C AnTeka iHTepHeT uev

IHCTPYKLUIA

AN MeAMYHOro 3aCToCyBaHHS J1IKapCbKOro 3acob6y

O3AJIEKC®
(OZALEX®)
Cknap:
Airya peyoBnHa: po3yBacTaTuH (rosuvastatin);

1 TabneTka, BKpuTa nniBkoBo 060510HKOW, MicTUTb 10 Mr, abo 20 mr, abo 40
MI pO3yBacTaTUHY KaibLilo Y nepepaxyBaHHi Ha po3yBaCcTaTUH.

JAOMOMDKHI pPEYOBMHM: NAKTO3M MOHoOrigpar,
Llen103a MiKpoKpucTaniyHa, rigpokcunponinuentonosa

HU3bKO3aMillleHa, KPeMHIil0 AioKcua KonoigHui 6e3BoAHMI, MarHito cTeapar,
nokputTa Opadry 03F84827 poxeBuin™;

*Opadry 03F84827 poxeBuii: rinpomenosa, TutaHy giokecua (E 171), 3anisa
okcua yepBoHuin  (E 172), nonieTMneHrnikonb, TanbkK.

JNlikapcbka popmMma. TabneTku, BKpUTI NNiBKOBOK 060/I0HKOHO.

OCHOBHI @i3nKO-XiMiYHIi B1aCTMBOCTI: TabneTku, BKpUTi NNiBKOBOK 060N0HKOO
POXXEBOro KOAbOpPY, Kpyrni, ABOONYyKAi, rnageHbKi 3 060x 60KiB.

dapMmakoTepaneBTMYHa rpyna. lnoninigemiyHi 3acobu. IHri6itopn IMI-
KoA-peaykTtasun. Kog ATX C10A AO07.

DapMaKoONOrivyHi B1acTuBOCTI.
QapmakognHaMika.
MexaHi3M Aii.

Po3yBacTaTMH € CeNeKTUBHMM Ta KOHKYPEeHTHUM iHribitopom [MI-KoA-
peayKTasun - dbepMeHTy, LLO nepeTBOpPOE 3-rigpokcu-3-
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MEeTUNrNyTapuaKoeH3MM A y MeBasioHaT, nonepefHuK XOJNIeCTEPUHY.
NMepBUHHMM MicueM Aiil po3yBacTaTUHY € NediHKa - UuifibOBUWM opraH Aans
3HWXXEHHS PiBHSA XO/eCTepuHy.

Po3yBacTaTuH 36inblYE KiNbKiCTb peuenTopiB NinonpoTeiaiB HU3bKOI LWiIbHOCTI
(MMNHLL) Ha noBepxHi KNITUH NeYiHKKN, NOCUOKYM 3aX0NnaeHHs Ta KaTaboni3m
JINHL, wo, y cBOIO Yyepry, Npn3BOAUTb A0 NPUTHIYEHHS CUHTE3Y linonpoTeiais
Ay>Xe HU3bKOI WinbHocTi (JINAHLL), 3MeHWwy4n TUM CaMUM 3arajibHy KiNbKiCTb
JINHLW ta JINAHL. Po3syBacTaTH 3HUXYE NiABULLEHNIN piBEHb XONECTEPUHY -
JINHLW (XC-NTMNHLY), 3aranbHoro xonectepuHy (XC) Ta Tpurniuepuais (TI) Ta
NiABULWYE PpiBeHb XONeCcTepuHy-ninonpoTeigiB BUCOKOI  wWinbHocTi  (XC-
JINBLL). BiH TakoX 3MeHLWYE KinbKicTb anoninonpoteiHy B (AnoB), XC-
HeJ/TNBLW, XC-Nnadwl, Tr-anAHLW ta nigeuwye piseHb anoninonpoTeiHy A-
I (AnoA-I). Po3yBacTaTMH TakKoX 3HWUXYE cniBBigHoweHHa XC-JIMHL/XC-
JINBLW, 3aranbHuin  XC/XC-JINBLW Ta XC-He/NBLW/XC-NBLW, Ta
cniBBigHOWeHHA AnoB/AnoA-I.

TepaneBTUUYHUN epeKT AOCAraeTbCs NPOTAroM 1 TUXKHS NiCAa no4vaTKy Tepanii,
a yepes 2 TMXHI nikyBaHHS edekT aocsarae 90 % Big MakCMManbHO MOXIMBOTO.
MakcuManbHUI epekT, SK NpaBuUo, AOCAraETbCA Yyepes3 4 TUXHI i Nicna uboro
NOCTiHO 36epiraerbcs.

PapMaKkoKiHeETHKaA.

BcmokTyBaHHSA. MakCMManbHa KOHUEHTpauid po3yBacTaTUHY Yy MJa3Mi KpPOBi
AOCAraeTbcs NpubnmsHo yepes 5 rogmH nicns nepopanbHOro 3acTOCyBaHHA.
AbcontoTHa 6i0a0CTYNHICTb CTaHOBUTbL NpmbnmnsHo 20 %.

Po3zriogin. PosyBacTaTUH 3HA4YHMM UYMHOM 3aXOMJIKOETbLCA MEYiHKOK, siKa €
OCHOBHMM MiCcUEeM CUHTe3y XonectepuHy Ta knipeHcy XC-JIMHLW. O6’em
po3noAiny po3yBacTaTUHyY CTaHOBWUTb npubnunsHo 134 n. bamsbko 90 %
po3yBacTaTuHy 3B'A3yeTbcs 3 6inkamMu nnasmm  KpoBi, MNepeBaxHo 3
anbbyMiHOM.

MeTtabosi3m. Po3yBacTaTUH 3a3HA€ He3HadHoro Metabonismy (npubnusHo 10
%). JocnigxeHHst MeTaboniaMy in vitro 3 BUKOPUCTAHHSAM renaTtoumTiB NI0ANHN
cBigvaTb, WO po3yBacTaTuUH € cnabkmm cybcTtpaTtoM ans metaboniamy Ha OCHOBI
depmeHTiB untoxpomy P450. OcHOBHMUM 3agisHuM i3odepMmeHTOM € CYP2C9,
Aewo MeHwy ponb Bigirpatotb 2C19, 3A4 ta 2D6. OCHOBHMMKN BU3HAYEHUMU
mMeTabonitamm € N-gecMeTWIOBUM Ta NAKTOHOBUW  MeTabonitu. N-
aAecMmetun-metabonit npnbnnsHo Ha 50 % MeHLW aKTUBHUKU, HiX po3yBacTaTuH,
NAaKTOHOBWUMN MeTaboniT BBaXKaeTbCHA KJiHIYHO HeakKTUBHMUM. Ha po3yBacTtaTuH
npunagae 6inbwe 90 % aKTUBHOCTI UMpKynto4yoro iHribitopa MIM-KoA-
peayKTasu.

BusegeHHs. MpnbnmnsHo 90 % [o3M  po3yBacTaTUHY BUBOAUTBLCHA Y
He3MiHEHOMY CTaHi 3 KanoM (pa3oM BCMOKTaHa Ta HEBCMOKTaHa Aitova
peyoBMHA), pewTa BMBOAUTLCS i3 cedeto. MpubnusHo 5 % BuBOAUTBLCS i3
ceyelo y He3MiHeHin dopMi. MNepioa HaniBBMBeAEeHHS 3 N1a3MN KPOBi CTAHOBUTb
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npubnansHo 19 roamH i He 36iNblWYETLCA Npu nigBuweHHi fo3n. CepefHe
reoMeTpuyHe 3Ha4YeHHSa KJipeHCy npernapaTty 3 MJja3MuM KpPOBi CTAaHOBWUTbL
npnbnnsHo 50 n/rog (koediuieHT Bapiauii — 21,7 %). Ak i ang iHWunx iHriéiTopis
FMI-KoA-peaykTtasu, nediHKoBe 3axOrnjeHHs po3yBacTaTuHy BinbyBaeTbcs 3
y4yacTio MeMmbpaHHoro TpaHcnopTepa OATP-C, akui Bigirpa€e BaxkinMBy posb Yy
Ne4viHKOBIN eniMiHaLuil po3yBacTaTUHY.

JliHivHICTb. CNCTEMHA eKCcno3uuisi po3yBacTaTUHY 36iNblUYETLCSA NPOMOPLINHO
Ao po3n. [pn 6Garatopa3oBoMy LWOAEHHOMY 3acTOCYBaHHI napameTpwu
dapMaKOKIHETUKM HE 3MiHIOOTbCS.

OcobmBi rpynu navieHTiB.

Bik Ta crate. He cnoctepiranocs KniHiYHO 3Ha4ywWoro BNAMBY Biky abo cTaTi
Ha QapMaKoKiHETUKY po3yBacTaTuHy Yy aAopocnmx. @dapMakoKiHeTuka
po3yBacTaTUHy Yy AiTen Ta NigniTkiB i3 reTepo3nuroTHOK CiMenHOo
rinepxonecrepuHemieto 6yna noaibHo A0 papMaKOKIHETUKU Yy AOPOCIUX
nobposonbuiB (AMB. po3ain «4itn»).

Paca. JocnigpkeHHs dapMaKOKIHETUKM BUSIBUAMN, WO Y NAUIEHTIB MOHIOM0iAHOI
pacn (SANOHUIB, KWUTanuie, @ininniHUiB, B'‘€ETHaMUIB Ta KOpeWuiB) MeaiaHHiI
3HauyeHHs AUC Ta Cmax NpnbNAM3HO BABIYI BULLI, HiXX Y €BponenuiB; y iHAINLIB
MediaHHi 3HayeHHA AUC Ta Cmax nigBuweHi npmbnmsHo B 1,3 pasa. AHanis
nonynsauinHoi MapMakKoKiHETUKM HE BUSBUB KNIHIYHO 3HAYYLWLOI Pi3HULUI MiX
navuieHTaMn eBponeoigHOl Ta HerpoiaHol pac.

lMopylweHHs1 yHKUIT HMPOK. Y AOCNIAXEHHI NaUIEHTIB 3 pPI3HUM CTyrneHeMm
nopyweHHa @GYHKUiT HUPOK 3MiH MNAa3MOBUX KOHUEHTPauin po3yBacTaTUHY
abo N-pecmeTtmnn-metabonity B oci6 3i cnabkoro 4M MOMiIpHOK HEAOCTATHICTHO
BiA3HA4YeHO He 6yn0o. Y Naui€HTIB 3 TAXKUMU MOPYLIEHHAMU (YHKLUIT HUPOK
(knipeHc kpeaTuHiHy < 30 M/XB) NN1a3MOBi KOHUEHTpaLii po3yBacTaTuHy 6ynu
B 3 pa3u BMWKNMU, a piBHI N-gecmeTun-metabonity — B 9 pasiB BULLMMU, HIX Y
300poBMX 4obpoBoNbLIB. PiBHOBaXHiI NNa3MoBi KOHUEHTpaLlil po3yBacTaTuUHY Y
nauieHTiB, aKi nepebyBatoTb Ha remogianidi, 6ynn npmbnusHo Ha 50 %
BULWMMUK, HIXX Y 340p0BUX A06pOBONMbLLIB.

lMopylweHHs1 yHKUIT nediHku. Y [OCNIAXEHHI Maui€eHTIB 3 Pi3HUM CTyrneHeM
NOpPYLUEeHHS NeYiHKOBMX (PYHKLIN O3HaK NigBULLLEHOT eKCMOo3unLii po3yBacTaTUHY
He 6yNno BMABNEHO Y NAUIEHTIB, CTaH SKUX ouiHioBaBcs y 7 abo MeHwe 6anis
3a wkanotw Yanmnga-MNto. OgHak y ABOX NauieHTiB, Aki Habpanu 8 Ta 9 3a
wkanot Yamnga-MN’io, cmcteMHa ekcnosuuia 6yna woHanMeHLwe BABiYi BULWA,
Hi>K Yy NauieHTiB i3 MeHwWnMM Ganamu. [JOCBig 3acTOCyBaHHSA pO3yBacCTaTUHY
nauieHTaM, CTaH AKMX OUIHIETbCA Ginblie Hix y 9 6anis 3a wkanot Yannaa-
Mo, BiACYTHIN.

reHetunyHu rosiimopgpiam. Posnoain iHri6itopise MMIM-KoA-peaykrasm, B ToOMy
YMcni po3yBacTaTUHY, BiABYBa€ETbCA 3 y4yacTio TpaHcnopTHuX 6inkis OATP1B1
Ta BCRP. Y nauieHTiB i3 reHeTnyHmMm nonimopgizmom SLCO1B1 (OATP1B1)
Ta/abo ABCG2 (BCRP) icHye pu3nK nigBULLEHOI eKCrno3uuii po3yBacTaTUHY.
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Mpu okpemux dopmax nonimopgiamy SLCO1B1 ¢.521CC 1ta ABCG2 c.421AA
ekcno3unuis posysactatTuHy (AUC) nigBuuweHa MOPIiBHAHO i3 reHoTunamm
SLCO1B1 c¢.521TT abo ABCG2 c.421CC. CneuianbHe reHOTUNYBaHHS Y
KMiHIYHIM npakTuui He nepeabayveHe, ane nauieHTaMm i3 Takum NoniMopdiamMom
PEKOMEHAYETbCS 3aCTOCOBYBaTM MeHwWwy Ao60oBYy 403y npenapary.

Litn

dapMaKkoKiHETUYHI napaMeTpu Yy AiTen i3 reTepo3nroTHOK CiMENHOIO
rinepxonecrepmHemMieto BikoM Big 10 g0 17 poKiB MOBHICTHO HE BM3HA4YeHI.
HeBenuke gocnigxeHHs dapMakoKiHETUKM po3yBacTaTuHy (y dopMi TabneTok)
33 Y4acTiO MaLieEHTIB AUTAYOro BiKy MoKasaso, L0 eKCrno3uuia npenapaTty y
Aiten nopibHa [0 ekcno3uuil y A0OpocaMX NauieHTiB. TakoX pe3ynbTaTtu
CBig4yaTb, WO 3HAYHUX BigxXmiaeHb NPOMopLiNHO 403aM He OYiKYETbCS.

KniHiuyHi XapaKTepuCcTUKMu.
lNMoka3aHHS.
JliKyBaHHSs rinepxosiectepuHeMii

JopocnuM, nignitkam Ta Aitam  BikoM Biga 10 pokiB i3 MNepBUHHOLO
rinepxonecrepuHemieto (tuny Ila, B TOMY 4YMCNi i3 reTepO3NUroTHOK CiMENHO
rinepxonecrepuHemielo) abo 3MmiwaHot aucninigemiero (tuny IIb) 9k
OOMOBHEHHS A0 MIi€ETU, KOMW AOTPUMAHHA AIETM Ta 3aCTOCYBaHHS iHLWIKX
HeMeaAMKaMeHTO3HMX 3acobiB (Hanpuknag @i3anyHUX BrpaB, 3HMXEHHS Macu
Tina) € HeQOCTaTHIM.

Mpy roMO3UroTHIN CIMENHIN rinepxonecTepuHeMii 9K AONOBHEHHS A0 AIETU Ta
iHWKMX NiNigo3HMXXyBanbHUX 3acobiB nikyBaHHa (Hanpuknaa adepesy JIMHL)
abo y BMnagkax, Kosu Take NiKkyBaHHS € HEAOPEYHUM.

lMpoginakTnka cepyeBo-CyANHHUX MOPYyLUEHb

3anobiraHHSa 3Ha4YHUM cepueBO-CYANHHMM MNOPYLUEHHSM Y MALUIEHTIB, SSKUM, 3a
OUiHKaMN, 3arpoXy€E BMCOKUA PU3MK MNeploro BMnagkKy cepueBo-CyAMHHOrO

nopyweHHs (aAnB. po3ain «d®apMakogmHaMmika»), K AOMOBHEHHS A0 KopeKuii
iHWKWX (haKTopiB pU3UKY.

fMpornnoka3aHHA.
MpenapaT O3anekc® npoTunokasaHui:

— MauieHTam 3 MigBULLEHOK YYT/MBICTIO A0 po3yBacTaTUHy abo 6byab-aKOi i3
AOMOMIDXKHUX peyoBUH npenaparTy;
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— Maui€eHTaM i3 aKTMBHUM 3axXBOPKOBAHHAM MNEYiHKW, B TOMY 4UCAi CTIMKUMU
NiABULLEHHAMU CMPOBATKOBUX TpaHCaMiHa3 HeBiAOMOI eTionorii Ta 6yab-aKnMu
NiABULLEHHAMM TpaHCaMiHa3s Yy CMpOBATUi KPOBi, WO BTPUYi MEepeBULLYIOTb
BEPXHIO Mexy HopMmu (BMH);

— NaUiEHTaM i3 TSXKMUM MNOPYLEHHAM (PYyHKUIT HUPOK (KMIpEHCOM KpeaTUHIHY
<30 Mn/xB.);

— NauieHTam i3 MionarTi€l;

— nauieHTaM, gKi 04HOYACHO OTPUMYIOTb LIMKIOCMOPUH;

-y nepiog BariTHOCTi abo rogyBaHHS rpyaato, a TaKoX
XiHKaM penpoAyKTUBHOIO BiKy, €Ki He 3acTOCOBYITb HaNexHi 3acobwu

KOHTpauenuii.

[o3a 40 Mr npoTUnoKasaHa nauieHTaM 3i CXUNbHICTIO 40
mionaTii/pabaomionisy.

[o dakTopiB Takoro pusnKy Hanexatb:
— NOMipHEe nopyLweHHS PpyHKUiIT HUPOK (KNipeHC KpeaTuHiHy <60 Mn/XxB);
— rinoTnpeos;

— HasABHiCTb B ocobuctoMy abo poOAMHHOMY aHaMHe3i CnagkKoBMX M'A30BMX
3aXBOpPIOBaHb;

— HasABHICTb B @aHaMHe3i MiOTOKCMYHOCTI Ha TNi 3aCTOCYBaHHS iHWKUX iHribiTOpiB
'MI-KoA- peaykta3n abo dibpartis;

— 3/10B>XMBAHHA aJZIKOrosiem,

- CuUTyauil, WO MOXYTb nNpu3BecTM A0 NiABULEHHA KOHUeHTpauil
npenapaTty y nja3mi KpoBi;

— HaNEeXHICTb A0 MOHIroN0I4HOI pacu;
— CYNYTHE 3acCcToCcyBaHHA ¢ibpaTiB

(amB. po3ginn «0OcobnnBOCTi 3acTtocyBaHHSA», <«B3aemopisa 3 iHWWUMK
nikapcbknMu 3acobamMu Ta iHWI BUAM B3aeEMOAin» Ta «DapMakoKiHETUKA»)

B3aemMogpgis 3 iHLUMMMU 1iIKapCbKMMM 3acobamu Ta iHLWIi BuAgN B3aEMOZIN.

Brniains cynyTHix npenapartiB Ha po3yBacTaTuH
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IHri6itopn TpaHcriopTHux 6i/iKiB

Po3yBacTaTuH € cybcTpaToM AN9 AesKUX TPaHCNopTHMX 6inkiB, y ToMy uuchi
MEeYyiHKOBOro  TpaHCropTepa 3aXOonJieHHA OATP1B1 Ta e IIOKCHOro
TpaHcnopTepa BCRP. OgHoYyacHe 3aCTOoCyBaHHS po3yBacTaTUHY 3 NiIKapCbKNUMU
3acobamum, WO MPUrHIYYKOTb Ui TpaHCnopTHi 6inkn, MoXxe npu3BoAUTU A0
NiABULEHHS KOHLEHTpaLUin pO3yBacTaTUHY Y MJa3mi KpOBi Ta
36inbweHHsa pu3nky MionaTii (amB. po3ainm «Cnocib 3acTtocyBaHHsS Ta 403M»,
«OcobnnBOCTI 3aCTOCyBaHHA», «B3aemoais 3 iHWMMK NikapCbKMMK 3acobamm
Ta iHLWIi BWAM B3AEMOAIN>, Tabnuyto 1).

LinknocriopuH

Y nepiog CynyTHbOro 3aCTOCYBAaHHSA pPO3yBaCTaTUHY Ta UMKNOCMOPUHY
3HauyeHHa AUC po3syBactaTuHy 6ynm B cepeaHboMy npubnn3Ho y 7 pasiB
BULLMMKM, HiIXK Ti, §Ki cnocTtepiranuca y 3a0poBux pobposonbuis (AuB.
Tabnuuto 1). Po3yBacTaTUH MpOTMNOKa3aHWUM nauieHTaMm, SKi  0AHO4YaCHO
OTPUMYIOTb LUMKIOCNOPUH (AMB. po34in «[1poTunokKasaHHa»).

CynyTHE 3aCTOCYBaHHSA He BNMBAMO HAa KOHUEHTpaUii UMKIOCNOPUHY Y nna3mi
KpOBi.

IHri6iTopn nporeasn

Xoya TOYHMM MexaHi3M B3aeMoAii HeBiAOMWW, OAHOYACHE 3aCTOCYBaHHS
iHribiTopiB NpoTeasn MoXe 3Ha4YHO 30iNbluyBaTM €KCMo3uLitd po3yBacTaTUHY
(amB. Tabnuuto 1). Hanpuknaa, y AocnigXeHHi dapMaKoKiHETUKM OAHOYaCHE
3acTtocyBaHHs 10 Mr po3yBacTaTUHY Ta KOMBIHOBAHOro Nnikapcbkoro 3acoby,
o M™ictmB ABa iHriéitopy npoteasn (300 Mr artasaHasipy/ 100 wmr
PUTOHAaBIpY), y 300pP0OBUX nobpoBonbLiB CynpoBOAXYBanocs
niamweHHaM AUC Ta Cmax po3yBactatmHy npubnamnsHo B 3 Ta 7 pasis
BianoBigHo. OgHOYaCHe 3aCTOCyBaHHS poO3yBacTaTUHY Ta AessKUX KOMbGiHauiln
iHri6iTOpiB NpoTEa3n MOXMBE MNiCNIA peTeNbHOro 06MipKyBaHHS KOpeKLUii noro
0031, BUXOASYM 3 OYiKYyBAHOro 3pOCTaHHS eKcrno3uuii po3ysBacTtaTuUHy (AMB.
po3ainn «Cnocibé 3actocyBaHHsa Ta A[o03n», «0OcobnmMBOCTi 3aCTOCYBaHHS»,
«B3aemopis 3 iHWMMKM nikapcbkMMm 3acobaMy Ta iHWiI BUAM B3AEMOLIN>»,
Tabnuuto 1).

Femghibposnn ta iHLWI Ninigo3HnxXyBasibHi 3acobu

OnHo4vacHe 3acToCyBaHHSA po3yBacTaTuUHy Ta remdibpo3unny npussoanno Ao
3pocTaHHs AUC Ta Cmax po3yBacTtaTuHy B 2 pa3u (aAuB. po3gin «0OcobnmsoCTi
3aCTOCYBaAHHSA»).

Buxogsum 3 gaHux cneudianbHUX gocnigkeHb, dapMakKOKIiHETUYHO 3Ha4yLwoil
B3aemoaii 3 deHodibpaTomM He OUiKY€ETbCH, oAHaK MOX/1MBa
dapmMakognHamiyHa B3aemogis. Nemdibpo3nn, deHodibpaT, iHWI dibpaTn Ta
ninigo3HmXysanbHi go3n (> abo piBHi 1 r/poby) HiaunmHy (HIKOTUHOBOI
KMUcnotn) 36inblWwyoTb puU3MK MionaTii ApM  CYNyTHbOMY 3aCTOCYBaHHi 3
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iHri6itopamn ['MI-KoA, iMOBipHO, 3@ paXyHOK TOro, WO BOHW MOXYTb
CMPUYMHATM  MionaTilo, KOAM 1X 3acrtocoByBaTu okpemo. [o3a 40 wMr
NpoTMNoKasaHa nMpu CYynyTHbOMY 3acToCyBaHHi @ibpaTtie (AnB. po34ainu
«MpoTnnokasaHHs» Ta «OcobnnBOCTI 3aCTOCyBaHHSA»). TakuMM nauieHTam
TaKOX Cnig NoYMHaTU Tepanito 3 403K 5 Mr.

E3zeTumib

OpHo4yacHe 3acToCyBaHHS po3yBacTaTuHy B Ao03i 10 Mr ta e3etuMmiby 10 mr
nauieHTaM i3 rinepxonecrtepuHeMielo npus3Boansio [0 3poctaHHa AUC
po3yBacTaTuHy B 1,2 pasa (tabnuusa 1). He MO>XHa BUKJIHOUYATKU
dapmakognHaMiuyHOI B3aEMOAIi MiXK po3yBacTaTMHOM Ta e3eTuMiboM, Wo Moxe
npu3BecTn Ao HebaxkaHux sasuLy (ame. po3ain «OcobnMBOCTI 3aCTOCYBaHHSA» ).

AHTaunaHI npenapatu

OpHo4yacHe 3acToCyBaHHS poO3yBacTaTUHY i3 CyCNeH3iaMW aHTauumais, Wo
MiCTATb rigpokcua anoMiHito abo MarHito, 3HMXYBaso KOHUEHTpauii
po3yBacTaTUHY Yy nna3Mi KpoBi npubnusHo Ha 50 %. Len edekt 6yB MeHLW
BMPa>XeHUM y pasi 3aCTOCyBaHHS aHTauuaHuX 3acobis yepe3 2 rognHu
nicnsa posysBactatuHy. KniHiYHY 3HaA4YYLWICTb LiEl B3AaEMOAIT HE BUBYaASIN.

EputpomiymH

OpaHouacHe 3aCTOCYBaHHA po3yBacTaTUHY Ta €pUTPOMILNHY
3HMXyBano AUC posyBacTtatnHy Ha 20 %, a Cmax — Ha 30 %. LUa B3aemMoais
MoXe B6yTu CrnpuvyMHEeHa NOCUJIEHOK MEPUCTANIbTUKOK KULIEYHUKY BHACMiAOK
Ail epUTpoOMiLUHY.

®epmeHTU UnToxpomy P450

PesynbTatn pocnigXeHb in vitro Ta in vivo cBig4aTb, WO poO3yBacCTaTUH He
iHribye i He cTumyne i3odepmeHTn umtoxpomy P450. OkpiM uUbOro,
po3yBacTtaTuH € cnabkum cyb6bcTpatoM uuMX i30pepMeHTIiB. TakKMM UYMHOM,
B3aeMoail 3  JflikapcbknMm  3acobamm y  pesynbTati  MeTabonismy,
onocepenkosaHoro P450, He od4ikyeTbCcda. He cnocTepiranoca KiiHiYHO
3HaYyLWwmx B3aEMOAiN MiXK po3yBacTaTUHOM Ta ¢d1yKOHaA30/10M
(inri6iTopom CYP2CO Ta CYP3A4) abo ketokoHaszonom (iHri6itopom CYP2A6
Ta CYP3A4).

Bzaemogii, 1jo BUMararoTb KOpekuii 403n po3yBacTaTtuHy

Mpn HeobXiAHOCTI 3acTOCyBaHHA poO3yBacTaTUHY 3 IHWWMWU NiKapCbKUMU
3acobamun, 3g4aTHUMM NIABULLYBATM MO0 eKCrno3uuito, A03Y po3yBacTaTUHY
NOTPi6HO ckopuryeBaTu. AKLO O4YiKYETbCA, WO ekcno3uuisa npenapaty (AUC)
3pocTte nNpnbnmsHo B 2 abo binbwe pasiB, 3aCTOCYBaHHS po3yBacTaTUHY Chij
noynmHatTn 3 ago3m 5 Mr 1l pas Ha poby. MakcumMmanbHy p[obosy [o3sy
po3yBacTaTUHY Cfi4 CKOpUryBaTu TakKMM YMHOM, Wo6 MNOro odikyBaHa
eKcno3unuis He nepesBuvulyBana eKCcrno3umuito, Wo BiA3HAYAETbCA NMPU NPUNOMI
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no3n 40 mr/pnoby 6e3 3acToCcyBaHHS NiKapCbKMX 3acobiB, WO B3aEMOAIOTb i3
npenapaToM; Hanpuknaga, nNpu 3acTtocyBaHHi 3 remdibpo3nnioM paosa
po3yBacTaTuHy ctaHoButuMe 20 Mr (36inblieHHa ekcno3uuii B 1,9 pasa), npu
3aCTOCyBaHHI 3 KOMbiHaUiew puToHasip/aTasaHasip — 10 Mr (36inbweHHs B 3,1
pa3a). [Npn o4HOYACHOMY 3aCTOCYBaHHI 3 UMKIOCMNOPUHOM — 5 Mr (36inblUeHHS
B 7,1 paza).

Tabnnusa 1
Bnaue cynyTHIX NikapCbKMX 3acobiB Ha eKCno3uLito po3yBacTaTUHY

(AUC; B nopsiaKy 3MeHLEeHHS BESTMYNHN)

PeXxXxnMm f03yBaHHA NiKapCbKOro Pexum gosysaHHsa [3MiHKM AUC
3acoby, Wo B3aeMogie pO3yBacCTaTUHY po3yBacTaTUHY*

LinknocnopuH Biag 75 Mr asidi Ha goby |10 Mr 1 pa3 Ha|t 7,1 pasa
Ao 200 mr ggivi Ha goby, 6 Micauis |aoby, 10 gHis

ATtaszaHasip 300 mr/putoHasip 100 mr|10 ™mr, oaHopa3oBa|? 3,1 pa3a
1 pa3 Ha noby, 8 AHiB [o3a

Cumenpwusip 150 mr 1 pa3 Ha aoby, 7|10 mr, oaHopa3oBal|t 2,8 pa3za
AHIB [03a

Jloninasip 400 ™mr/putoHaBip 100 mr|{20 Mr oamH pa3 Hal|1 2,1 pasa
ABidvi Ha poby, 17 aHiB noby, 7 oHiB

Knonigorpenb f03a HaBaHTaXeHHS 20 Mr, pasoBa go3a |1 2 pa3a
300 wr,

noganblia aosa — 75 Mr 1 pas Ha

Ao6y

Nem@i6bpo3nn 600 mr asidvi Ha aoby, 7(80 mr, oaHopasoBa|t 1,9 pasa
OHIB Ao3a

EnTtpombonak 75 Mr 1 pa3 Ha goby, 5(10 mr, ogHopasoBsa|t 1,6 pa3sa
OHIB Ao3a

HOapyHagBip 600 mr/putoHasBip 100 mr|10 mMr 1 pa3 Ha|t 1,5 pa3a
ABiJi Ha foby, 7 aHis noby, 7 OHiB

TunpaHasip 500 mr/puTtoHaBip 200 mr|10 Mr, ogHopasosa|t 1,4 pa3a
ABidi Ha noby, 11 aHis no3a

OpoHenapoH 400 mr asivi Ha poby Hesigomo 11,4 pasa

ITpakoHason 200 mr 1 pa3 Ha noby, 5|10 mr, ogHopaszoBa|t 1,4 pa3a **
OHIB 003a

E3zetumi6 10 mr 1 pa3 Ha aoby, 14 gHis[10 Mr 1 pa3 Hal|f 1,2 paza **
noby, 14 pHiB
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®o3zamnpeHaBip 700 w™r/puTtoHaBip|10 Mr, ogHOpa3oBa

100 Mr gBivi Ha noby, 8 aHiB n03a

Anernitazap 0,3 mr, 7 oHiB 40 Mr, 7 gHiB

CunimapuH 140 Mmr Tpumdi Ha poby, 5/10 mr, ogHopas3oBa

AHiB [o03a

®eHodibpaTt 67 Mr Tpudi Ha aoby, 7|10 mr, 7 AHis

OHIB

Pucdamnin 450 Mr 1 pa3 Ha aoby, 7|20 mr, oaHopasosa

OHIB [03a

KeTtokoHa3on 200 mr asivi Ha aoby, 7(80 mMr, oaHopa3oBa

OHIB [03a

dnykoHason 200 mr 1 pa3 Ha aoby, 11|80 mr, ogHopa3oBa

OHIB [03a

EputpomiunH 500 mr 4 pasu Ha poby,|80 mr, oaHopasosa|l 20 %

7 OHiB no3a

BarikaniH 50 mr Tpudi Ha aoby, 14 aHis|20 Mr, oaHopasoBa|l 47 %
Ao3a

* [aHi, npeacraBneHi K 3MiHa B «X» pasiB, ABAAOTb cO60I0 CMniBBIAHOLWEHHS
Mi>K 3aCTOCYBaHHSAM po3yBacTaTMHyY Yy KoOMbiHauii Ta okpemo. [aHi,
npeacTtasneHi y surnagi % 3MmiHKM, aBNaiOTb coboto % Ppi3HULLD BiAHOCHO
NOKAa3HMKIB NpU 3aCTOCYBaHHI po3yBacTaTUHY OKpeMO.

36iNbIEHHA NO3HAYEHO 3HAYKOM 1, BIACYTHICTb 3MiH [~], 3MeHLWeHHs - | .

** Bbyno npoBeAeHO KinbkKa AOCNiAXXeHb B3aeMoAii npu  pi3HUX A[o03ax
po3yBacTaTuHy, B Tabnuui nogaHo Hambinbl 3Hayvylle CNiBBiAHOLWEHHS.

Brinve po3yBacratunHy Ha CyrnyTHI J1iKapCbKi 3acobu
AHTaroHictu BitamiHy K

AK i wono iHwmux iHribitopie NMIM-KoA-peaykTasn, Ha no4vaTKy 3acCTOCYBaHHSA
po3yBacTtaTuHy abo npu NigBULLEHHI NOro A03M Yy MauieHTIB, SKi 04HOYACHO
3aCTOCOBYIOTb aHTaroHictu BiTamiHy K (Hanpuknaa BapdapuH abo iHwWwun
KYMapuMHOBUN  @HTUKOAryJsigHT), MOX/IuBe nNigBULLEeHHS  MiXHapoAHOro
HOopManizoBaHoro cniegigHoweHHA  (MHC). MNpunnHeHHa  3acCTOCyBaHHA
po3yBacTtaTuHy abo 3MeHLWeHHA MOoro A03M MOXe MNPU3BEeCTU A0 3HMXKEHHSA
MHC. Y Takunx Bunagkax 6axaHun HanexHuin MoHitTopuHr MHC.

lMepopasibHi KOHTpauenTuBu/ropmoHo3lamicHa teparnisi (I'3T)
OnHo4vacHe 3acCcToCyBaHHSA poO3yBacTaTUHY Ta MNepopasibHUX KOHTpauenTuBiB

npu3soanno Ao niasuweHHa AUC eTuHinectpagiony ta Hoprectpeny Ha 26 %
Ta 34 % sBignosigHo. Take nigBUWEHHA MAa3MOBUX PIiBHIB KpOBi cnig
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BpaxoByBaTu npu nigbopi 403M nepopasibHUX KOHTpauenTusiB. [JaHMX LWOAO
dapmakoKkiHETUKM npenapaTiB y MnauieHTiB, SKi OAHOYACHO 3aCTOCOBYHOTb
posyBactatmH Ta [3T, HeMaeg, TOMYy He MOXHa BUKIOYATM nogdibHoro
edekTy. OgHak KoMb6iHaUio WNpPOKO 3aCTOCOBYBa/JIM XiHKaM y paMKax
KNiHIYHMX gocnigXeHb i nepeHocunu ii gobpe.

IHLWI nikapcbKi 3acobu

3a AaHMMU cneyianbHUX AO0CNIAXEeHb B3AEMOAIT KNiHIYHO 3HAYYLWOl B3aEMoAil i3
ANTOKCMHOM He OUYiKYETbCS.

JloniHaBip/pUTOHaBIp

Y dhapMakKonoriyHoMy AOCAiAXEHHI CYNnyTHE 3aCTOCyBaHHS pO3yBacTaTUHY Ta
KoMb6iHOBaHOro npenapaTy, Lo MiCTMB ABa iHribitopm npoteasu (noniHasip 400
Mr/puToHaBip 100 Mr), y 34opoBux Ao6poBO/bLIB acouitoBanocs 3 NnpnbamsHo
ABOPa3oBUM Ta N'STUpa30BUM 36iNbLUEHHSM NOKa3HUKIB piBHOBa)kHOro AUCo-
24y Ta Cmax AN po3yBacTaTUHy BignosigHO. B3aemMoais MiXk po3yBacTaTUHOM Ta
iHWWMMK iHri6iTopaMn NpoTeasun He BMBYanachb.

@y3ugoBa KncsoTa

Pn3nk po3BuTKYy MionarTii, BKJOYaouM pabaomionis, Moxe 6yTu niaBULLEHNN
npM  OAHOYACHOMY CMCTEMHOMY  3aCTOCYBaHHi  dy3uAO0BOi  KUCNOTKU 3i
CTaTUHaMMN. MexaHi3M i€l B3aEMogaii (dbapmakogMHaMIUYHUNA,
dapMakoKiHETUYHUIM abo aK dapMaKoaAMHAMIYHUN, TaK i PapMaKOKIHETUYHWNI)
AOCi HeBigoMuI. Bbynn noBigoMNeHHs npo pabaomioni3 (BKAKOYAOUYM PiAKICHI
neTanbHi BUNaaKM) y NauieHTiB, SIKi 3aCTOCOBYIOTb L0 KOMbiHaUito.

AKLWO CUCTEMHe 3acTocyBaHHSA dy3MA0BOI KUCIOTU € HEOOXiAHWM, NiKyBaHHSA
po3yBaCTaTUMHOM  CNig  NPUNMHUTM  HA 4Yac 3acToCyBaHHS (py3uaoBOI
kncnotu (amB. po3ain «OcobnnBOCTI 3aCTOCYBAHHSA»).

it

JdocnigxeHHa B3aeMoaii nposoaunn nuuwe y gopocnunx. CTyniHb B3aemogil y
AiTen HeBiAOMUN.

Oco6/1MBOCTIi 3aCTOCYBaHHS.
Briaine Ha HUpKu

lMpoTeiHypida, BUABNEHa y pe3ysibTaTi aHanily 3a TeCT-CMY>XKaMu Ta NepeBaHo
KaHanbLUEeBOro MNOXOMKEHHS, CrocTepiranaca y MauieHTiB, 4Ki NiKyBanucs
BULLMMUM A03aMKN po3yBacTaTuUHY, 3okpema 40 mr, i y 6inbwocTi Bunagkis éyna
TUM4yacoBoto abo nepepuByacTol. lNpoTeiHypia He 6yna nepeaBiCHUKOM
rocTpoi abo nporpecytyoi XxBopobu HUpPoK (AMB. po3ain «lMobiuHi peakuii»).
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YacTtoTa nNOBIAOMMIEHb NpPO  CEepro3Hi aBuwa 3 60Ky HUPOK Yy
NOCTMAapKEeTUHIoOBUX AOCNIAKEHHSX BuWA Npu 3actocyBaHHi no3u 40 wr. Y
nauieHTiB, AKi NpuiMatoTb npenapaT y 403i 40 Mr, y XoA4i CrnocTepeXeHHs cnig
perynsipHo nepeBipsat™™ OYHKLi0O HUPOK.

BriainB Ha ckeneTtHy MycKynaTtypy

MopyweHHsA 3 60Ky CKeNneTHOi MycKynaTypwu, Hanpukiag Mianrisa, mionaTia Ta
3pigka pabaomionis, cnocrepiranmca y nauienTiB, SKi npunManm posyBacTaTuH
y 6yab-akmx posax, ocobnueo 6inbwe 20 wmr. TlooAMHOKI BUNaaKwu
pabagomionizy BiA3Ha4Yannca Npu 3acToCcyBaHHiI e3eTuMiby y kombiHauii 3
iHribiTopamn  MI-KoA-peaykta3n. He  MOXHa  BUKKOYATM  MOXJ/IUBICTb
dapmakogmnHaMiuHoi  B3aemogii (ame. po3ain «Bsaemogia 3 iHWKWMMK
nikapcbknmm 3acobamm Ta iHWiI BMAM B3aEMOAiN»), @ TOMY TaKy KOMOiHauUito
cnig 3acTtocoByBaT 3 06epexHiIcTHO.

SK i npu 3actocyBaHHi iHWKX iHribiTtopie MI-KoA-peaykrtasm, 4actoTa
noBiAOMNEHb NpO BuUMNaakm pabaoMionizy, noB’d3aHOro i3 3aCTOCYBaHHSAM
po3yBacTaTUHYy, Y NOCTMapKeTUHroBoMy nepiodi 6yna suwioto npu Ao3si 40 mr.
€ NoBiAOMNEHHS NMPOo pPiAKICHI BUMNaaKn iMyHoornocepeakoBaHOT HEKPOTU3Y YOI
MionaTii, WO KiHIYHO NPOSABASAETLCA CTIMKOK MPOKCM3MasbHOK M’'SI30BOIO
cnabkicTio i nigBULWEHHAM piBHA CUPOBATKOBOI KpeaTWHKiIHa3W, nig 4ac
nikyBaHHsa abo nicna nNpUNUHEHHS NiKyBaHHS CTaTUHAMKU, BKJOYaO4u
po3yBacTaTUH. Y TakKoMy pa3i MoXyTb 6yTu HeobXigHMMKM A0AaTKOBI
HEMPOM'A30BI i CEeponoriyHi AOCNIAKEHHS, NiKyBaHHSA iIMYHOCYMNPECMBHUMMU
npenapaTtamu.

PiBeHb KpeaTuHKIiHa3su

PiBeHb KpeaTuHkiHasn (KK) He cnig BuMiptoBaT nicnsg 3HAYHUX Qi3UYHUX
HaBaHTaxeHb abo y pa3i HaAasgABHOCTI MOX/UBUX anbTEPHATUBHUX MPUYNH
niasnweHHs KK, Wwo MoxXyTb YCKIaAHIOBATU iIHTepnpeTauito pe3ybTaTiB. AKLWO
noyaTtkosi piBHi KK 3Ha4yHO nigBuweHi (>5 pasis suwe BMH), npotarom 5-7
OHIB  HeobxigHO  3pobuTtK NMOBTOPHUW  aHanis, wob nigTBEepaAUTH
pe3ynbTaTh. AKWO pe3ysbTaTyM MOBTOPHOro  aHanisy niaTBepaXyrTb,
o no4vaTtkoBe 3HavyeHHa KK 6inbwe HiXy 5 pasie nepesuwye BHM,
3aCTOCyBaHHSA npenapaTy po3novnHaTu He cnig.

[lepen no4yaTtKom JliKyBaHHS

Po3yBacTaTuH, 9K i pewTy iHri6iTopis NMIM-KoA peaykTtasu, cnig 3 o6epexHicTio
NpuU3HayYaTK NauieHTaM 3i CXUAbHICTIO A0 MionaTii/pabaomMionizy. o dakTopis
TAKOro puM3uKy HanexaTb:

— NopyLweHHs PyHKUIi HUPOK;

- rinoTupeos;
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— HasBHICTb B 0CO6MUCTOMY abo pOAMHHOMY aHaMHe3i CnaaKoBMX 3aXBOPOBaAHb
M'a3iB;

— HAsIBHICTb B @aHaMHe3i MiOTOKCMYHOCTI Ha TNi 3aCTOCYBaHHS iHWWX iHribiTOpiB
'MI-KoA peayktasun abo ¢ibparis;

— 3J/I0BXMWBAHHSA asIkOrosieMm;
- Bik > 70 pokiB;

- CuTyauil, WO MOXYTb NpuU3BeCcTU A0 nNiAgBUWEHHSA PpiBHIB npenapaTty Yy
nna3mi (ame. po3ainn «Cnocib 3acTtocyBaHHA Ta A03u», «B3aemopais 3 iHWMMNK
NnikapcbKnMuM 3acobamMu Ta iHLWI BUAN B3aEMOAiN» Ta «DapMaKOKiHETUKA»);

- CYNYTHE 3acTocyBaHHA dibparTis.

Y TakuxX NauieHTiB MNOB'A3aHUM i3 NiKyBaHHAM pU3MK MNOTPIGHO oOuiHIOBaTH,
NOPIBHIOKUM 3 OUiKYyBAHOK KOPUCTIO; TaKOX PEKOMEHAYETbCSA KIIiHIYHUN
MOHITOPUHI. AKWo no4aTkoBi piBHIi KK 3HauyHO niaBuweHi (>5 pasiB Buue
BMH), nikyBaHHS po3no4YnHaTK He cnig.

Y nepioa nikyBaHHs

MauieHTiB CNig NONPOCUTU HEranHO NMOBIAOMNATM Npo M'A30BUIN 6inb, cnabkicTb
abo cyooMm HeBiAOMOI eTionorii, ocobMBO SAKLIO BOHM CYMNPOBOAXYHTbCS
He3ayXaHHsaM abo nponacHuuer. Y Takux MauieHTiB NoTpibHO BMMiptoBaTH
piBHi KK. 3actocyBaHHs npenapaTy cnig npunnHutn, akwo piBHi KK 3HayHoO
niasuweHi (>5 x pasis Buwe BMH) abo akwo cumntomMm 3 60Ky M'a3iB TAXKiI
Ta CNPUYUHSOTL LWOAEHHUN AnckoMdopT (HaBiTb AKwWoO piBHIi KK < 5 x
BMH). Y pa3si 3HMKHEHHS CUMNTOMIB Ta NoBepHeEHHS piBHA KK 40 HOpMK MOXHa
NOHOBWUTW Tepanito po3yBacTaTUHOM abo anbTepHATUBHWUM iHribitopom MI -
KoA-peayKTa3sn y HaWMeHWin Ao3i Ta nig petenbHUM Harnsaom. PerynsipHo
nepesipaTK piBHi KK y acMMnTOMaTUM4YHMX NaUIiEHTIB HeMae noTtpebu. [lyxe
piAKO MOBIAOMAAAM NPO BUMAAKM iIMyHOOMOCEpeaAKOBAHOI HEKPOTU3YHYOI
mionaTtii (IOHM) nig 4yac abo nicna Tepanii cTaTUMHaMW, y TOMY u4uCAi
po3yBacTtaTtuHoM. KniHiyHuMKn nposiBamm IOHM € cnabkicTb npokcuManbHUX
M'A3iB Ta nNigBULWEHHSA pPiBHA KpeaTuUHKIHA3M Yy cupoBaTui KpoBi, LWO
36epira€TbCsa HaBiTb MiCAA NPUNMHEHHS 3aCTOCYBaHHS CTaTUHIB.

Yy KIHIYHNX AOCNIAXEHHSAX He byno OTpPUMaHO AOoKa3iB
NiABULLEHOrO BMNJMBY HA CKEJIETHY MYCKynaTypy Y HEBENUKOI KiNbKOCTI
NauieHTiB, $AKi npurMManu pol3yBacTaTUH Ta CynyTHi npenapatn. OpgHak
NiABULLEHHA 4aCTOTM MIiO3UTY Ta MionaTil Big3HAyanoca y MaAUiEHTIB, 4Ki
npunManu iHWi inribitopn MMIMr-KoA-peaykrasm pasom i3 noxiaHMMu ¢ibpoeBoi
KMUCNOTK, Y TOMY 4ucni rem@iébposmnom, UMKIOCNOPUHOM, HIKOTUHOBOH
KWUCNOTOK, a30/lbHUMU  NpPOTUrpubKOBMMUM  npenapaTtamu, iHribitopamum
npoTeasn Ta MaKponigHUMKU aHTmMbioTukamu. NemMdibpo3nn nigBuLLyE pU3NK
MionaTii Npn CynyTHbOMY 3aCTOCYBaHHi 3 aesakKnMHU iHribitopamm MIr-KoA. Tomy
3aCToCcoBYBaTuM  po3yBacTtaTMH y  KoMmbiHauii i3 rem@ibpo3nnom He
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pekoMeHAYeTbCA. KopucTb noganblioi 3MiHW piBHSA NiNidiB NpyY 3aCTOCYBaHHI
po3yBacTaTuHy y kKoMbiHauii 3 ¢ibpatamn abo HiauMHOM MOTPIBHO peTenbHO
3Ba)KyBaTW MOPIBHSAHO i3 MNOTEHUIMHWMK  puU3nKamu, MoB'sA3aHUMKM 3
3aCTOCYBaHHAM Takmx KombiHauin. [o3a 40 Mr npoTunokasaHa npu
CYynyTHbOMY 3acTocyBaHHi ibpaTiB (auB. po3ainm «B3aemogisa 3 iHWKMMMK
nikapcbknMun 3acobamum Ta iHWI BUAM B3aeMoain» 1a «lMobiuHi peakuii»).

PosyBactaTMH He cfij 3aCTOCOBYBaTM OAHOYACHO 3 npenapataMu  Ang
CUCTEMHOr0 3aCTOCYBAHHS, LLO MiCTATb y3M40BY KMUCIOTY, Ta NPOTAroM 7 AHIB
nicns NpUNUHEHHS 3acToCyBaHHA y3MA0BOI KUCNOTU. lMauieHTam, Ansg aKux
CUCTEMHE 3aCTOCyBaHHS (py3naoBOi KUCNOTU € HEObXiagHUM, Cnig NPUNMUHUTK
NPUAOM CTaTUHIB Ha uen nepiod. lMosigoMnsann npo Bunaaku pabgomionisy
(BKIKOYUAOYM PiAKICHI NeTanbHi BUNaaKKW) y NauieHTiB, aKi npunMann dy3naosy
KUCNoTy Yy KoMb6iHauii 3i ctatmHamu (amB. po3ain «B3aemopis 3 iHWMMK
nikapcbknmm 3acobamum Ta iHWI BUAM B3aeEMoAin»). lMauieHTaM cnig HeramHo
3BEepHYTUCS A0 JliKaps, SKWO BOHW MoMiyawTb y cebe CMMNTOMU M’SI30BOI
cnabkocrTi, 6onto abo yytTnmBocTi. Tepanito CTaTUHOM MOXHa BiAHOBUTU 4Yepes
7 OHIB Nicns NpumnMoMy OCTaHHbOI 403U Y3NA0BOI KUCIOTW.

Y BUHATKOBMX BMNaAKaxX, SKWO noTpibHe nposIOHroBaHe CUCTEMHE
3aCcToCyBaHHS &y3MA0BOI KUCAOTWU, HaNpukiaa, AN NiKyBaHHS TSXKUX
iHpekuin, HeobXiaHICTb OAHOYACHOro 3aCTOCyBaHHSA poO3yBacTaTUHY Ta
dy3naoBoi KMUCNOTU cnig AeTanbHO PpoO3rnsgaTtv y KOXHOMY KOHKPETHOMY
BMNAAKy Nig peTesibHUM Harnsaaom nikaps.

Po3yBacTtaTMH He cnig 3aCToCOBYBaTM MNaUiEHTaAM i3 FOCTPUMMU, CEPUO3HUMM
CTaHaMu, WO cBig4YaTb MNpo MionaTito abo MOXNUBICTb PO3BUTKY HUPKOBOI
HeAOoCTAaTHOCTI BHAcNiAok pabaomionidy (Takux sk Cencuc, rinoTeHsis, 3HayHe
XipypriyHe BTpPYy4YaHHs, TpaBMa, TSXKi MeTaboniyHi, EHAOKPWHHI Ta
€NeKTPONiITUYHI po3naam abo HEKOHTPOSIbOBAHI Cya0MM).

Briine Ha nediHKy

SAKi i iHWi iHri6itopyu NMIM-KoA-peaykrasn, po3yBacTaTUH Cig 3 06epexHicTio
3aCTOCOBYBaTU MaUi€EHTaM, SKi 3/10BXWBaAKOTb ankoroneMm Tta/abo MakTb B
aHaMHe3i 3axXBOPOBAHHA MeYiHKN,

PekomMeHaoBaHO nepeBipaATM 6iOXiMiYHI MOKa3HWUKKM (YHKUIT Ne4viHKn nepea
NOYaTKOM JliKyBaHHSA Ta yepes3 3 MicAaui NoTOMY. 3aCTOCYBaHHSA po3yBacTaTUHY
cnig NpunMHUTM abo 3MeHWUTU [03y, SKWO PpiBeHb TpaHCaMiHas vy
CUpoBaTLUi KpoBi 6ifiblUe HiXXK BTPUYi NepeBULLYE BEPXHIO MeXy HOpMKU. YacToTa
NOBIAOM/IEHb MNP0 Cepro3Hi gBuwa 3 60Ky nedviHkn (nepeBaxHo Mpo
NiABULLEHHS PiBHS TpaHCaMiHa3 Ne4viHKKW) y nicnsgpeecTpauinHoMy nepioai 6yna
6inbLWwoo Npu 3acTtocyBaHHi Ao3n 40 Mmr.

Y nauieHTIB i3 BTOPUHHOIO rinepxosnecTepmHeEMier0, 3yMOBJIEHOK MNiNOTUPEO30M
abo HedpOTUUYHUM CMHAPOMOM, CNig CroYaTKy BUJIKYBATU OCHOBHY XBOpoby,
nepw HiXX po3rnovynHaTH Tepanito po3yBacCTaTUHOM.
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Y nicnapeectpauinHoMy nepioAi 3pigka nosigoMnsnM npo netanbHi abo
HeneTasibHi BUNaAKM MNEe4YiHKOBOI HeAOCTaTHOCTI Y MNauieHTiB, sKi npumiManu
CTaTUHW, Y TOMY 4YMC/i po3yBacTaTUH. AKLLO Ha TNi JiIKkyBaHHA po3yBacTaTUHOM
PO3BMBAETbCS CEPUO3HE YpaXXeHHS Me4diHKM 3 KAIHIYHOK CMMMOTOMAaTMKO
Ta/abo rinepbinipybiHeMIiElD UM XKOBTAHMLEW, CMia HEramHo MNpUNUHUTK
NpUAOM npenapaTy. AKWO iHWKUX NPUYNH HE BUSIB/IEHO, He CNi4 NOHOBNOBATU
NiKyBaHHS pO3yBacCTaTUHOM.

Paca

JocnigxxeHHs dapMaKoKiHETUKM CBig4YaTb MNP0 3POCTaHHS eKCno3uuii vy
NaUIiEHTIB MOHIoM0IAHOI pacu NpubnnM3HO BABIYI MOPIBHAHO 3 €BpPOMNENUSMN.
[Nna Taknx nauieHTiB HeobxigHa KopekKLuis A03YBaHHS po3yBacTaTUTUHY (AMB.
po3ainn  «Cnoci6 3actocyBaHHs Ta Ao3u», <«[lpoTunokasaHHa» Ta
«PapMaKkoKiHeTMKka»). [Ons nauieHTiB as3iMCbKOi pacu no4YaTkoBa [A03a
po3yBacTaTMHY NOBUHHA 6yTn 5 Mr. MigBnweHa KoHUeHTpauis po3yBacTaTuHY
y nna3Mmi kpoBi 6yna nomiyeHa B a3iCbkMX nauieHTiB (AMB. po34ain
«0Ocob6nBOCTI 3acToCcyBaHHA» Ta «®apMakokiHeTuka»). Cnig B3aTU A0 yBaru
36iNblIEHY CUCTEMHY €KCNO3MUito NMpuU NiKyBaHHI NaLEHTIB MOHION0IAHOI pacu,
Yy AKUX rinepxosiectTepmHeMid He KOHTPOJTIETbCA aAeKBaTHO ao3amum o 20 mr.

IHri6iTopn nporeasn

MigBULLEHA CUCTEMHA €KCno3ulis A0 po3yBacTaTMHY crnocTepiranacs B ocib,
SIKi 3aCTOCOBYBaNN po3yBacCTaTUH CYNYTHbO 3 Pi3HUMM iHriGiTOpaMu nNpoTeasu
y NOEAHAHHI 3 puTOoHaBipoM. Cnig o6MipKyBaTh SK KOPUCTb Bif, 3HUXEHHS PiBHSA
ninigie 3a A0ONOMOro po3yBacTaTMHY Yy nauieHTiB i3 BIJ1, aKi OTpUMYIOTb
iHribiTopy npoTea3n, TaK | MOX/AMUBICTb NIABUWEHHA KOHLUEHTpaUin
po3yBacTaTUHY Y MJfia3Mi KpPOBi Ha no4yaTKy Tepanii Ta npu niaBuULEHHI 403K
pO3yBaCTaTUHY Y NAUIEHTIB, AKi OTPUMYIOTb iHri6iTOpn npotea3n. OaHoyacHe
3aCTOCyBaHHS npenapaTy 3 iHribitTopamMy npoTeasn He peKOMeHAYETbCS, AKLUO
[03a po3yBacTaTUHY He ckopurosaHa (AuB. po3ain «Cnocib 3acTtocyBaHHSA Ta
no3n» Ta <«B3aemopis 3 iHWWMMKM fikapCcbkKMMKM 3acobamMu Ta iHWI BUAU
B3AEMOAIN>»).

IHTepcTuyianbHa xBopoba siereHb

Mig yac 3acTocyBaHHSA AesAKUX CTaTUHIB, 0COBNMBO NpU TPMBaNOMY JliKyBaHHI,
NOBIAOMIANN NPO BUHATKOBI BUMAAKWM iHTEepCTUUIaNbHOI XBOpobu nereHb (AnB.
po3ain «[lMobiuHi peakuii»). Jo nposBiB Ui€l XBOpobu MOXHa BigHECTU
3a4MLLUKY, HenpoAyKTUBHUN Kalwenb Ta 3aranbHe
noripweHHsa ctaHy (CTOMIOBAHICTb, 3HMXXEHHS Macu Tila Ta rapsayka).
Y pasi nifo3pun Ha iHTepcTuuianbHy XBOpoby JiereHb 3aCTOCYBaHHA CTaTUHIB
cnig NPUNUHNUTA.

LlykpoBuii giabet

[eski dakTn ceigyaTb, WO CTAaTUHU NIABULLYIOTb piBEeHb M1OKO3U B KPOBi Ta y
AeSKNX MNaUi€HTIB, SKWUM 3arpoXy€ BUCOKUN pPU3BUK PO3BUTKY AdiabeTy B
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ManbyTHbOMY, MOXYTb CNPUYNHATU rineprnikemito Takoro
PiBHA, NpU SKOMY HeobxigHe HanexHe nikyBaHHA Adiabety. Lo 3arposy,
OAHAaK, MepeBuULLYE 3HMXXEHHS PU3UKY CYAMHHUX NOPYLUEHb NPW 3aCTOCYBaHHI
CTaTWHIB, i TOMYy BOHa He Ma€e 6yTW nNiACTaBOK AN18 NPUMNUHEHHS Tepanii
CTaTMHaMWU. 3a NauieHTaMM rpynu pusnky (piBeHb rAOKo3u HaTwe 5,6-6,0
MMonb/n, IMT >30 Kr/mM?, nigBUWEHUI piBeHb TpuUriuepuaiB, apTepianbHa
rinepteHs3ida) cnig BCTAHOBUTU K KNiHIYHMIA, TaK i 6iIOXiIMIYHMIA KOHTPOb 3rigHO
3 HauioHaNbHUMU KepiBHULTBAMMU.

Y [Oocnig)XXeHHsX 3apeecTpoBaHa 3arasibHa 4acToTa UuyKpoBoro Aaiaberty
ctaHosuna 2,8 % y rpyni npunoMy posyBactatuHy Ta 2,3 % — y rpyni
nnauebo, nepeBaxHO y MauUieHTIB i3 piBHEM rNOKO3M HaTwe Big 5,6 oo 6,9
MMO/b/N.

Ak i wopo iHwux iHribiTopie MI-KoA-peayktasu, Npu  3aCTOCYBaHHI
po3yBacCTaTUHY cCrnocTepiranocad 3pocTtaHHa HbAlc Ta piBHIB rAwoKo3nM vy
CUpoBaTUi KpoBi. ¥ aeakux Bmnagkax Ui NOKAa3HWUKM MOXYTb NepeBullyBaTu
rpaHMYHe 3Ha4dYeHHsa AN AiarHOCTUKKM LyKpoBoro Aiabety, Hacamnepen y
Naui€EHTIB 3 BUCOKNUM PU3NMKOM pO3BUTKY AiabeTy.

Y KNiHIYHNX gocnigXeHHax 6yno nokasaHo, WO 3aCTOCYBaHHSA po3yBacTaTUHY
B SKOCTi MOHOTepanii He ChnpUYMHAE 3HMXEHHSA 6a30BOi KOHUEHTpauii
KOPTU30/y MN/a3MW KPOBi i He BMNJMBAE Ha pe3epB HAAHWUPKOBUX 3as03.
HeobxiaHa ob6epexHicTb y pa3i 04HOYACHOro 3acTOCyBaHHSA pO3yBacTaTUHY Ta
iHWKX NikapcbkuxX 3acobiB, 34aTHUX 3HUXYBATU PIiBHI 4YM  aAKTUBHICTb
€HAOrMeHHNX CTepOoIAHNX TOPMOHIB, HanNpukKag KETOKOHA30/Y, CripOHONaKTOHY
Ta UMMETUANHY.

it

JocBig KNiHIYHMX AOCnig)XeHb 3aCTOCYBAaHHA npenapaTty AiTaM Ta nignitkam
obMexxeHuM, i ,oBroTpuBani eekTn 3acToCyBaHHS po3yBacTtaTuHy (>1 pik) Ha
CTaTeBe 03piBaHHA HEBIAOMI.

€ Q[naHi, Wwo TpuBane 3acTOCyBaHHS poO3yBacTaTUHY Yy AiTen Ta Nianitkie
CYNpOBOAXYETbCA MnigBueHHAM piBHA KK Ta cumntoMamm 3 60Ky M'a3iB nicns
di3nyHoOro HaBaHTaxeHHa abo niaBmweHoi i3UYHOI aKTUBHOCTI (AMB. po34in
«[MMo6iyHi peakuii»).

Lornomi>kHi pe4oBuHMN
lMpenapaT MIiCTUTb NaKTO3y. AKLWO Yy MauieEHTa BCTaHOBJ/IEHA HEMNEPEHOCUMICTb

AeSKNX LYKpiB, CNig NPOKOHCY/bTYBATUCSA 3 NliKapeM, nepLl HiXX NpumnMaTh Len
nikapcbkuin 3acib.

3acrocyBaHHS y riepioq BaritHocTi abo rogyBaHHs rpyagto.
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Po3syBacTtaTvH NpOTUMNOKa3aHWN y nepioa BaritTHOCTI abo roayBaHHS rpyaato.

XKiHkaM, penpoAyKTMBHOIO BiKy CNig 3acToCoByBaTW HasexHi 3acobu
KOHTpauenuir.

OcCKinbKK XonectepuH Ta iHWIi NpoayKTn 6i0CMHTE3y XONnecTepuHy BiairpatoTb
iCTOTHY pOnb Y PO3BUTKY MaoAa, NOTEHUIMHWUA pU3MK Big NpUrHiyeHHs MI -
KoA-peayKTtasn nepeBuLlLYE KOPWUCTb Bi4 3acTOCyBaHHA npenapaTty B nepiog
BariTHocTi. [laHi AocnigXeHb Ha TBapuMHax LWOAO TOKCUMYHOrO BM/IMBY Ha
penpoayKTMBHY @YyHKUIlO obMexeHi. SAKWwo nauieHTKa 3aBariTHIE y nepioa
3aCTOCYBaHHS LbOro npenapaTty, NiKkyBaHHS Cnig HEramHoO NPUNUHUTM.

OcCKinbKM iHWWA NiKapCbKMUN 3acib LUbOro Knacy NpoOHWKAE y FpyaHe MOJSIOKO
AKANHWU  Ta BpaxoBykuu, Wo iHribitopy [MI-KoA-peaykrtasm MOXYTb
CNPUYUYMHATU CeprOo3Hi HebaxkaHi peakLii y HEMOBAIAT, XiHKaM, SKi NoTpebyloTb
NiKyBaHHS po3yBacTaTWUHOM, CNig peKkoMeHAyBaTu yTpuMaTuUCs Bi4 rogyBaHHS
rpyaato. JaHux wono NpoOHWUKHEHHS npenapaTy y rpyaHe MOJIOKO Y JII0AUHU
HeMaE€ (amB. po34in «MpoTunoKasaHHS»).

34aTHICTb BrJINBATU HAa LWBUAKICTb PeaKUil rnpun KepyBaHHI aBTOTPaHCopTOM
abo iHWnMKY MexaHi3Mamu.

JocnigkeHb WoA0 BNAUBY pO3yBacTaTUHy Ha 30aTHICTb KepyBaTu
aBToMob6ineM Ta npaulBaTh 3 MexaHiamMamm He nposoaumnn. OgHak, 3 ornaay
Ha dapmMakoAMHaAMIYHIi  BfIACTUMBOCTI  npenapaTy, MaJoOMMOBIpHO, LWWO
po3yBacTaTuH YNHUTUME BMN/NB Ha Taky 30aTHICTb. Mpwn
KepyBaHHi aBToTpaHcnopTtoM abo poboTi 3 iHWKMMM MexaHi3mMamMu cnig
BpaxoBYyBaTU MOXJ/IMBICTb 3arMaMoOpOYeHHS Yy nepioa NikyBaHHA.

Cnoci6 3acrocyBaHHs Ta [O3M.

Mepen Mo4YaTKOM NiKyBaHHS MavuieHTy cnig NMPU3HAYNTH
CTaHAAPTHY rinoxonecTtepuHeMivyHy AIi€Ty, KOl BiH MOBUHEH AOTPUMYBATUCS i
NPOTAroM flikyBaHHSA. o3y cnig ninbupatn iHAMBIAYaNbHO 3a5eXHOo Bi4 MeTu
Tepanii Ta BiANOBiAI MauieHTa Ha NiKyBaHHSA, Kepyl4yuCb MNOTOYHUMU
3arasibHOMPUUHATUMU peKoOMeHAalisMN.

Po3yBacTaTvH MOXHa npumnMaTn y byab-aKni Yac AHS He3anexHo Bi4 Npnumnomy
Ki.

JlikyBaHHS rinepxosaecrepmuHemMil
PekomeHnoBaHa no4yaTkoBa [03a CTaHOBUTbL 5* abo 10 Mr nepopanbHo 1 pas

Ha [o0by K ANnsa nauieHTiB, SKi paHille He 3acToCcoByBa/lM CTaTUHMW, Tak i
nepeseageHUX Ha nNpenapart 3 NPUMOMY iHWOro iHribitopa MMIM-KoA-peaykrasu.
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*Ockinbkn TabneTtka He AiNNTbCA, Y BUNaAKy NpuM3HaYeHHs npenapaTty y Ao3i
MeHwe 10 Mr cnig 3acTtocoByBaTU nNpenapaTtv po3yBacTaTUHY 3 MOXJ/IMBICTHO
Takoro A03yBaHHS.

Mpu BM6OpPI NOYATKOBOI 403U CNi4 BpaxoByBaTW PiBHI XONECTEPUHY B KOXHOIO
OKPEMOro MauieHTa Ta pU3nK cepueBOo-CyANHHUX NOpYyLUeHb Y ManbyTHbOMY, a
TAKOX IMOBIpHICTb  pO3BUTKY HebaxaHux peakuin.yY pasi HeobxigHOCTI
nigBuwyBaTM [03y A0 HACTYMHOro PpiBHA MOXHa 4epe3 4 TUXHI (auB.
po3ain «®apMmakoanHaMika»). 3 orngay Ha Te, WO Ha TAi 3aCTOCyBaHHS
npenapaty B A03i 40 Mr HebakaHi peakuii BMHUKAKOTb YacTille, HiX npwu
MeHWmx ao3ax (ame. po3ain «MobiyHi peakuii»), oCTaTO4YHO TUTpPYBaTU A03Y A0
40 Mr BapTO NMWe nauieHTaM i3 TAXKOK rinepxonecTtepnHeMierd Ta BUCOKUM
PU3NKOM CepLeBO-CYAMHHUX MopyleHb (30KpeMa Yy XBOPUX i3 CiMENHO
rinepXxonecTtepuHEMIelD), Y SKUX He BAANOCA AOCArTU MeTU NiKyBaHHS Mnpu
3acTocyBaHHi go3m 20 Mr i ki nepebyBaTuMyTb Nig perynasipHUM Harnsaom
(am.. po3ain «0OcobanBOCTI 3aCTOCyBaHHA»). Ha noyaTky npuiomMy npenaparty
y A03i 40 Mr peKkoMeHAOBaHWUIM Harnsg cneuianicris.

3anobiraHHsi NopyLUeEHHSIM 3 60Ky cepLeBO-CYANHHOI CUCTEMU

Y pocnigXeHHi 3HMXKEHHS PU3KMKY MnopyweHb 3 60Ky cepueBO-CyAUHHOI
cucTemMun npenapaTt 3actocoByBanuM y Ao3i 20 Mr Ha poby (aus.
po3ain «®apMakoanHaMmika»).

llayieHTV ITHLOro BiKYy

PekomMeHaoOBaHa no4yaTkoBa A03a A/ NaUieHTIB BikoM > 70 pokiB CTaHOBUTb
5* mr (amB. po3ain «OcobnnMBOCTI 3acTocyBaHHs»). IHWa Kopekuisd ao3n 3
ornsay Ha Bik He noTpibHa.

*QcKinbku TabneTka He AiNnTbCA, Yy BUNAAKYy NMpU3HaYeHHs npenapaTy y Ao03i
MeHwe 10 Mr cnig 3acTocoByBaTW MpenapaTtu po3yBacTaTUHY 3 MOXJ/IMBICTIO
Takoro A03yBaHHA.

lNayieHTH i3 HUPKOBOKO HEAOCTATHICTIO

MauieHTaM i3 nerknmm abo NOMipHUMKU NOPYLUEHHAMU (PYHKLIT HAPOK KOpeKLUis
[031 He noTpibHa.

PekoMeHgOBaHa no4daTkoBa A03a A9 NAUIEHTIB i3 MOMIPHUMWU MOPYLUEHHAMMN
dyHKUIT HUpOK (KNipeHC KpeaTuHiHy <60 Mn/XB) CTaHOBUTb 5* Mr.

*QOckinbkn TabneTtka He AiNUTbLCA, Y BUNMAAKY NPU3HAYeHHS npenapaTy Yy Ao03i
MeHwe 10 Mr cnig 3acTtocoByBaTU npenapatu po3yBacTaTUHY 3 MOXJ/IMBICTHO
Takoro A03yBaHHS.

[o3a 40 Mr npoTunokasaHa nauieHTaM i3 NOMiIPHMMU MOPYLWEHHAMU DYHKLIT
HUPOK. 3acTOCYBaHHS po3yBacCTaTUHY MNAUiEHTaM i3 TAXKKUMU MOPYLUEHHAMM
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HUPKOBUX (QYHKUIi npoTunokasaHo Yy 6yab-akux posax (ame. po3ginu
«MpoTnnokasaHHs» Ta «PapMaKoKiHETUKA»).

llayieHTn i3 NopyLweHHIMU QyHKUIT neviHku

Y naui€eHTIiB i3 NOpYLIEHHAMWN NEYiHKMK, WO ouiHoBanuca y 7 abo meHwe 6anis
3a wkanotw Yanmnaa-r’io, nigBULLEHHSA CUCTEMHOI €KCNO3ULii po3yBacTaTUHY He
cnoctepiranocsd. OaHak B 0ocCi6 i3 nopyweHHsMMn y 8 Ta 9 6aniB 3a LWKanow
Yannga-M'io CUCTEMHa eKcnosunuis 3pocTana (avs. po34in
«DapMaKoKiHeTHKa»). Y TakKnx MauieHTIiB AOUINbHOK € ouiHKa dYyHKLiT HUPOK
(amB. po3ain «OcobnmnBOCTI 3acTocyBaHHA»). [10CBiA 3aCTOCyBaHHS npenapaTy
nauieHTaMm, gaki Habpanu 6inbwe 9 6aniB 3a wkanot Yanmnga-r'ro, BiACYTHIN.
Po3yBacTaTMH MNpOTUMNOKA3aHUN MauiEHTaM 3 aKTUBHMMU 3aXBOPIHOBAHHSAMMU
neviHku (amB. po3ain «MpoTunokasaHHsa»).

Paca

Y nauieHTiB MOHroNOIiAHOI pacu crnocTepiranaca niaBulleHa CUCTEMHa
ekcno3uuis npenapaty (avB. po3ainm «lMpoTtunokasaHHa», «OcobnmBoCTI
3acToCyBaHHsA» Ta «dDapMakoKiHeTMKa»). PekomMeHgoBaHa Mno4YaTKoBa /Ao03a
ANS NAUIEHTIB a3iMCbKOro NOXOAKEHHS CcTaHoBUTb 5 Mr; no3a 40 Mr Takum
nauieHTaM NpoTUNOKa3aHa.

reHeTnyHmi nonimopgiam

MeBHi TMNWN reHETUYHOro nMosiMopdiaMy MOXYTb NPU3BOAUTU A0 NiABULLEHHS
ekcno3unuii posyBactatuHy (AmB. po3ain «d®apMakokiHeTuka»). lNauieHTam i3
BiAOMOIO HaSABHICTIO Takux TUniB noniMmopdiamy pPEKOMEeHAYETbLCS
3aCTOCOBYBaTU MeHLWy A060BYy 403y pO3yBacCTaTUHY.

lauyieHTn 3i CXUJIbHICTIO 40 PO3BUTKY Mionarii

PekoMeHgoBaHa no4yaTkoBa Ao03a AN8 MaUi€EHTIB i3 (akKTopaMu puUsuKy A0
PO3BUTKY Mionarii CTAaHOBUTb 5% mMr (ams. po3ain «OcobnneocTi
3aCTOCYBaHHSA»).

*QcKiflbkM TabneTka He AiNUTbCS, Y BUNAAKY NPU3HAYeHHS npenapaTy y A03i
MeHwe 10 Mr cnig 3acTocoByBaTWM MpenapaTy po3yBacTaTUMHY 3 MOXJMBICTIO
TaKoro 03yBaHHS.

Jo3a 40 Mr npoTunokasaHa [AesdkuM i3  Takux nauieHTiB  (aus.
po3ain «[poTunoKasaHHsa»).

CynyTHE 3acTtocyBaHHs

Po3yBacTtatMH € Ccy6bCTpaToM Ppi3HMX TpaHCNopTHMX 6inkiB (Hanpuknaa
OATP1B1 Ta BCRP). Pusuk mionartii (y ToMy 4ncni pabgomionisy) 3pocta€e npwu
CYNyTHbOMY 3aCTOCYBaHHi po3yBacTaTUHY i3 NEBHUMMU fliKapCbKMMK 3acobamu,
WO MOXYTb NiABMLLYBATM MOro KOHUEHTpauilo Yy nsa3Mi KpoBi BHACNiA0K
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B3aeMOAii 3 UMMM TpaHCNopTHUMK binkamu (Hanpuknag UMKIOCNOPMHOM Ta
NeBHUMK iHribiTopamMnu npoTteasn, B TOMY 4YuCni KoMbiHauissMu pUTOHaBIpy 3
aTasaHasBipoM, noniHaeipoM Ta/abo TUNpPaHaBipoMm; AnB.
po3ainn «0cobnmBOCTI 3aCcTOCyBaHHSA» Ta «B3aemMoais 3 iHWKMMK NiKapCbKMMM
3acobamm Ta iHWI BWAM B3aeMogin»). o MOXAMBOCTI Cnig pPO3rAsiHYTU
3aCTOCYBaHHA anbTepHATUBHUX JNliKapCcbknx 3acobiB Ta, y pasi HeobxiaHOCTI,
TMMYACOBO MNepepBaTyM Tepanilo po3yBacTaTUMHOM. HAKWO CYyNyTHbOro
3aCTOCYBaHHS UMX niKapCbkux 3acobiB i3 po3yBaCTaTUHOM YHWUKHYTU
HEMOX/IMBO, CJli4 peTesibHO 3BaXXWUTU KOPUCTb Ta PU3MK Bi4 CYynyTHbOro
3aCTOCyBaHHA Ta BigNOBIAHMM 4YMHOM BigKoperysaTu [[03Y pO3yBacCTaTUHY
(amnB. po3ain «B3aemoaia 3 iHWMMKU fiKapCbKMMKM 3acobaMu Ta iHWI BUAM
B3aEMOAiN>»).

Hitn.
3acToCcyBaHHSA npenapaTty AiTIM Ma€E NpoBOAUTM NuLLe cneuianicT.

3acTtocoByBaTH A4iTAM Ta nignitkam Bikom Big 10 go 17 pokiB (XNONYMKKM Ha
ctaaii po3suTtky II Ta Buwe 3a TaHHepOM Ta AiB4yaTa, B SAKUX MEHCTpyauii
noyanucs woHamMmeHwe 1 pik Tomy).

3BMyariHa noyaTtkoBa AoboBa A03a AN4 AiTer Ta NiANniTKiB i3 reTepo3nroTHO
CIMEMHOIO TrinepxonecTtepuHeMierd CTtaHoBUTb 5* mr Ha poby. [lMpenapart
3a3BMYyal npurUMaTn nepopanbHO B Ao3ax Bia 5* mr go 20 mMr 1 pa3 Ha noby.

*QcCKinbku TabneTka He AiNnTbCs, Yy BUNAAKY NMpuU3HavYeHHs npenaparty y A03i
MeHwe 10 Mr cnig 3acTocoByBaTW MpenapaTtu po3yBacTaTUHY 3 MOXJ/IMBICTIO
Takoro A03yBaHHA.

Mipsuwysatn Oo3y cnig BiANOBIAHO A0 iHAMBIAYaNnbHOI BiANOBIAI AUTUHU Ha
NiKyBaHHSA Ta NepeHOCMMOCTi npenapaTy, AOTPUMYIOUYUCL peKoMeHaauin Wwoa0
nikyBaHHs Aaiten (ame. po3gin «OcobnnBoCTi  3acTocyBaHHs»). [lepepn
noYyaTKoOM Tepanii po3yBacTaTUMHOM AiTAM Ta nignitkaMm cnig npusHaynTu
CTaHAAPTHY rinoxonectepmHeMiyHy ADiETy, AKOI navuieHTn MalTb
AOTPUMYBATUCS | NPOTAroM NikyBaHHS. be3neky Ta eeKTUBHICTb NiKapCbKOro
3acoby y pgoszax 6inbwe 20 Mr y uin nonynsauii He gocnigXxysanu.

Tabnetkn no 40 Mr He 3aCTOCOBYBaATU LITAM.

Hitn Bikom 4o 10 pokis

Joceig nikyBaHHSa Aiten Bikom o 10 pokiB obMexeHuWr 3acTOCyBaHHAM
npenapaTty Yy HeBeNWKOIl KiNbKOCTi nauieHTiB (BikoM Big 8 ao 10 pokiB) i3

FOMO3UIOTHO CiMENHOIO rinepxonectepuHeMiern. TakMM YMHOM, pOo3yBacTaTUH
He peKOMeHAYETbCH 3aCTOCOBYBaTU AiTAM BikoM 0 10 pokiB.
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lMepeno3syBaHHs.
CneuundivyHoro nikyBaHHsS nepeno3yBaHHA HeMae. Y pasi nepenosyBaHHS
nauieHTa cnig nikyBaTu CUMNTOMATUYHO Ta, Y pa3i HeobXigHOCTi, BXUTU

NiATPUMYOUMX 3axoaiB. MNoTpibHO KOHTpoNtoBaTH QyHKLUIi NeviHku Ta piBHi KK.
EdekTuBHICTb remogianizy ManomMMoBipHa.

Mo6iyHi peakuii.
3 60Ky KpoBi Ta 1iM@paTtnyHoi cucteMmuy: TpOMOOLNTOMNEHIS.

3 60Ky iMyHHOI cucTeEMM: peakLuii rinepyyTnMBOCTi, B TOMY 4ucChi
AHFOHEBPOTUYHUIN HAbPSK.

3 60Ky eHAOKPUHHOI CUCTEMM: LUYKPOBUI fiabeT”.

lcuxivyHi po3iaan: penpecis.

3 60Ky HEpBOBOI cuCTEMU: TONOBHMI b6iNb, 3aNaMOpPOYEHHS, NOJliHEBpONaTis,
BTpaTa naM’saTi, nepudepuyHa HeBponaTia, po3naau cHy (B TOMy uyuchi
6e3COHHSA Ta HiYHi KowMapu).

3 60Ky opraHiB AnXaHHSs, rpyAHOI KJIITKN Ta CEPEAOCTIHHS: Kawenb, 3aAnLLKa.

3 60Ky TpaBHOro TpakTy: 3anop, HyaoTa, abgomiHanbHM 6inb, NaHkpeaTuT,
piapes.

3 60Ky renarobiniapHoi cucTemMu: NiABULLEHHS PiBHSA NEYiHKOBMX TpaHCcaMiHas,
XKOBTAHMUSA, renaTut.

3 60Ky LWKipn Ta MigWKIipHOI KITKOBUHM: cBepbiX, BWUCUN, KPOMMB'SHKA,
cuHapom CriBeHca->XXOHCOHA.

3 60Ky CKe/IeTHOI MycKy/aTtypu Ta CrioJly4HoOI TKaHuHu: Mianrisa, mionatisa (B
TOMY 4ucni Mio3uT), pabaomMionis, apTpanrisi, ypaxXeHHs CyXO0XWNb, iHKONU
YCKNaAHeHi iX po3puBamMu, iMyHoonocepeaKkoBaHa HEKPOTU3YOYa MionaTis.

3 60Ky HUPOK Ta CeYOBUAI/IbHOI CUCTEMM.! remaTypig.

3 60Ky pernpoayKTUBHOI CUCTEMU TA MOJIOYHMX 3a/103! FHEKOMACTIs.

3arasibHi po351agn Ta CTaH MiCLsi BBEAEHHS: acTeHisl, Habpsk.

*YacToTa 3anexuTb Bifl HAABHOCTI baKTopiB pu3uKy (piBeHb rMIOKO3M HaTLlE >

5,6 mmonb/n, IMT > 30 kr/m?, nigBulleHi piBHI Tpurniuepuais, apTepiasibHa
rinepTeH3ia B aHaMHesi).
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SK | Npu 3acTocyBaHHI iHWKX iHri6iTopie TMIM-KoOA, YacTtoTa nobidyHnX peakLuin
3a5exuTb Bi4 A03W nNpenapary.

Brnavws Ha HUpKu

[MpoTelHypisa, BUSABNEeHa y pe3y/ibTaTi aHanidy 3a TeCT-CMYXKaMu Ta NepeBa)Ho
KaHanbLeBOro noxXoAXeHHs, cnocrepiranaca y nauieHTiB, SKi 3aCTOCOBYBanu
po3yBacTaTuH. 3MiHM BMICTY 6inka y ceui Big Hyns abo cnigis A0 3Ha4YeHHS ++
abo 6inbwe cnoctepiranmca y < 1 % nauieHTiB y A€SKNUX YAaCOBUX TOYUKaX Yy
X04i 3acTtocyBaHHsA npenapaTty B Ao3ax 10 ta 20 mr i y npubnusHo 3 % -
npu go3i 40 Mr. Heesenuke 36iNblIeHHS 4acTOTM 3MiHM BMICTy Big Hynsa abo
cnigis Ao 3Ha4YeHHs + cnocTtepiranuca npu Aosi 20 Mr. Y 6inblIoCTi BUNaakis
NpoTeiHypis 3MeHwyBanacsa abo 3HMKana CrNoOHTAHHO MPWU MPOAOBXEHHI
Tepanii. 3a [aHUMU [A0CNigXeHb Ta MNOCTMAapKETUHIOBMX CMNOCTEPEXEeHb
Ha AaHMW  4Yac He  BUSABJEHO  MNPUYMHHO-HACNIAKOBOro  3B'SA3KY  MiX
NPOTEIHYPIED Ta rocTpuM abo NporpecyrymMM 3aXBOPOBAHHAM HUPOK.

Ha Tni 3actocyBaHHA po3yBacTaTUHY BiA3HAYEeHO BWUMAAKM remaTypil; 3a
AAHUMUW AoCigXeHb YacToTa il Mana.

BrsivB Ha CKe/IETHY MyCKynaTtypy

YpaXeHHs CKeneTHOI MyCcKynatypu, Taki gk mianrig, Mionatia (y ToMmMy 4ucni
Mio3U1T), Ta 3piaka pabaomionis i3 rocTpod HMPKOBOK HeaocTaTHicTio abo 6e3
Hei 6ynu BiA3HaAYeHi Npu 3acTocyBaHHI 6yab-sKMX [03 poO3yBacTaTUHY,
ocobnumBo npu ao3ax > 20 mr.

Y nauieHTiB, $Ki NpunManm po3yBacTaTUH, CMOCTepiranocs Ao303ajexHe
3pocTaHHa piBHiB KK; y 6inbwocti Bunaakie sasuwe 6yno cnabkum,
aCMMNTOMATUYHMM Ta TUMYacoBUM. AKWo piBHI KK nigBuweHi (> 5 pasiB Buule
BMH), NiKyBaHHS cnip MPUNNHUTK (ans.. po3ain «OcobnmneocTi
3aCTOCYBaHHSA»).

Briine Ha rnediHKy

SK i Npu 3acTtocyBaHHi iHWKUX iHribiTopie TMIM-KoA-peanykrtasu, y HeBenukoi
KifIbKOCTi nauieHTiB, AKi NnpnnMann po3yBacTaTuH, BiA3HA4Yanocs A0303a5exXHe
36inblWEeHHA piBHA TpaHcaMiHasz; y 6inbloCTi BUNnaaKkie ssuie 6yno cnabkum,
aCMMNTOMATUYHUM Ta TUMYACOBMUM. [1pn 3aCTOCYBaHHI pO3yBacCTaTUHy TaKOX
BiA3Ha4vanocs nigsuweHHs pisHiB HbA1c.

Ha Tni 3actocyBaHHA AesKMUX CTaTUHIB BiA3Hadanucs Taki HebaxkaHi aBuwa:
po3naj ctaTteBoi MYHKLUiT, OKpeMi BUNaaKu iHTepcTuuianbHOI XBOpobu nereHb,
ocobnmeBo nNpu  TpuBanoMmy 3actocyBaHHi (amB. po3ain «0cobnmeBoCTi
3aCTOCYBaAHHS»).

YacTtoTa nosigoMsieHb Npo pabaoMionis, cepmosHi NopyLeHHs 3 60Ky HUPOK Ta
nedviHkuM (nNepeBaxkHO NiABULWEHHSA AaKTUBHOCTI MNEYiHKOBUX TpaHCaMiHas)
6inbla npun 3acTocyBaHHi npenapaTy B Ao3i 40 Mr.
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Y npoueci nicnapeecTpauiMHOro 3acTocyBaHHs po3yBacTaTUHY iAeHTUdIKOBAHO
Taky HebaxaHy peakuito $SK JfeTanbHa Ta HefneTasbHa MediHKoBa
HeAOoCTaTHICTb. OCKiIbKM Npo UK peakuito MnoBigOMNSANM CNOHTAHHO 3
nonynsauil HeEBM3HAYeHOI KiJIbKOCTi, HEMOXJ/IMBO AOCTOBIPHO OUIHWUTU 1T 4YacToTy
ab0 BCTAHOBUTUN HASABHICTb NPUYMHHO-HACNIAKOBOro 3B's13KYy 3 3aCTOCYBaAHHSAM
npenapary.

3pigka y nicnapeecTtpauinHoMy nepioai noBiAOMASAM NpO  MNOPYLUEHHS
KOrHiTMBHUX dYyHKUiM (Hanpuknaa noripweHHs nam’aTi, 3abyabKyBaTiCTb,
aMHe3is, CnAyTaHiCTb CBIAOMOCTI), WO acoUilOTbCA i3 3aCTOCYyBaHHSAM
CTaTuHiB. lpo TakKi KOrHiTMBHI npobnemMu nosigoMnsAn y 3B'A3Ky 3 YycCiMma
CTaTUHaMU. SBuLlA, NpPO SKi MAETbCS Yy MNOBIAOMMEHHSX, 3a3BMYan MaloTb
NEerknim xapakrtep i MUHaTb NicAs BiAMIHWM CTATUHIB, @ TaKOXX MalTb Pi3HUN
yac Ao nosien cumMmnToMiB (Big4 1 AHA OO AEKiINbKOX POKiB) Ta A0 3HMKHEHHS
CcMMNTOMIB (MefiaHa — 3 TUXHI).

Hitn

MiagBMWEHHS piBHS KpeaTuHKiHa3u > 10 pasis suwe BMH Tta cumntomu 3 60Ky
M'a3iB nicnga @i3an4yHOro HaBaHTa)xeHHs abo niaBuLLEHOI i3NYHOI aKTUBHOCTI
crnocTepiranucs yacTtiwe y 52-TUXXHeBOMY KNiHIYHOMY AOCAIAXKEHHI 3 y4acTio
AiTen Ta nigniTkiB nopiBHAHO 3 popocnumu (aAmB. po3ain «0OcobnnBoCTi

3aCTocyBaHHAa»). NpoTe npodinb 6e3nekn polyBacTaTUHy Yy AiTen Ta NnigniTkise
6yB NoaibHMM A0 TakKoro y AOPOC/MnX.

TepMiH NpnaaTHOCTI.

2 pOKM.

YMoBM 36epiraHHs.
36epiratn npun TemnepaTtypi He Buwe 25 °C.

36epiraTn y HeAOCTYNHOMY ANS AiTen Micui.

YnakoBka.

Tabnetkn no 10 Mr: no 14 Tabnetok y 6nictepi. Mo 2 abo 6 bnicTepiB y
KapTOHHIN ynakoBL,i.

Tabnetkn no 20 mMr Ta no 40 mr: no 14 Tabnetok y 6nictepi. Mo 2 6nictepn y
KapTOHHIN ynakoBL,.
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KaTteropis Bignycky.

3a peuenToM.

Bupob6HuK.

TOB «KYCYM OAPM»,

Micuye3sHaxoa)keHHA BMPO6HMKA Ta agpeca Micus NpoBap)XeHHsA Moro
AiANbHOCTI.

40020, YkpaiHa, Cymcbka obnactb, M. Cymu, Byn. CkpsbiHa, 54.



