IMIKipHI mo6iuyHi peakiiii,
BKJIIO4awuu cuHgpoM CTiBeHca — [IKOHCOHa Ta MeJWKaMEeHTO3HY peakxliiio 3
eo3uHOdiniero Ta cucteMHEuMHU cuMiitomaMu (DRESS-cuHapoM), saKi MOXYTh
3arpoxKyBaTU KUTTIO a00 IPU3BECTHU IO JIETAJIBHOTO HacHigKy. [Ipru3Hagaoyu
JIiIKapChbKUM 3acib malieHTaM CJIifl ITOBimOMIISITH ITPO O3HAKH Ta CUMITOMHM TSIXKKHUX
IIKIPHUX Peakllid i yBaXKHO CIIOCTepiraTu 3a HUMU. Y pasi I0sIBU O03HAK Ta CUMIITOMIB,
III0 BKa3yIOTh Ha IIi peakliil, CJIif HeraHO IIPUIINHUTH 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y POKcepa® [Imtoc Ta pO3rIAHYTU aJlbTepHATUBHE JIIKYBaHHS.

AxK110 y nalfieHTa po3BUHYJIaCh TaKa CeprO3Ha peakilisd, sK cuaagpoMm CTiBeHca —
I[I2xoHCOHa ab0 MeaAMKaMeHTO3Ha peakilis 3 e03UHO}IIi€I0 Ta CUCTEMHUMU
cumntTomamu (DRESS-cuHgpoMm) mig 4yac 3aCTOCyYBaHHS JIiKapChKOT'0 3aC00y POKcepa®
[Tmtoc, nmikyBaHHS HeOOXiIHO HeraHoO IIPUIIMHUTY i Hagasli HiKou He 3aCTOCOBYyBaTHU

1el JIiKapChbKUM 3acio.

[Tpemnapat POKcepa® [Inroc mictuth 1akmo3y. [lalienTaM 3 pigKiCHOIO CIIaJgKOBOO
HEeINepeHOCUMICTIO rajJlaKTO3U, 3arajbHUM aedinuToM nakTa3u abo MOpyIIEeHHSIM
BCMOKTYBaHHS T'JIIOKO3U-TaJIaKTO3U He CJIil 3aCTOCOBYBaTH 1leH IIperapar.



IIpenmapart POKcepa® [Tntoc micTuth MeHie 1 MMonb (23 Mr)/mo3y HaTpito, TOOTO
IpPakKTUYHO BiJIbHUU Bif HaTpilO.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs1 2py0010.

[Tpemnapat POKcepa® [IroCc MpOTUIIOKA3aHUM Y IEePiof BariTHOCTI Ta rOgyBaHHSA
rpynnio (ouB. po3nin «IIpoTUIIOKa3aHHS»).

ITepion BariTHOCTI

2KiHKaM penponyKTHUBHOTO BiKy CJIifl 3aCTOCOBYBAaTH BiAMIOBiOHI 3aco0u KOHTpAIIEIIIil.

OCKIiNbKM XOJIeCTEPHUH Ta iHIIIi TPOAYKTU OiOCUHTE3Y X0JIECTEPUHY CYTTEBO BaiKJIMBI
OJIs1 PO3BUTKY MJIOHA, MOTEHUiMHUY pu3uK iHrioyBanHusa ['MI-KoA-penykTa3u
IIepeBUIIyE MOXKJIUBY KOPUCTH Biff 3aCTOCYBaHHA IIpelapary y IIepios BariTHOCTI. ¥
OesIKUX OOCIIiAXKEHHAX Ha TBapUHaX BUSBJIEHO PENPOAYKTUBHY TOKCUYHICTD. AKIIO
naljieHTKa BariTHie y mepiof 3aCTOCyBaHHA Ipenapary, JIIKyBaHHSA CJIig HerauHo
[IPUIIUHUTH.

HeMmae kmiHiYHUX OaHUX IIIOJ0 3aCTOCYBaHHS €3eTUMiOy y mepion BariTHOCTI.
IocmimkeHHs Ha TBapWHAaX i3 3aCTOCYBaHHSIM e3eTUMiOy SIK MOHOTepallil He BUSBUIIN
OOKa3iB mpsAMOro abo HEIPSIMOTO IIKiOJIUBOTO BIIJIUBY Ha BaTiTHICTD,
BHYTPIIIHBOYTPOOHUYM PO3BUTOK, ITOJIOTH a00 MOCTHATAIbHUN PO3BUTOK.

Ilepion rogmyBaHHS I'PYOLOIO

[Ipenapat POKcepa® [In1r0C He cIIif 3aCTOCOBYBaTH y IIEpPion rogyBaHHS I'PYAOIO.
Po3yBacTaTuH IpoHUKAE y TPyAHE MOJIOKO IypiB. HeMae maHuUX 11040 IPOHUKHEHHS
pO3yBacTaTUHY y TPYOHE MOJIOKO JIIOOUHU.

OCKIiNMbKY iHITUY JTiIKapChKUY 3acib IIbOr0 KJIaCcy IPOHUKAE Yy TPyAHE MOJIOKO JTIOOUHU
Ta BpaxoByiouH, 110 iHri6iTopu 'MI-KoA-penyKTa3u MOXKYTh CIIPUYNHSITA CEPHO3Hi
HebOaXkaHi peakilil y HEMOBIIST, )KiHKaM, Ki MOTPe0OyIOTh IiKyBaHHS PO3yBaCTaTUHOM,
CJIi pEeKOMEeHyBaTU YTPUMATUCS Bill TOOYBAHHSA I'PYLOOIO.

IocnigKeHHS MOKa3asly, 110 e3eTUMI0 IPOHUKAE y TPyAHE MOJIOKO I1ypiB. Hemae
JaHUX II[OJ0 IPOHUKHEHHS €3eTuMily y rpyqHe MOJIOKO JIIOOUHMU.

OepPTUIBHICTH

IlaHi momo BOIuBy e3eTuMiOy Ha GpepTUnbHICTh MoaAuMHU BincyTHi. E3eTuMio He
BIIJIMBA€E Ha PEIIPOAYKTUBHY (DYHKIIiIO CaMIliB Ta CaMOK IIIypiB, pO3yBaCTaTHUH IIPHU
3aCTOCYBaHHI Y BUCOKHUX O3aX Ma€ TOKCUYHUM BIIJIUB Ha MaBI Ta colaxk.



30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
[HWuMu mMexaHiamamu.

He npoBomunu mociimkKeHb 11000 BU3HAYEHHS BIIJIMBY PO3yBacTaTUHY abo e3eTUMiOy
Ha 30aTHICTh KepyBaTHU aBTOMOOisIeM Ta iHIIMMHU MeXaHiYHUMHU 3acobamu. OgHaK IIpu
KepyBaHHI aBTOMOOi/IeM Ta iHIIMMM MeXaHiYHUMHU 3acobaMu CJIil BpaXOBYyBaTH, III0 ITif
4ac JIIKyBaHHSA MOX€e BUHUKHYTU 3allaMOpPOYEHHS.

Cmoci6 3acTocyBaHHSI Ta I03H

ITepen moyaTKOM JIiKyBaHHS IALlIEHTY CJIiA IIPU3HAYUTU CTaHOAPTHY
X0JIECTEPUHO3HUKYBAJIbHY HIE€ETY, KOl CJIi JOTPUMYBATUCh i IPOTIATOM JTiKyBaHHS.

PekomeHngoBaHa mo6oBa fgo3a - 1 TabrmeTka, SKy IpUiMaloTh He3aJIeXKHO Bifl IpUuiioMy
1XKi, mepopaabHO.

Ilo mepexony Ha ITiKapChKUM 3acibd POKcepa® [Inr0C cTaH maljieHTiB IOBUHEH
KOHTPOJIIOBATUCS CTaOIIbBHUMU [J03aMM OKPEMUX KOMIIOHEHTIB ITPU OJHOYaCHOMY
3acTocyBaHHi. [lo3a npenapary POKcepa® [Tmroc moBuHHA 6a3yBaTHCS Ha [03aXx
OKpeMUX KOMIIOHEHTiB KOMOiHaIlil B MOMEHT IIepexony.

POKcepa® [T1roc He MiOXOOUTH OJIS MOYaTKOBOI Teparlril. Ha moyaTky 3acToCyBaHHS
abo0 sK1o nmoTpibHa 3MiHa Jo3u Oyab-AKOIl Aifo4yoi peuoBUHU (ikCcoBaHOI KoMOiHallil
yepes Oymob-IKY IIPUYUHY (HaOpUKJIIaMd, BIepile AiarHOCTOBAHO 3aXBOPIOBaHHSI, 3MiHa
CTaHy IallieHTa abo B3aeEMO/ist TiKapChKUX 3ac00iB), OKpeMi KOMIIOHEHTH ITOBUHHI
OyTH 3aCTOCOBaHi MOBTOPHO IOJisi BU3HAYEHHS HO3U.

[Tpenapat POKcepa® [Inroc ciig npuMaTy MIOHaMMEHIIe 3a 2 TOOWHHU [0 i
IIIOHaMEeHIIIe Yepe3 4 TOOAWHHU MHiCIs NPUMOMY CEKBECTPAHTIB 2KOBUYHUX KUCJIOT (OUB.
po3min «B3aeMomist 3 iHIIIUMHY JIiIKAPChbKUMU 3aco0aMU Ta iHIIM BUOM B3AaEMOIiN»).

JTooamkosa iHppopMmauisa wo0o cneuiaibHUX 2pyn Hace/a1eHHs

IlarieHTH JTITHHOTO BIKY

[TamierTaMm BikoM noHap 70 pOKiB peKOMEHOY€EThCS ITI0YaTKOBa 403a PO3yBaCTaTUHY D
MT (guB. po3min «OcoOIMBOCTI 3aCTOCYBaHHA»). [JlomaTKOBa KOPEKIIisi MO3U He
nmoTpidHa.

[TarieHTH 3 MOpPYVIIIEeHHSIM QYHKITI1 HUPOK

[I7151 malieHTiB 3 IETKUM IIOPYIIEeHHAM (PyHKII1 HUPOK HeMa€ HeoOXigHOCTI y KOopeKIil
mo3u. PekoMeHIoOBaHa MoYaTKOBa [03a AJIS IMalliEHTIB 3 MOPYIIeHHSIM QYHKITiI HUPOK

IMOMIipHOI TSAXKKOCTI (KJIipeHC KpeaTuHiHy < 60 MJI/XB) CTAHOBUTHL 5 MI' pO3yBacTaTUHY.
3acTocyBaHHS OpernapaTy POKcepa® ITnroc 40 mr/10 Mr mpoTUIOKa3aHO MalliEHTaM 3



MOPYIIEeHHSAM (QYHKII1 HUPOK IIOMipPHOI TAXKKOCTI. [TallieHTaM 3 TAKKUM IMOPYILIEeHHSAM
(yHKIIl HUPOK 3aCTOCYyBaHHS IIpenapary POKcepa® [Tntoc mpOTUITOKA3aHOo y OyOb-
SIKUX mo3ax (ouB. po3minu «PapMakKoKiHeTHKa» Ta «[IpoTHUIIOKa3aHHSI»).

IMTanieHTH 3 DOpyHIeHHAM GOYHKIN] IeYiHKHT

[ maIieHTiB i3 MeYiHKOBOIO HEJOCTATHICTIO JIETKOT0 CcTyneHs (5-6 6aJiiB 3a IIKaio0
Yatnma - [1'10) Kopekilia mo3u He noTpiOHa. [IpemapaTt POKcepa® [Tnroc He
PEKOMEeHA0BaHUM MallieHTaM i3 moMipHoo (7-9 6aniB 3a mkasnoio Yainga - [1'10) abo
TSI2KKOIO (Oinpmie 9 OaiiB 3a mKkanoo Yarnma - I1°10) meuiHKOBOIO HeJOCTATHICTIO (TUB.
po3ninu «®apMakoKiHeTuKa» Ta «OCOOIMBOCTiI 3aCTOCYBaHHS»).

[Tpemnapat POKcepa® [IroCc IpoTUIOKa3aHWM IMalliEHTaM 3 TOCTPUM 3aXBOPIOBaAHHSIM
ne4yinku (guB. po3nin «IIpoTunoka3aHHSa»).

Paca

Y mailieHTiB MOHTOJIOIAHO] pacH CIIOCTepirajaacs IIigBUIlleHa CUCTEMHA €KCIIO3UIlis
npemnaparty (ouB. po3ginu «®apMakokiHeTuka», «IIpoTunoka3aHHs», «OcoOMUBOCTI
3aCTOCyBaHHS»). PeKOMeHgOBaHa MoYyaTKOBa J03a PO3yBaCTaTUHY OJId HalliEHTIB
a3iaTChKOT0 MOXOOXKEHHS CTaHOBUTH 5 MT. [To3a 40 mr/10 Mr mpoTunokasaHa
MalfieHTaM MOHTOJIOIAHOI pacu (OuB. po3min «[IpoTUOKa3aHHI»).

I'eHeTHYHUHN nDojyriMopdizM

Bimomo, 110 cnenu@idyHi TUIIM T€HETUYHOTI 0 HOIiMOP(}i3My MOKYTh IPU3BOOUTH OO
30i7IbIIIeHHS €KCII03Ullil po3yBacTaTuHy. [lallieHTaM i3 HasgBHICTIO TaKUX THUIIiB
noJriMmopdizaMy peKoOMeHAYETHCSA 3MEHIIUTU T0O0BY M03y PO3yBacTaTUHY.

[To3yBaHHS [JIsI HAIiEHTIB 3i CXUIBHICTIO O PO3BUTKY Mionaril

PekoMeHpmoBaHa rmoyaTkoBa A03a PO3yBacTaTUHY OJIs IAll€HTIB 31 CXUJILHICTIO OO
PO3BUTKY MiomaTili CTaHOBUTL 5 MT (OuUB. po3min «Oco6IMBOCTI 3aCTOCYBaHHS»).
3acTocyBaHHS IpernapaTy POKcepa® ITntoc 40 mr/10 Mr nmaiieHTaM 31 CXUIBHICTIO OO0
PO3BUTKY MiomaTil MPOTUIIOKa3aHO (OuUB. po3min «IIpoTUMIOKa3aHHSI»).

CynyTHS Tepanis

PosyBacTaTuH € cyOCcTpaTOM OJis Pi3HUX TpaHCHOPTHUX 0inkiB (Hanmpukmag OATP1B1
Ta BCRP). Pu3uk miomartii (BKIo4arouu pabaoMiosi3) migBUIYETHCS IIPU
OOHOYaCHOMY 3aCTOCYBaHHi po3yBaCTaTUHY 3 IIEBHUMMU JIiKapChbKUMM 3acob0aMu,
30aTHUMM ITiABUIIyBaTH KOHIIEHTpPAIlil po3yBacTaTHUHY B IJIa3Mi KPOBi 4yepe3
B3a€EMO[iI0 3 IIMMU TPAHCIIOPTHUMU OilkaMu (HanpuKJiamd 3 IIUKIOCIIOPUHOM Ta
OessKUMHU iHTiOiTOpaMu IpoTea3u, BKJII0OYalouu KoMOiHallil pUTOHaBipy 3
aTaHa3aBipoM, JIoIIiHaBipoM Ta/ab0 TUIpaHaBipoM, OUB. Po3dinu «OcoOIUBOCTI



3aCTOCYBaHHsI» Ta «B3aeMois 3 iHIMMMU TiKapChKUMHK 3acoO0aMu Ta iHII BUOU
B3aeMopiti»). Ciim po3rasiHyTH ajlbTePHATUBHE JIIKyBaHHS i, IKII0 HEOOXimHO,
THMYaCOBO IPUNIMHUTHU Tepallilo npernapaToM POKcepa® [Inroc. ¥V cutyanisgx, Koinu
OOHOYACHOTO 3aCTOCYBaHHS ITUX JIIKapChbKUX 3aco00iB i3 ImpemapaToM POKcepa® [Imtoc
VHUKHYTU HEMOXKJIMBO, CJIi[] 3BaKUTHU KOPUCTH Ta PU3UKHU Bifl CYIIyTHHOI' O
3aCTOCYBaHHS Ta PeTelbHO Him0upaTH O03y PO3yBacTaTUHY (OUB. po3min «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMu Ta iHIIN BUOU B3a€EMOIIl»).

Iimu

Bes3neka Ta eeKTUBHICTh 3aCTOCYBaHHS TabJIeTOK pO3yBaCTaTUHY/€3eTUMIOy OiTAM
(BikoM o 18 pokiB) Ha maHWU Yac He BCTAaHOBJIEHI, TOMYy 3aCTOCYBaHHS IIpelapaTry
POKcepa® [Imroc He PEeKOMEHOYETHCS LIl BIiKOBIiM I'PYIIi.

Ilepeno3yBaHHsA

Y pa3si nepeno3yBaHHS PEKOMEHOYETHCA MIATPUMYyBaJIbHa Tepalisa Ta CUMITOMaTUYHEe
JIIKyBaHHS.

Po3yBacTaTuH

[ToTpibeH KoHTpPOb pyHKIIII meuiHku Ta piBHiB KOK. EpekTuBHICTL reMopmianisy
MaJIOMMOBipHa.

E3zetumi6b

Bynu mesiki moBigoMIIeHHS PO IIepeo3yBaHHA €3eTUMiO0M, y OiNTbIIOCTi BUTIAIKIB 11
He CIIPUYMHUIIO HebaxkaHux sBulll. 3adikcoBaHi moOiyHi peakilil He MaJau 3HAYHOI'O
BILJIUBY.

ITo6iuni epexTHn

HecnpusiTnusi peaxiiil, IKi CmOCTepiraroThCs MPU 3aCTOCYBaHHI pO3yBaCTaTUHY, SIK
IpaBUJIIO, JIETKi 1 TUMYaCOBi.

Y KOHTPOJIbOBaHUX KITIHIYHUX OOCHIAXKEeHHSIX MeHIle 4 % mallieHTiB, gKi
3aCTOCOBYBAJIM PO3yBACTAaTUH, BUMIIIIM i3 JOCITigXKeHHs yepe3 HebaxkaHi peaxiiii.

B Tabnuii 2 npepncraBieHo mobOivHi peakiIlil Ha 3aCTOCyBaHHS PO3yBacTaTUHY,
BM3HA4YEHI Ha Mi[iCTaBl JaHUX KITIHIYHUX 1 MOCTMapPKETUHTOBUX OOCIIII2KEHb.

[Tor’s13aHi 3 e3eTuMiOOM 1MOOIYHI peakiiili cmocTepiramucs 3 OiNMBIITIOI YaCTOTOIO Y
Malli€HTiB, sKi oTpumMyBanu e3etuMio (N = 2396), HixK y allieHTiB, SKi OTPUMYyBaIu
mnane6o (N = 1159), a TakoXK y IaIli€EHTIB, sIKi OTPUMYBAaJIM CYIIyTHIO Teparliio



esetTuMibom 3i cratuHamu (N = 11308), HiXK y TUX, XTO OTPUMYyBaB MOHOTEpPAIIil0

cratuHamu (N = 9361). I[ToctmapKeTHHTOBi mo6OiuHi peakiiil, ITOB’si3aHi 3 e3eTUMiIOOM,

Oy oTpuMaHi 3 IMOBimOMJIEHD PO €3eTUMIi0, 1110 3aCTOCOBYBaBCs OKpeMo abo 3i

CTaTHHaMMU.

HebaxaHi peakiiil Ki1acu@piKyiOThCS 3aJIe’KHO Biffl YaCTOTHU i CUCTEMHU OPraHiB: AyXKe
gacTo (= 1/10); gacTto (3 1/100 — < 1/10); HegacTo (3 1/1000 — < 1/100); pigko (3
1/10000 — < 1/1000); oy=xe pigko (< 1/10000); HeBimoMO (He MOXKHA OIIIHUTH 3a

HASIBHUMHU OAHUMH).

Tabnuisa 2

[ToGiuHi epekTH Ha IMiACTaBi JAaHUX KITIHIYHUX i TOCTMAPKETUHTOBUX OOCIiIXKEHb

Xap4yyeaHHA

Yacrorta
CucreMa opraniB [HeOaxkaHi peakmil
Po3yBacraTtul E3eTumio
3 60Ky Kposi ma
AimgpamuyHoi TpomOGoIIUTOIEHIs Pigko Hesigmomo
cucmemu
Peakiiil rinep4yTamBOCTi, )
) Pigxo
BKJIIOUAIO4YM aHTioemeMy
3 60Ky imyHHOT
cucmemu Peaxkiiil rinep4yTInBOCTI,
BKJIIOYal04¥ BHCHUIIAHHS, _
, . . - HesBigomo
KPOIINB'SHKY Ta aHapinaKTU4Hi
peakiiil
3 60Ky eHOOKPUHHOI o 1
LykpoBuii miabeT Yacto -
cucmemu
3 60Ky 0O6MIiHY
peyosuH ma 3HUXKEHHS alleTUTy - Heuacrto




3 60Ky ncuxiku Hemnpecis HeBigmomo HeBimomo
I'omoBHUM 6inb Yacto Yacto
3armaMopoYeHHs YacTo Hesigomo
[TonineBpomnartis HyXe pigko -

BrpaTta mam’saTi Hyxe pigko -

3 60Ky Hepsosoi

cucmemu [TepudepryHa HeBpONIATis Hesimomo -
Po3nanuy cHy (BKITIOYaro4du 0€3COHHS .

. Hesigomo -
Ta HiYHI XKaxu)
[TapecTe3sia - Heuacto
MiacTeHisa rpasic Hesigmomo -

3 6oky ouell MiacTeHisa oueu Hesigomo -

3 60Ky cyOuH [IpunnuBy, apTepiaibHa rinepTeH3is |- Heuacto

3 6oky OuxasnvHol  |Kamens Hesigomo HeuacTo

cucmemMu, Oop2aHis

e2pyoHol KaimKu ma

cepedoCmiHHA HucriHoe Hesigmomo Hesigmomo
3amop Yacto Hesigomo

3 60Ky WAYHKOBO-

KUWKO0B020 mMpakKmy
Hynota Yacto Heuacto




AOpDoMiHanbHUNA

. YacTo YacTo
oinp
[TankpeaTut Pigko Hesigmomo
Hiapes Hesigomo Yacto
CyxicTh y pPOTi - Heuacto
lactpur - Heuacrto
MeTteopusm - Yacto
Hucmoerncis,
racrpoe3odareasnbHa
- Heuacto
pedIoKCcHa
xXBOopoOa
[TigBUILIeHHS PiBHS IIE€4YiHKOBUX .
. Pigko -
TpaHCaMiHa3
2KOoBTAHUIA yxe pigko -
3 60Ky
aHco8408UBIOHOT . .
I'emaTtur HyXxe pigko HesBigomo
cucmemu
2KoByHOKaM’siHa xBopo0Oa - Hesigmomo
XOJIeIIUCTUT - HeBigomo
3 6oy wkipu ma CBepbix Hewacto Hewuacto
niowKIipHUX
MKAHUH Bucumn HeuacTo HewuacTo




Kpomnup’ssHka HeuacTto HeuacTto

Curgpom CTiBeHCa .
HesBigomo -

— JI>KOHCOHa

MynbTudOpMHa .
- HeBigmomo

epuTeMa

MenuKaMeHTO3Ha

peaxiiiqa 3

eo3uHOodisie0 Ta .
HesBigomo

CUCTEMHUMHU

CUMIITOMaMHU

(DRESS-cungpom)
Mianrisa Yacto YacTto
MiomnaTis (B TOMy 4YHUCJIi MiO3HUT) Pioxo HesBigomo
Pabmomiosti3 Pigko Hesimomo
ApTpanrisa HyXxe pigko HeuacTto

3 60Ky m’s3i8 ma

cnoayuHOT mKaHuHy IMyHOOOYMOBJIEHa HEKPOTHUYHA Hegizomo )
Mmiomnarisa
[Topy1ieHHST 3 00Ky CyXOXKHIIb, .
. ] HeBigmomo -
IHKOJIM YCKJIagHEeHi po3pHuBaMu
Bins y crinHi - Heuacrto
M’si30Ba cyabKicThb - HeuacTto




bine y KiHIIIBKax

Heuacto

M’s130BUM CIIa3M,

. . - Heuacto
Oinp y mui
BoBuakomnomiOHMHi )
Pioxo .
CUHOPOM
Po3pus Mm’s13iB Pigko -
3 60Ky HUpPOK ma
cevyosugioHol I'emaTypist Iyxe piomko -
cucmemu
3 boKy cmamesux
ope2aHie ma ''HekoMacTisa Iyxe pigko -
MOJ/IOYHUX 3d/103
AcCTeHis Yacto Heuacto
Habpsak Hesigomo -
3aaanvHi .
[Tepudepuunuit HaOPSK - HeuacTto
nopyweHHA
BTommioBaHICTB - YacTto
Binw y rpynsx, 6inp - Heuacrto
ITaHi OocaiOaceHv |IlimBuinenus AJIT ta/a6o ACT - YacTto




[TigBUIllleHHS PiBHA
K®K y cuposartiii
KPOBIi, DiABUILIEHHS
pPiBHS raMMa-

) - HeuacTto
rIyTaMiZITpaHCHIEeNnTHUaa3uy,
MMOPYLIEHHA
(byHKITIOHATBPHUX

MMe4YiHKOBUX P00

1 Yacrora sanexuts Big HasIBHOCTI (paKTOPiB pU3UKY (PiBEHB I'JIIOKO3M HATIIE = 5,6
MMonb/n, IMT>30 KF/MZ, HigBUIIIEH] PiBHI TPUTIILEPUOIB, apTepiajibHa rinepTeH3ia B
aHaMHe3li).

Ak i mpu 3acTtocyBaHHi iHmux iHridiTopiB 'MI'-KoA-pegykTa3u, 4yacToTa IMoOiYHUX
peakliii Ha 3aCTOCyBaHHS PO3yBaCTaTUHY 3aJIeXKUTh, K IIPaBUJIO, Bif OO3H.

Onuc okpeMux nobivyHMX peaklii

Bnaus Ha HuUpku

Y nmanieHTiB, sIKi 3aCTOCOBYBaJid pO3yBaCTaTUH, CIOCTEPIraJuCh BUNaOKU IPOTEIHYPil,
ImepeBaXkKHO KaHableBOT0 IOXOOXKEHHS (BU3HAYEHOl 3a «TECTOM CMYXKKU»). 3MiHHA
BMicTy OiflKa y cedi Bifl BigCyTHOCTi 4u ciifiB mo ++ abo OinbIlle 3apeecTpoBaHi yepe3
meskuu 9yac y < 1 % manieHTiB, sKi npuriManu npenapat y go3i 10 mr ta 20 mr, Ta
mpubu3Ho v 3 % MaliedTiB mpu 3acTocyBanHi go3u 40 Mr. He3HauHe 30iIbIlIeHHSA
4acTOTH BUNAIKIB IigBUIlleHHs Oiflka y cedi Bif BigcyTHOCTI abo crigiB mo +
CIlocTepirasocst mpu 3acTocyBaHHiI go3u 20 Mr. ¥ GifbII0CTi BUIIAOKiB BUPAXKEHICTh
MIPOTEIHYyPil 3MeHIITyBaach abo 3HMKaJla CIIOHTAHHO P ITPOAOBXKEHHI 3aCTOCYBaHHSA
npenaparty. [lepernan naHuX KIiHIYHUX OOCITIAXKEHD Ta HiCIsSpeecTPaLiiHoro OCBioy
3aCTOCYBaHHS He BUSBUB IPUYMHHOTO 3B’SI3Ky MiXK IPOTEIHYPi€l0 Ta rocTpuM abo
IPOTPeCcyl0YrM 3aXBOPIOBaHHSIM HUPOK.

['emaTypis criocTepiranachk y Nalli€HTiB, sIKi 3aCTOCOBYBaJId PO3yBaCTaTHH, 1 JaHi
KJIiHIYHUX OOCJiOXKeHb CBig49aTh IPO 11 HU3bKY YacCTOTYy.

Bnaue Ha ckesiemHy MycKy/1amypy

3miHM 3 OOKY CKeJIETHOI MYCKYyJIaTypH, TakKi K Miasrisi, mionarTis (B TOMy 4YHCIIi
MiO3HT) Ta pPigKo - pabaoMiosii3 i3 rocTpo HUPKOBOIO HEOCTATHICTIO abo 6e3 Hel
CIIOCTepiraaucs Ipu 3aCTOCYBaHHI Oyab-IKUX 103 PO3yBacTaTUHY, @ 0COOIUBO IIpHU
3aCTOoCyBaHHi o3 > 20 Mr. Y narieHTis, Ki Ipu¥iMaiu po3yBacTaTUH, CIIOCTepIrajgocs



mo303aJiexkHe 3pocTaHHs piBHIB KK; y 6inbmIocTi BUNaakiB siBuile 0ysio ci1abKum,
0e3CMMOTOMHUM Ta TUMYacoBuM. AKiro piBHi KK mimBuineni (> 5 pasiB Big BMH),
JIIKYBaHHS CJIig IPUIIMHUTU (OUB. po3min «OcoBIMBOCTi 3aCTOCYBaHHSI»).

Bnaue Ha neviHKy

Ak i mpu 3acTtocyBaHHi iHmux iHridiTopiB 'MI-KoA-penyKkTa3u, y HEBEJIMKOI KiTbKOCTi
Mali€eHTiB, SKi IpUMaIl PO3yBacTaTUH, CIIOCTepPiramsocs mo3o3ajiekHe 30iTbIneHHs
piBHS TpaHcaMiHa3; y OilIbIIIOCTiI BUNAJKiB siBUllle Oys1o cnabkuM, 6€3CUMIITOMHUM Ta
TUMYaCOBUM.

[ToGiuHi peakiiii, sIKi crlocTepiranuch MpU 3aCTOCYyBaHHI AesIKUX CTaTUHIB:

e CeKCyaJilbHa OUCPYHKIIiS;
e BUHSITKOBI BUMTAJKU iHTEPCTUIIaJIbHOTO 3aXBOPIOBAaHHS JIET€Hb, 0COOIUBO NIPHU
OOBrOCTPOKOBIiY Teparrii (auB. po3ain «Ocob6IuBOCTi 3aCTOCYBaHHS»).

Pabpgowmionis, cepiio3Hi nopyuieHHs GYHKINI HUPOK i IMeYiHKYU (ITepeBazkKHO IOIIraloTh
B HigBUIIIEHHI Te4YiHKOBUX TpaHCaMiHa3) CIIOCTepPirajJncCh YacTillle IPHU 3aCTOCYyBaHHI
npemnaparty y go3i 40 mr.

IToka3Huku nabopamopHux 00Cai0HCeHb

Y KOHTPOJIbOBAaHUX KJTIHIYHUX OOCITiAXKEHHSIX MOHOTepaIlil e3eTuMiOoM KITiHiYHO
3HauyIlle MigBUIIeHHS CUPOBaTKOBUX TpaHcMina3 (AJIT ta/abo ACT = 3 pa3iB Bix
BMH) 6ymno mogi6bHuM 1mpu 3acTocyBaHHi e3eTuMidy (0,5 %) Ta mmaredo (0,3 %). Y
OOCITim»KeHHsIX KoOMOiHOBaHOI Tepamil mimBuIlleHHs y OiNbIIIOCTi BUIIaAKiB OyI10
0e3CcUMIITOMHUM i He OyJI0 ITOB’sI3aHO 3 X0JjiecTa3oM. JYacToTa 1mosiBu ctaHoBuia 1,3 %
y TMalli€HTIB, AKi CyIyTHHO IMpuiManu e3eTuMib Ta ctatuH, Ta 0,4 % y nmali€eHTiB, sKi
IpUUMaNIu TinbKu cTaTuH. [I0Ka3HUKY HOpMaJli3yBaJIUCs IiCIs MIPUNUHEHHS
JIiKyBaHHS a00 IIpU IIPOJOBXKEHHI Teparrii (guB. po3min «Oco6IUBOCTi 3aCTOCYBAaHHS»).
ITig yac KiIiHIYHUX OOCIiAXKEeHb Y Halli€HTiB, 10 OTPUMYyBaJIl MOHOTEPAIIilo
e3eTuMibom, 3poctanHsa KOK > 10 pasis Big BMH 6yno 3a¢dikcoBano y 4-x 3 1674 (0,2
%) tay 1-ro 3 786 (0,1 %) mamienTiB rpynu nname6o. Take xk 3poctanusg KOK 6ymo
3adikcoBanoy 1 3917 (0,1 %) maui€eHTiB, sIKi CyIIyTHBO IpUKMMaJiu e3eTUMib Ta
ctaTtuH, Tay 4-x 3 929 (0,4 %) mailieHTiB, AKi mpuiManmu TiibKu cTaTuH. He 6ymo
3adikcoBaHO migBUIeHHSA MiomnaTili abo pabmomionily, OB’ si3aHUX 3 NiKyBaHHSIM
e3eTuMiOoM, ITOPIiBHSAHO 3 rPyraMu KOHTPOJIIO (11aiied6o abo MOHOTepallisi CTaTUHOM)
(muB. po3min «OcobGIMBOCTI 3aCTOCYBaHHS»).

Hitu

Y miTe# Ta migmiTKiB, SKi MIpuUManud po3yBacTaTUH, Micas Pi3sMYHOr0 HaBaHTAaXKEHHS
a6o mipmBuieHol ¢isnuyHoi akTuBHOCTI migBuiteHHs KK > 10 pasis Big BMH Tta



CUMIITOMU 3 OOKY M’SI3iB CIIOCTEepiraaucs 4acTillle ITOPiBHSIHO 3 TAKUMHU Y JOPOCTIUX
(muB. po3min «ITob6iuHi peaxkiiii»). [IpoTe npodinb 6e3meku po3yBacTaTUHY Y OiTEH,
MiMTiTKIB Ta OPOCINX MOHiOHMIH].

Y kniHIYHUX OOCHIAXKEeHHAX 3a y4acTio giten (Bikom 6-10 pokiB) 3 reTepO3UTOTHOIO
ciMeliHOIO Ta HeciMelHOI0 rinmepxonecrtepurHeMi€eio (n = 138) migBumiernus AJIT Ta/abo
ACT (= 3 pasis Bim BMH cnioctepiranocs y 1,1 % mailieHTiB y rpymni e3eTumioy
nopiBHSAHO 3 0 % y rpymi nnane6o. [Tineuineras KOK (= 10 paziB Bim BMH) Ta
BUIIQAKY MiomaTil He Oyu 3apeecTpoBaHi.

IToBigOMIEHHS IIPO MigO3PIOBaHi NOOiYHI peakxiril

[ToBimoMreHHS Tpo MOOiIYHI peakilil Imicssg peecTpallil TiKapCchbKoro 3acody Mae
BaXXJ/IUBe 3Ha4YeHHd. lle mae 3MOry IpOBOOUTYA MOHITOPUHT CIiBBITHOIIIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHi ITbOT0 JIiIKapPCHKOTro 3aco0y. MeguyHuM Ta
bapmalieBTUYHMM ITpaIliBHUKAM, a TAKOXK MallieHTaM abo iX 3aKOHHUM
IMpeAcTaBHUKAM CJIil ITOBIHOMIISITH IIPO YCi BUIIaAKH ITiMO3PIOBAaHUX ITOOIYHUX peakIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOTr0 3aco0y yepe3 ABTOMaTHU30BaHy
iHpopMaliiHy cucTeMy 3 (papMaKoHarnsaay 3a nocuaaHHsaM: https://aisf.dec.gov.ua.

TepMin npuIaTHOCTI
3 POKH.
VYMmoBHu 30epiranHs

30epiraTty B OpuUTiHaIbHIN YIIAKOBIIi OJIsT 3aXMCTY Bif mil BojToru Ta cBiTia. JIikapchKui
3acib He moTpebye 0COOMMBUX TEMIIEPATYPHUX YMOB 30€epiraHHs.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicCIIi.

VYnakoBka

ITo 10 TabneTok y 6iicTepi, mo 3 abo 9 GiicTepiB y KapTOHHIN KOPOOIIi.
KaTeropis Bignycky

3a peLienToMm.

BupooHHK

KPKA, no.n., HoBo mecto, CnoBeHiss/KRKA, d.d., Novo mesto, Slovenia.



Micie3Haxo/dKeHHsI BHPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOTr 0
IisTIHLHOCTI.

[Mmap’emika necrta 6, 8501 Hoso mecto, CnoBeHist/Smarjeska cesta 6, 8501 Novo
mesto, Slovenia.



