SATBEPJKEHO
Haxa3z MinicrepcTBa 0XopoHu
310poB’st YKpaiHu
22.10.2018 Ne 1920
Peectpaniiine mocBiTuaenns
Ne UA/13299/01/01
Ne UA/13299/01/02
Ne UA/13299/01/03
Ne UA/13299/01/04

IHCTPYKIIA
AJISE MEJHYHOT 0 3aCTOCYBAHHS JIIKAPCHKOT0 3aco0y

POMA3HUK

(ROMAZIC)
Cknao:
oiloya peuoguna: rosuvastatine;
1 TabneTka, BKpHTa ITIBKOBOIO 0OOJIOHKOIO, MICTHTE posyBacTatudy 5 mr a6o 10 Mr, abo 20 mr, aGo
40 mr, o exkBiBaeHTHO 5,2 Mr 260 10,4 mr, aGo 20,8 mr, aGo 41,6 MI pO3yBaCTaTHHY KAaJIbIIiIO;
OONOMIDICHI  peyo6uHY: JIAKTO3W MOHOIIApAT, THUIl 1; JIAKTO3M MOHOTIAPAT, TUI 2; LEHON03a
MIKPOKpPHCTaJliyHa; HATpPil0 ILMTPAaT; KPOCIOBiIOH Tul B; kpeMHil Kosoimuuii 6e3BOAHEI; MarHiro
creapar; oGomonka (Gapsuuk Opadry Il Gimmit 33G28523, rimpomernosa, JNaKkTO3d MOHOrimpar,
MakporoJ, TpualeTis, TuTany aiokeuz (E 171)).

Jixapcerka dpopma. TabneTku, BKpUTI MIIBKOBOIO 0GOIOHKOIO.

OcnogHi Qizuxo-ximiuni enacmugocmi.:

5 Mr: Kpyruii IBOOIYKITi TaG/IeTKH, BKPHTI MTiBKOBOIO 060MOHKO0, 61100 a6o Maibxke 6i1oro kosopy,
3 TUCHEHHAM «5» 3 oHOTO OOKY;

10 Mr: kpyryi gBoOIyKii TaGJeTKu, BKPUTI IUIIBKOBOIO 0GOIOHKOIO, Gimoro a6o Mmaibke 6inoro
KOJIBODY, 3 TACHEHHAM «10» 3 onHOrO GOKY:;

20 Mr: Kpyrii JBOONIYKII TaGJIETKH, BKPHTI IUIIBKOBOK O6ONOHKOIO, 6imoro a6o Maibke Giaoro
KOJILOPY, 3 TACHEHHIM «20» 3 0IHOr0 OOKY;

40 Mr: IpoOBryBaTi ABOONYKJIi TabJIeTKH, BKPHTI IIIBKOBOIO 0O0JIOHKOIO, 61710ro a6o Maiixke 6i10ro
KOJIBODY.

®apmaxorepanesTuana rpyna. l'inoninizemiuni 3aco6u. [uriGitopu I'MI'-KoA penykrasu.
Kox ATX C10A A07.

Dapmakonoziuni enacmusocmi,

Dapmaroounamixa.

PosyBacratnH sHiye mimsumeni piBai xomectepumy-JIITHII|, 3aranbHOro XxonecTepuny i
TPUITHUEPU/IB, & TAKOXK Mi/IBHINYye piBeHb xonectepury-JIIIBIII (nimonporeinn BuCOKoi mitsHOCTI).
IIpenapar Taxox 3uwxKye piBHi aninonmpoteiny B (AmoB), xonecrepuny-ueJIITHIII, Xonectepuny-
JUTAHIL, rtpurninepunis-JIJHI i migsumye pisens amnonimomporteiny A-I (AmoA-I) (mus.
TabJIUIO).

PosyBacraTin Takox 3MeHIIye TOKa3HHK CITiBBiAHOMEHHS Xonecrepur-JITTHIL/ xonecrepun JITIBIL],
3araJipHUK  xonectepun/xonectepun-JIIIBII, xonecrepun 1Ie.]'lT[}},Eﬂ;{;ﬁoﬂeCTejjm;_-HHBIH i

AnoB/AnoA-I. /S

Liromme



Tabmung 1.
Jlo303ayie)xkHa  BiAMOBiAL y IANieHTIB 3 IEpPBUHHOIO rimepxosiectepuHeMicro (tunm Ila i IIb)

(ckopuropaHui cepejiHii BiZICOTOK 3MIiH MOPIBHSIHO 3 TTOYaTKOBUM 3HAYEHHSIM ) -
Jo3za N X- 3arajJbHul X- Tr' | ueJITIBII-X | AnoB AnoA-]
- JIHIHIL | xosecrepun | JHIBIL | N
IInane6o | 13 -7 -5 3 -3 -7 -3 0
5 17 -45 -33 13 -35 44 | -38 4
10 17 -52 -36 14 -10 -48 -42 4
20 17 -55 -40 8 -23 -51 -46 8
40 18 -63 -46 10 -28 -60 -54 0

Tepanepruunuit edexr mocsraetecst mpoTsroM 1 TwkHS micas mouaTKy JikyBaHHs, a 90 %
MaKCHMaJIBbHOIO €(PeKTy ocsracThbes uepes 2 THXHI. MakcuManbHuil e(heKT, sk IPaBUIIO, JOCATAECTLCS
yepe3 4 THXHI 1 B mogamsIioMy 36epiracthes.

Dapmaroxinemuxa.

Bemoxkmysanus

MakcumarnbHa KOHIEHTPAllis pOo3yBacTaTHHY y IUIa3Mi KPOBI OCAra€Thes MPHOIU3HO Yepes 5 roaud
Iic/Is IepOPaTBHOTO 3aCTOCYBaHHs. AGCOOTHA Oi0OCTYIHICTh CTAHOBUTE IPHOIU3HO 20 %.
Posnooin

PosyBacTaTvH €KCTEHCHBHO IIOTJIMHAETHCS MTEUiHKOIO, SIKA € OCHOBHAM MICIIEM CHHTE3Y XOJECTEPUHY
i xiipency xonecrepuny-JIITHII. O6’em posmoziny po3yBacTaTHHY CTAHOBHTH HpUOIm3HO 134 m1.
bnuseko 90 % posyBacraTuHy 3B’A3y€Thes 3 OiTKaMy IUIA3MH KPOBi, TOJIOBHUM YHHOM 3 allb0yMiHOM.
Memabonizm

PosyBacratun migmaerbes obmexxeHomy wmertabonismy (mpubmusuo 10 %). In vitro nmocnimkeHHS
MeTaboIi3My 3 BUKOPUCTAHHSIM IeNaTOLUTIB JIIOJANHH BKa3yIOTh Ha Te, [0 PO3YBACTATHH € CIa6KUM
cy6cTpaTom s MeTabosizmy, ONOCEPE/IKOBAHOTO [TUTOXPOMOM P450. CYP2C9 € ronoBHUM 3a1isHUM
i3opepmenTom, a 2C19, 3A4 i 2D6 3amisHi MEHIION MlpOIO OCHOBHUMH iEHTH(DIKOBAHUMHU
MeTaboIiTaMu € N-aucmernn i JIAKTOHOBI MeTaOOJIiTH. MeTtabosit
N-guemerwty npu6binu3Ho Ha 50 % MeHID akTWBHHM, HIX PO3yBacTaTHH, a JIAKTOHOBI (opMH
BB)KAIOThCA KJIiHIYHO HeakTHBHUMH. Ha posyBactaTus npunanae 6inpire 90 % aktuBHOCTI iHTiGiTOPY
I'MI" KoA y nupkyJorouiit KpoBi.

Bugeoenus

ITpubauzno 90 % mo3u po3yBacTaTHHy BUBOAMTHECS Y HE3MIHEHOMY BHIIISAL 3 KaloM (BKIIOYAIOUH
abcopboBany i HeaGcopOOBaHy [il04y peUOBHHY), & pellITa BUBOJUTHCS 13 Cedero.

ITpu6musno 5 % BUBOIUTHCS i3 ceuero y He3MiHeHOMY BHIIIAZi. Ilepios HaMiBBUBEIEHHS i3 INIa3MU
KpPOBi CTaHOBUTH Npubu3HO 19 rogun. Ilepion HamiBBUBeICHHS HE TOJOBIKY€ETHCS [IPH 3aCTOCYBaHH]
sumux J103. CepenHili reoMeTpUYHMM MMOKAa3HWK KIIPEHCY IUIA3MH KPOBi CTAHOBHUTH MPUOIH3HO
50 n/ropuny (koedinient Bapiamii 21,7 %). SIk i y Bunaaxy immmx iuri6iropis I'MI" KoA-penyxrasm,
y TIpoIieci MEYiHKOBOI'O 3aXOIUICHHS po3yBacTaTuHy Oepe yuacts MemOpanuwuit nepenocaux OATP-C.
I1e¥ epeHOCHUK BiAirpae Ba)JINBY poJib y MEYiHKOBIHM eniMinallii po3yBacTaTumy.

Jinitinicme

CucTeMHa €KCIIO3MIIs PO3yBaCTaTHHY MOCHIIIOETHCS MPOOpIiKHO 10 mo3u. [Ticns GararopasoBoro
IIOJEHHOTO 3aCTOCYBaHHS HE CIIOCTEPIraeThCs 3MiH (PapMaKOKiHETUYHHUX MOKA3HHKIB.

Oxpemi epynu

Bix ma cmamyp

Bik i cTaTh He BIUIMBAIOTH KIIHIYHO 3HAUYYINMNM YMHOM Ha (apMaKOKIHETHKY pPO3YBacTATHHY Y
ZIOPOCITHX. dapMakoKiHeTHKa posyBactaruuy y gited i mimmiTkiB i3 TeTepPO3UTOTHOIO ciMeitHO10
rinepxonecTeprHeMielo GyIia aHAIOTTYHOIO TaKill y JOPOCIUX JOGPOBOIIBIIB (JII/IB posmn «ditan).
Paca "
DapMaKOKIHETHYHI DOCII/DKEHHS JEMOHCTPYIOTh 301IbIIECHHS LLpCﬂ,HIX noxammcua AUC 1 Cnax y
HpeL[CTaBHI/IKlB MOHTOJIOITHOI pacu (AMOHWIB, KUTaHLiB, (iminmipiis, B’ L’l‘II'lMU,IB \KopemuB)
MIOPIiBHSHO 3 NPeNCTABHAKAMH €BPONCOTAHOT pacu; Yy NPEACTABHAKIB a3iaTehKol ]‘JaGI’d cepenHi
noxasHuKH AUC i Cpax 30inbImyroTbes npubiussao B 1,3 pasa. Houymmmmﬂ _(]aapmal{mm-lemqr—mu
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aHali3 CBIAYATH MpPO BiACYTHICTH KIIHIYHO 3HAUYIMMX BiaMmiHHOCTeH y (apmakoKimermui Mix
€BPOIEOIIHOIO 1 HETPOIAHOIO pacaMH.

IHopywenns gpyuryii Hupox

Y Xopi AOCHIUKEHHS 3 y4acTIO MALi€HTIB i3 Pi3HUMHU CTYIEHAMH NMOpylIeHHs GYHKOIT Hupok, mpu
3aXBOPIOBAHHAX HHMPOK JIEFTKOTO Ta MOMIPHOTO CTYINEHIB TSXKKOCTI HE CIIOCTEPIrajaocst BIUIMBY Ha
IUIa3MOBiI  KOHIIeHTpanii posypactaTuHy i N-aumcMmerwsn MeraGomity. Y Tali€HTIB i3 THKKUMH
nopymeHHsaMu  ¢yHkuil HEpok (KK <30 Mi/xBuimHy) clocTepiranocst 30UIBIICHHS IJIa3MOBOT
KOHIeHTpanii y 3 pasu i 36inbuienns koHuentpanii N-gueMetun MetaGounity y 9 pasiB mopiBHIHO 3i
310poBuME 10OpoBobLsaMH. KoHllenTpanil po3yBacTaTiHy y Mmina3mi KpoBi IPH PiBHOBA>KHOMY CTaHi
y TALi€HTIB, IKUM MPOBOAUTHCS reMopiania, Oynu npubmusno Ha 50 % OUNBIIMMHU, HIK y 3M0pPOBHX
JI0OPOBOJIBLIIB.

THopywenus @yuxyii nevinku

Y xomi NOCIiMKEHHS 3 YYacTIO MAli€HTIB 3 PI3HUMHU CTYIEHSMH NOpYyLUeHHs GYHKIIl medinky mpy
NOKasHUKYy 7 abo mmxue 3a Imkangoro Yaitnma-II’ro cHcTeMHa eKCIO3MIS PO3YBACTATHHY He
nocumoBanack. OQHaK y 2 nanieHTiB 3 nokasHukamu 8 ta 9 3a mxanoro Yaiinna-II'1o cnocrepiranocs
ITOCHJIEHHSI CHCTEMHOI €KCIO3MLil NpUHAlMHI y 2 pasd MOPIBHSHO 3 MAIliEHTAMHM 3 HIDKYUMU
MOKasHHKaMK 3a wmkanoo Yainna-IT'ro. Hemae mocBinmy 3acTrocyBaHHs mperapaTy ITallicHTaMm 3
MMOKa3HUKOM BHIIe 9 3a miaioro Yaing-I110.

Himu

DapMakOKiHETHYHI OKA3HUKH y JiTel i3 reTepO3UroTHO CiMeHHOIO rilepXoNecTepuHeMielo Y Bini
BiZ 10 mo 17 pokiB jo KiHIs He BuBueHi. HeBennke (apMakoKiHETHUHE JOCIIDKEHHS 3aCTOCYBAHHS
posyBacTaTiHy (y BUIVIAAL TabneTok) y 18 miteil mpomeMOHCTpPYBaIo, IO €KCIO3UILS IpenapaTy y
AiTeH CIiBCTaBHA 3 TAKOKO y JOPOCIHX mamientiB. KpiM TOro, pesynsTary BKa3yloTh Ha BiACYTHICTH
BUPA)KEHOTO BIAXHMJIEHHS BiJl JO30IPONOPITiHOCTI.

Kninivni xapakrepucruxm,

IHoka3anna,

Jlixysanus 2inepxonecmepunemii

Hopocum, migniTkam ta AiTaM BikoM Bix 10 pokis i3 mepBHHHOIO rinepxonecreputeMieto (tumy Ila,
B TOMY YHCII 13 T€TEPO3UTOTHOO CIMEHHOIO rillepXojIecTepuHeMicro) abo 3MINIaHOK0 AUCITIMiIeMicto
(tumy IIb) sax nDomoBHeHHS g0 Ji€TH, KOJIM JIOTPHMAHHS JIi€TH Ta 3aCTOCYBAHHS IHIIHX
HEMETUKAaMEHTO3HHX 3ac00iB (Hanpukian GpisuYHUX BIIpaB, SMEHIICHHS MaCH Tijla) € HEAOCTATHIM.
Ilpn romo3urotTHi#f ciMmeiiHii rimepxoylecTepuHeMii $K JONOBHEHHS JO [Ii€TH Ta iHHOMX
JiMiKO3HMXKYBATBEHUX 3ac00iB NiKyBanHs (Hanpukian adepesy JITTHII) a6o y Bumamkax, KOIH Take
JKYBaHHS € HEJIOPESUHIM,

IIpoghinaxmuka cepyeso-cyounnux nopyuiens

3anobiraHHs 3HAYHMM CEPIIEBO-CyTMHHMM IIOPYIICHHSM y MAI[€HTIB, IKUM, 32 OLIHKAMHU, 3arpoXye
BHCOKMA  DHM3MK  IIEpHIOrO  BHUIAAKY  CEpIEBO-CYAMHHOTO  IOPYIIEHHS  (OMB.  pO3Ain
«DapMakoJUHAMIKa» ) K JOTIOBHEHHS JI0 KOPEKIii IHIuX (GaKTopis pUsHKY.

IlIpomunokazannus.
o T'inep4yTnuBicTs 0 po3yBacTaTHHY abo 10 OyAb-AKOi 3 JOIOMDKHMX PEYOBHH NPENAPATY;
¢ 3axXBOPIOBAHHS NEYiHKH B aKTHBHIN CTajii, BKIIOYAIOUM CTiliKe MiABUINEHHS aKTHBHOCTI
TpaHCaMiHa3 CHPOBATKU KpOBi HeBimoMol eTioorii, a TakoX IIJBHINCHHS aKTUBHOCTI Oy/Ib-
SKOI TpaHCaMiHa3H CHPOBATKM KpOBi GibIue HiX y 3 pasu Bulne BepXHboi Mexi Hopmu (BMH);
TSDKKI OpyIIeHHs GYHKIIT HUpoK (KiIipeHe kpeaTuHiny < 30 MII/XBHIHHY);
MIOIIaTis;
OJTHOYACHE 3aCTOCYBaHHS 3 IUKIIOCIIOPHHOM;
nepiof BariTHocti abo rojyBaHHS TPYJUTO, 8 TAKOXK XKIHKaM pPerpoyK’ THBHORO Ble, AKi He
3aCTOCOBYIOTH HaJIeXHI IPOTU3AILTiAHI 3ac00u. -
Ilpenapat y nmo3i 40 Mr npoTumokasaHwii IamicHTaM i3 (l)’lKlOdeﬂ 1o c,npumm‘p PO3BHUTKY
Mionatii/pabromionisy. Taki GpakToOpu BKIIIOYAIOTE: ‘ ) ;_-}
® IOMipHE NOPYIICHHs GYHKIHT HUPOK (KIpeHc KpeaTuHiny < 60 M rrf\:mumuy) ;



® TINOTHPEO3;
®  CIIaJKOBi 3aXBOPIOBAHHS M’A30BOI CHCTEMHU B 0COOHUCTOMY abo ciMEeHHOMY aHaMHesi;
B aHaMHe31 — MiOTOKCHYHICTh IpH 3acTocyBaHHi iHmoro iHribitopy 'MI" KoA-pe nykrasu abo
hiGpaty;
3JIOBXKMBAHHS aJIKOT0JIEM;
CTaHH, NP SKUX MOXYTh 3pOCTaTH PiBHI pemnapaTy y ria3mi KpoBi;
HAJIEXKHICTh O MOHTOJIOIIHOT pacH;
® CyIyTHE 3acTOCyBaHHS (iGpatiB
(ouB. posainu « OcoOIMBOCTI 3aCTOCYBaHHAY), «B3aeMois 3 iHIIUMY JIIKAPCHKUMU 3aco0aMH Ta iHIi
BUJIM B3aEMOJii» Ta « DapMaKoKiHETHKAY ).

B3aemooin 3 inwumu nikapcoKumu 3aco6amu ma iHuii 6uou 63acmooiii.
Bnnus cynymuix npenapamis na posysacmamun

Inzibimopu mpancnopmuux 6inkis

PosyBactaTun € cyOcTpaToM mjist JEsKMX TPaHCIIOPTHHUX OiNKiB, y TOMY YHCI II€4iHKOBOTO
TpaHcmoprepa 3axomineHHs OATPIB1 Tta edmokchoro Ttpancnoprepa BCRP. Opnowache
3aCTOCYBaHHS PO3YyBaCTaTHHY 3 JIKapChKHUMHU 3aco0aMi, IO NPUTHIYYIOTH IIi TPaHCHOpPTHI Ginkw,
MOXK€ IIPU3BOJUTH O MiABUINEHHS KOHIICHTpALi po3yBacTaTWHy y IJIa3Mi KpOBi Ta 30imblIeHHS
pusuKy Miomatii (muB. posgminu «Croci6 3actocyBaHHs Ta 103u», «OCOOIMBOCTI 3aCTOCYBAaHHY,
«B3aeMogis 3 iHIIHME JTiKapchKUMU 3ac00aMu Ta IHII BHAYW B3aEMOi», Tabuuiyo 2).

Luknocnopun

IIpu opHOYaCHOMY 3aCTOCYBaHHI po3yBacTaTHHY i Iukiocropuny nokasHuku AUC posysactarumy
Oymu B cepenHboMy y 7 pasiB BHIIMMHM 3a HOKAa3HHKH Y 3[0poBuX N0GpoBoibLiB. PosysacTaTun
IPOTUIOKA3aHWM  INalieHTaM, fKi OJHOYAaCHO OTPUMYIOTh IMKIOCIOPHH  (AMB.  pO3IiN
«IIpoTunokazanusy).

OpHouacHe 3aCTOCYBAaHHS HE BIUIMBAE HA KOHIIEHTPALIO [IUKJIOCIIOPHHY Yy ILIa3Mi KPOBi.

Ezemumi6

Opnovacne 3acTocyBaHHS po3yBacTaTuHy B 1031 10Mr Ta esetmmi6y 10 Mr namienram i3
TiepXoNecTepUHeMiero MpHu3BoaAMIo a0 3poctanHs AUC posysactatuny B 1,2 pasa (Tabmuns 2).
Onuak apMakoHHaMiYHy B3a€EMOJIII0 MIXK PO3yBACTATHHOM Ta €3€TUMiGOM, 110 MOKE IIPU3BECTH M0
BUHVKHCHHs NOOIYHMX peaKiliif, BUKIIOUMTH He MOXKHA (IUB. po3Ain « OcoGIIMBOCTI 3aCTOCY BaHHA ).

TIem@pibposun ma inwi einoninidemiuni npenapamu

OmuovacHe 3aCTOCYBaHHS PO3yBAaCTATHHY i reMQiOpO3UIy NPU3BOAUTE 10 36iNBIIEHHS TOKA3HUKIB
Cmax 1 AUC posyBactatuHy y 2 pasu (auB. po3ain « OcobIuBOCTI 3aCTOCYBAHHSY ).

Buxonsaun 3 JaHuX CIelianbHUX TOCTI/PKEHB B3a€MOJIl, 3HAUyII0l hapMaKoKiHETHYHOT B3aeMoil 3
(enodibparom He odiKyeTHCS, e MOXKE BUHHKATH (hapMaKoAuHAMIUHA B3aEMOJis.

I'emdibposun, penodibpar, inmi ¢piGparu i Hiauus (HIKOTHHOBA KHCJIOTR) y JIMiMO3HELKYBATBHUX
mo3ax (mosu BuINe abo ekBiBajeHTHI 1 r/mo0y) MiABWINYBand PHU3UK BHHHKHEHHS MiomaTii TIpH
OHOYAaCHOMY 3acTocyBaHHi 3 iHri6itropamu I'MI" KoA-peaykrasu, MOXKIMBO, ¥ 3B’A3Ky 3 THM, IO
OCTaHHI MOXXyTb CIPHUMHATH PO3BHTOK Miomatil npn MoHoTepanii. J[o3a 40 MI IIpoTHIOKa3aHa mpu
ONHOYACHOMY 3acToCyBaHHi (iOpariB (muB. posminmu «IIporumokazanus»y Ta «OcoGIrBOCTI
3aCTOCYBaHHA» ). Takoik JIIKyBaHHS HAli€HTIB CJIi pO3IMOYMHATH 3 JO3U 5 MT.,

Ineibimopu npomeasu

Xova TouHMH MeXaHi3M B3aeMOZIl HEBIIOMUIL, OAHOYACHE 3aCTOCYBaHHS IHTIGITOPIB IpOTEa3y MONKE
3HAYHO 30LMBLTYBAaTH EKCIIO3ULII0 posyBacTaTuHy (muB. Tabmuipo 2). Hampukman, Yy JOCHiIKeHH]
(hapmaxokineTHKH OHOYACHE 3aCTOCYBaHHs 10 MI' pO3yBacTaTWHy Ta KOMGIHOBAHOTO JIKapChKOro
3aco0y, o0 MicTuB nBa inriGiTopn npoteasu (300 mMr arazanasipy/100 Mr puTOHaBIipy), y 3T0POBHX
106poBONELIB cympoBouKyBaocs miasuieHHIM AUC Ta Cmax pO3yBacTaTHHY IIPHOIM3HO B 3 Ta 7
pasiB BigmoBigHo. OpHOYAacHE 3aCTOCYBAaHHA PO3YBACTATHHY Ta AESIKHX Kxombinariit inriéitopis
NPOTEasd MOXKIIMBE IICIs PETENbHOI0 OOMIpKYyBaHHS KOpeKI_Ill TIO3H PO3YBACTATHIY, BHXOJSH 3
OYiKYBAHOT'O 3pOCTAHHS CKCIIO3HUIIil posyBacTatuy (nuB. posaimu «Cpocit 3ac’rocy13u1um Ta T03U»,

«OcobmuBoCTi 3acTocyBaHHA», «B3aeMmois 3 IHIAME JiKapCHKUMI ', BdL()GdMH T muu BUJIH
B3aeMoZiit», Tabuirio 2). { ' I, )
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Anmayuou
OnHoYacHe 3aCTOCYBaHHS PO3YBACTATHHY Ta aHTAIUAY Y BUIJIS CycreHs3il, 10 MiCTHTE amoMiHito i
MarHilo TiIpOKCHJ, NPHU3BOANTH A0 3HIDKEHHS KOHIIGHTpalii po3yBacTaTHHY Y IJiasMmi Kposi
npubimsno Ha 50 %. Takuit edext GyB MEHINE BHPa)KEHHM, KOJM aHTALMI 3aCTOCOBYBAJIU uepes
2 roauHH miciist mpuiioMy posyBactatuHy. Kniniune 3HaueHHs Takoi B3aeMoil HE BUBYAIIH.
Epumpomiyun
OnHouacHe 3aCTOCYBaHHSI PO3yBACTATHHY T4 €PHTPOMIIMHY IPHU3BOAUTE A0 3HIKEeHHst AUC (0-t)
posyBactatuny Ha 20 % 1 Cmax po3yBactatuny Ha 30 %. Taka B3aeMoJisi MOKE BUHUKHYTH BHACIII 10K
IIOCHJIEHHS MOTOPHKHU KHUIIIEUHUKY B PE3YJIbTaTi 3aCTOCYBAHHS €PUTPOMIITHHY .
Depmenmu yumoxpomy P 450
Pesynsratu nocnimkeHs in vitro 1 in vivo ToKasanu, IO PO3yBacTaTHH He iHTiOye i He immykye
isodpepmentu mutoxpomy P 450. KpiM Toro, posysBacTaTHH € ciabkum Cy6CTparoM Ui Takmx
is3odepmentiB. He croocrepirasocs KIHIYHO 3HAYYIMX B3a€MOJIN MK pO3yBACTATHHOM i
¢nyxonasonom (inriGitop CYP2C9 i CYP3A4) ta keTokonazonom (inriGitop CYP2A6 i CYP3A4).
Bzaemooii, wo eumazaiome xopexyii 003u po3ysacmamumy
IIpn HEOOXimHOCT] 3acTOCYBaHHS mpenapary Pomasuk 3 iHIIMMH JIKapChKUMHU 3aco6aMu, 31aTHHMHI
IiIBUIy BaTH €KCIIO3HUIIT pO3yBacTaTHIy, 103y Ipenapary noTpiGHO cKopuryBaTi. SIKIIO OUiKyeThCs,
1o excnosuilis npenapary (AUC) 3pocte mpu6iusHO B 2 a6o Ginble pasis, 3acToCyBaHHs Pomasuky
cmin posmouMHatH 3 o3 SwMr 1 pas Ha no0y. MakcumanbHy xoGOBY /103y Npenapary Clix
CKOpUTYBaTH TaKUM 4YHHOM, ILIO0 O4YiKyBaHa €KCIIO3HILisS pO3yBacTaTHHY HE IEpeBHIIyBaja
€KCIIO3HIIiIO, IO Bi3HAYAEThCS IpH npuitoMi no3u 40 Mr/mo0y Ge3 3acToCyBaHHS JIKapCHKUX 3ac06iB,
IO B3aEMOIIOTH i3 IpemapaToM; HalNpHKIAL, [OpPH 3aCTOCYBaHHI 3 TremdiOpo3mmom mo3a
posyBacTaTuHy craHoButuMe 20 Mr (36inbineHHs excrno3uuil B 1,9 pasa), mpu 3actocyBanHi 3
KOMOIHAi€l0 puTOHABip/aTasaHaBip — 10 mr (36inemenHs B 3,1 pasa), Ilpu ommouacHOMY
3aCTOCYBaHHI 3 IIMKJIOCHOPUHOM — 5 Mr (36inbenns B 7,1 pasa).

Tabmuns 2
Brmms cymyTHixX JTiKapchKUX 3ac00iB Ha €KCIIO3UIIO PO3YBACTATHHY
(AUC; y nopsijiky SMEHIIEHHS BEAMYMHH) 3 011y 0/1iKOBAHUMH JIAHUMH KIIHIYHEX JIOCIIZDKEND

Pexxum o3yBaHHSA JiKapchKoro 3acoGy, 1o PexxuM mo3yBaHHs 3minu AUC
B3a€EMOZIi€ po3yBacTaruHy posyBacTaTuHy *

[uxnocnopun Bix 75 mr aBiui Ha 106y no 200 Mr| 10 mr 1 pa3 Ha 00y, 10 auis |1 7,1 pasa
aBidi Ha 100y, 6 MicAIiB

Arazanasip 300 mr/puronasip 100 mr 1 pas Ha 106y, | 10 M1, oqHOpa3oBa 1034 13,1 paza
8 nuis
Cumenpusip 150 mr 1 pas Ha o6y, 7 q1uiB 10 mr, ogHOpa3oBa 1034 12,8 paza

Jloninagip 400 mr/putonasip 100 mMr aBiui Ha 106y, |20 Mr 1 pas ua 106y, 7 auis |1 2,1 pasa
17 nuiB

I'emi6po3un 600 mr aidi Ha 000y, 7 IHIB 80 mr, ogHOpa3oBa 103a 1 1,9 paza

Entpom6onax 75 mr 1 pa3 Ha no0y, 5 aHiB 10 M1, omHOpa3oBa 103a 11,6 paza

Hapynasip 600 mr/putonasip 100 mr aBidi Ha 106y, |10 mr 1 pas Ha 100y, 7 muis |1 1,5 pasa
7 nHiB

Tunpanasip 500 mr/putonaBip 200 Mr naBiui Ha|10 MI, oAHOpPa3oBa 1032 1 1,4 paza
o0y, 11 nuis

HAporenapon 400 mr nBiui Ha 00y He Bigomo 1 1,4 paza
Itpakonasoun 200 mr 1 pa3 Ha 100y, 5 AHIB 10 M1, onqHOpa3oBa 103a T' :_lr,'ﬂ'l‘pgg.a ok
Eserumi6 10 mr 1 pas na 100y, 14 quis 10 mr 1 pas na noGy, 14 ,uHIB Tol2 paja**
®osammpenasip 700 mr/puTonasip 100 Mr apiui Ha| 10 Mr, onHOpasosa jo3a +-+ e\
o0y, 8 nuiB '-. O e



ijnerniTar;ap 0,3 Mr, 7 oHIB 40 Mr, 7 nHiB - ]
Cunimapun 140 mr Tpuyi Ha 100y, 5 THIB 10 Mr, omHOpa3oBa 103a <
?D;O(bifipaT 67 mr Tpuui Ha 100y, 7 IHIB 10 M1, 7 nHiB >

a(baMniH 450 mr 1 pa3 na o6y, 7 nHIB 20 M1, oflHOpa30Ba J103a > o
Ketokonazon 200 mr aBiui Ha 106y, 7 nuiB 80 mr, OIHOpa30Ba J103a =
@nyxonaszon 200 mr 1 pa3 Ha 100y, 11 qHiB 80 mr, ogHOpa3oBa f03a >

Eputpominun 500 Mr 4 pasu Ha 106y, 7 qHiB 80 M1, oHOpa30oBa 103a 120 % ]
Batixanin 50 mr Tpudi Ha 100y, 14 nnis 20 M1, oHOpa3oBa 103a 147 %
Peropacgeni6 160 mr, 1 pa3 Ha 106y, 14 nuis 5 Mr pa3zoBa a03a 13,8 pa3a_
Bennatacsip 100 mr, 1 pa3 Ha 100y 10 mMr pa3zosa no3a 12,7 paza N
OwmbiTtacsip 25 mMr/naputanpesip 150 mr/ 5 Mr pa3oBa 103a 12,6 pasa
Puronagip 100 mr 1 pa3 Ha no6y/ nacaGyBip

400 mr xBivi Ha 100y, 14 nHIiB

I'pasonpesip 200 mr/ Enbacgip 50 mr 1 pas na 10 Mr pa3oBa 1o3a 12,3 paza _
o6y, 11 nuiB

I'mexampesip 400 mr/miGpenTacip 120 Mr oauu 5 Mr oauH pas Ha 100y, 7 qHiB| T 2,2 pasa

pa3 Ha 100y, 7 nHiB

* Ilani, npencTaBiieHi sk 3MiHa B X pasiB, ABISIOTH COGOIO CIiBBIJHOUIEHHS MK 3aCTOCYBaHHSIM
po3yBacTaTuHy y KoMmOGiHamii Ta okpemo. Jlaui, npeacrasieni y Burisaai % 3MiHu, SBISIOTE co6010 %
PI3HHIIIO BITHOCHO MTOKa3HUKIB IIPH 3aCTOCYBAHHI pO3yBaCTATHHY OKPEMO.

36inbIIeHHs TO3HAYEHO 3HAYKOM T, BIICYTHICTD 3MiH <>, 3MEHIIECHHS — | .

** Byno HpoBeNeHO KigbKa JOCTIMKeHb B3a€MOJil NPH DI3HHX [03aX PO3yBACTATHHY, B TaOIMIli
[0JIaHO HaMOiIbIu 3HAYYIIE CITiBBiAHOIIEHHS.

Bnnue posysacmamuny na cynymui nikapcoki 3acobu

Aumaeonicmu gimaminy K

Sk 1 momo inmmx inribitopis 'MI'-KoA-peaykrasy, Ha IO9aTKy 3aCTOCYBaHHs PO3YBACTATHHY abo
IpY MifABMINEHHI HOro J03M y HamieHTiB, AKi OJHOYACHO 3aCTOCOBYIOTH aHTaroHictu BiTaminy K
(nampuxnan Bapdapun abo iHmMN KyMapuHOBHN AaHTHKOATYJISIHT), MOMJIMBE IIiIBHINEHHS
Mixnapomnoro  HopmanizoBaoro  cmisBimHomenas (MHC). IlpunureHHS 3acTocyBaHHS
po3yBacTaTHHy a0 3MEHIIEHHS H0ro 103U MOXe npu3BecTd A0 3umkeHHsT MHC. ¥V takux Bumankax
Oaxcanuil Hanexxauit MoHiTopuHr MHC.

Ilepopanvni konmpayenmugu/zopmoroszamicna mepanis (I37)

OnnoyacHE 3aCTOCYBaHHS pO3YBAaCTATHHY 1 [EPOPAIBHHX KOHTPAICNITHBIB IIPU3BOJUTH O
36inbmenHss mokasHukiB AUC ectpamiony i Hoprectpeny Ha 26 % i 34 % Bimmosimno. Taxe
IiBUINEHHS KOHLEHTpalilt y mrasmi kpoBi HeoOXiHO BpaxoBYBAaTH HPH MiAOOpi 103 MepopaibHUX
KOHTpalenTyuBiB. PapMaKOKiHETHYHHX AAHHX CTOCOBHO IAIi€HTIB, SKi OJHOYACHO 3aCTOCOBYIOTH
posysactatuH i I'3T, HeMae, ToMy moniOHuit epeKT BUKIIIOUNTH He MOKHA, OnHaK TaKky KoMbiHaIliio
IIHPOKO 3aCTOCOBYBAJIH Il Yac KIHIYHUX HOCTiIKEHb, i MalieHTKH TepeHOCHITH ii Jo0pe.

Inwi nikapcoxi 3acobu

Buxonsuu 3 [aHuX CcreIiagbHAX AOCTIIKEHb B3aEMOIT, KITHIYHO 3HAYYIIO] B3AEMOIII 3 JUTOKCHHOM
HE OUiKYETHCH.

Jloninasip/pumonasip

W (bapMaKonorquOMy JOCHIJUKEHHI CYIyTHE 3aCTOCYBaHHSI poeymcm’rmly Ta “kembinosanoro
Tperapary, 1o MICTHB JBa iHriGitopu mporeasu (ominasip 400 Mr/pu; rommp 100 Mr), y 3[I0POBHX
z[o6poaonbu113 aCOLIOBAJIOCS 3 TPUOIHU3HO JIBOPA3OBUM Ta II ’ATHPa3OBHM 30LIBITICHHSIN 1TQKa3HHUKIB
plBHOBa)KHOFO AUC0-24) Ta Crnax 1181 pO3yBacTaTHHY BiJIIIOBITHO. Bsao&omro MiK posymvrmlmom Ta
iHImMMY 1HTIGITOPaMH MPOTEa3H HE BUBYAIIH. &\

Dy3udo6a Kucroma. )

X



Pusuk posButky Miomarii, BKiouarouu pabGromionis, Moke OyTH NMiABHINEHUM IPH O IHOYACHOMY
CUCTEMHOMY 3aCTOCyBaHHI ¢y3umoBol KHCIOTH 3i cratuHamMd. MexaHisM Iiel  B3aemopuii
(bapMakoauHAMIYHMIA, bapMaKoKiHETHUHHMIM abo SIK (bapMakoAMHAMIYHHH, TaK i
(bapmakokiHeTUYHUI) foci HeBioMuid. Bysy rmoBizoMieHHs mpo pabaoMioni3 (BKIIIOYArOUM piakicHi
JNeTaNIbHI BUIIAMIKK) Y TAI[IEHTIB, SIKi 3aCTOCOBYIOTH 1[H0 KOMOIHAIIO.

SIKII0 CHCTEMHE 3aCTOCYBaHHS (Y3UI0BOI KHUCIIOTH € HEOOXIMHUM, JTIKYBaHHS pO3YBACTATUHOM CJIiJ
NPUIIUHATH Ha 4ac 3aCTOCYBaHHs (Qy3u10BOI KUCIOTH (IUB. po3ain « OcoGIHBOCTI 3aCTOCYBAHHS ).
Tuxaepenop

Tukarpesnop mMoxce CIpHUYMHATH HUPKOBY HEJIOCTATHICTH i MOXE BIUIMBATH Ha HHPKOBY €KCKPEIIiO
pO3yBaCTaTHHY, 30UBIIYIOYH PH3UK HOTO HAKONHYEHHs. Y JeSKAX BHIAAKAX CIINBHHN IpHiioM
THKarpejaopy Ta po3yBacTaTHHY IPHU3BOAMB JO 3HIDKEHHS (GYHKUI] HHMPOK, MiJBHINEHHS DIBHS
kpeatuHpochokinasu (KPK) ta pabaomionisy. PekoMeHRy€TLCS IPOBOAUTH KOHTPOJIb Gy HKITIT HUPOK
Ta piBHs KOK mpu o/HOYaCHOMY 3aCTOCYBaHHI THKArpeaopy Ta po3yBacTaTHHY.

Limu

JocnipkenHs B3aeMofii IpoBomwiIM nHIne y Aopocamx mnarientis. Cryminb B3aeMopil y miTeit
HEBiTOMuii.

Ocobnusocmi 3acmocyeanHa.

Bnnue na nupru

Y mauieHTiB, sKi OTpHMYyBaiaM JIKYyBaHHS pO3yBacTATMHOM Y HAWBHINMX 103ax, 30KpeMa 40 mr,
crocTepirajgacs NMpoTeiHypis (BHsBIEHA i3 3aCTOCYBAaHHAM TECT-CMYIKOK), 3a3BHYaii KaHAIBIIEBOTO
IIOXOMKEHHSI, KA y GinbmocTi BUNaaKkiB Gyna THMYacoBoio abo HeTpuBanoro. IIporeinypis He Gyna
IIPOTHO3YIOYHUM (PAKTOPOM BHHHKHEHHS TOCTPOTo abo MPOrpecyrodoro 3axBOPIOBAHHS HUPOK, TOMY
CJIiJl PO3TJIAHYTH NUTAHHS PO 00CTeKeHHs GYHKIIT HUPOK NALIE€HTIB, SKi OTPUMYIOTh IPENApaT y 103
40 mr.

Bnaue na cxenemui m’s3u

[ToBimomJIsii IIpo BILIUB Ha CKeJIETHI M’s13u (Miaurio, mMionaTito i pigko — pabaoMionis) y nmarieHTis,
AKi OTPHMYBAJIM JIiIKyBaHHS PO3yBacTaTUHOM Y Oy Ib-sIKiit 1031, i 0cOOMMBO — y K03ax BHie 20 MT.
Hy>xe pinxo IOBIIOMIISIM IIPO BUMAAKH paGmomionisy mpu 3actocyBanii esetumiOy B KoMOiHamil 3
imribitopamu I'MI" KoA-penyxrasu. He MO>XHA BHKIIOYHTH (PapMaKOAMHAMIUHY B3a€MOIIIO; CIIi 3
00€epEeIKHICTIO IPOBOJUTH TaKke KOMGIHOBaHe JIiKyBaHHS.

Sk 1 moxo immmx inriGiropie I'MI" KoA-pexykrasu, y XOAl HOCTMApKeTHHIOBOTO 3acTOCYBAHHS
npenapaTty 3 OIIBINOI YacTOTOIO HMOBIMOMILSUIA NIPO BHHUKHEHHS pabmomiolisy, acollilioBaHoro 3
JIKyBaHHAM PO3YBaCTaTHHOM, [IPH 3aCTOCYyBaHHI 1034 40 Mr., € noBigoMIIEHHS PO piakicHi BUmamku
IMYHOOIIOCEpEIKOBAHOI ~ HEKPOTU3YIOUoi  Miomarii, [0 KIHIYHO IIPOSBIAETHCS — CTIMKOIO
POKCHU3MAaJIBHOIO M’ SI30BOKO CIA0KICTIO I MiABUIIEHHAM PiBHS CHPOBATKOBOI KPEaTHHKIHA3M, Mij dac
JiKyBaHHS a00 MicIis IPUITHHEHHS JTiKyBaHHS CTAaTHHAMH, BKIFOYAIOUH PO3YBACTATHH. Y TakoMy pasi
MOXyTh OyTH HEOOXiIHMMHM JOAATKOBI HEHpOM’s30Bi 1 cepoJoriuHi MOCII/UKEHHS, IiKyBaHHS
IMyHOCYTIpECHBHIMH IIpenapaTaMH.

Ilicns 3acTocyBaHHs CTATHHIB MOBIJOMIISUIOCS HPO BUIAIKH BUHUKHEHHS de novo abo 3arOCTpeHHs
y’Ke HasBHOI MiacTeHii rpasic 4u o4Hol MiacTeHil (muB. po3ain «Ilo6iuni peakiii»). 3acrocyBaHHs
nikapcpkoro 3aco0y Pomasux cnmix npunuHuTH y pasi mocuiieHHs cumnromis. IloBimommsocs mpo
PENUINBH ITiCIIA IOBTOPHOI'O 3aCTOCYBaHHS TOTO ¢amoro afo iHIIOro CTaTHHY.

Busuauenns piens xpeamunkinasu

Busnauenns pisus kpearunkimasu (KK) He cmig npoBomuté micnst iHTEHCHBHHX —(i3HUHEX
HABaHTAXEHE 200 TpH HagBHOCTI 1HIIMX Biporizaux npuuuH niasumerHs KK, mo mMoxe mpussectu
10 HeraBI/IJIBHOI inTepnperanii pesynprarie. ko moyarkosi pisui KK 3nauno nmmuuun (6inbire
HiX Yy 5 pa3siB HepeBMIIye BEPXHIO MEXy HOPMH), CIIiJl IIPOBECTH nonmpmm AecT:  H€pe3 5-7 mHis.
Tepamfo NpernaparoM He CIIiA PO3MOYMHATH, SKIIO ITOBTOPHHUI TECT [ll,!LLBGp,LLDK}’L uro THOMATKOBHI
pisens KK 6inbire Hix y 5 pasiB nepeBuiiye BEpXHIO MEXyY HOPMH. )
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Posypacrarun, sk i immi imri6itopy 'MIT KoA-pemyxrasu, ciifi 3 OOEpEXHICTIO Npu3HAYATH
nalieHTaM i3 GpakTopamMu CXHUIBHOCTI JI0 PO3BHTKY MionaTii/pabnomiosnizy. Taki pakTopu BKIIOYAIOTH:

e nopyuienas QyHKIT HIPOK;

® rinoTHpeos;

®  CIaJKOBi 3aXBOPIOBAHHS M’SI30BOI CUCTEMH Y BJIaCHOMY ab0 ciMeiHOMY aHaMHe3i;

® B anaMHe3l — MIOTOKCHYHICTB MpH 3acTocyBaHHi iHmoro inriéitopy I'MI" KoA-peaykrasu a6o

dibpary;

®  3JIOBXKHBAHHSI aJIKOTOJIEM;

e Bik > 70 pokiB;
CTaHH, [IPH IKUX MOXKYTh 3pOCTaTH piBHI Ipemnapary y Iuia3mi KpoBi miasmi (uB. posminu «Croci6
3aCTOCYBaHHs Ta J03U», « B3aeMomis 3 iHIIUMY TiKapCbKUMU 3aco0aMu Ta iHIN BHIW B3aeMOIiN» Ta
«DapmakokiHETHKAY ),

® oAHO4YacHe 3acTocyBaHHs (iOpaTis.
VY Takux NamieHTiB PU3WK NPH JIIKyBaHHI CJiJ{ CIIIBCTABUTH 3 MOTCHIIMHUMHU [IEPEBATaMH, 4 TaKOX
PEKOMEHAOBAHO IIPOBOIUTH KJIIHIYHUN MOHITOpHHTr. SIkiio mouatkoBi piBHi KK 3Hauno nigsuinesi
(Ginpie HiXK y 5 pa3iB MEePEBHIIYIOTH BEPXHIO MEXY HOPMH), HE CJIiJ{ PO3[MOYHHATH JIiIKYyBaHHS.

Y nepioo nixysanus

[lamienTtiB cmix mpoindopMyBaT mpo HEOOXIAHICTH HEraiflHO 3BEPHYTHCS MO JiKapsd IIpH
HECIIOiBAHOMY BHHHKHEHHi Ooiio, cinabkocti aGo cmasMiB y M’s3aX, OCOOGIMBO SKIIO BOHH
NOEJHYIOTECS 3 HE3MYXKAaHHAM abo rapsukoro. Y TaKWX TAlieHTiB cnij Bu3HauuTH piBens KK,
JlixyBanHs cni mpuIUHATH, ko piBHi KK 3xauno nigsuieni (Gibie HiX y 5 pasiB NepeBHINyIOTH
BEPXHIO MEXy HOpMH) ab0 SIKIIO CHMIITOMH CHJIBHO BHPAXK€HI 1 MPU3BOAATH OO IOJEHHOIO
nuckomM¢opTy (HaBiTh sxmo piBHI KK MeHIIe HDX y 5 pa3iB HEepeBUINYIOTh BEPXHIO MEXY HOPMH).
SIkio cumnromu 3uMKarOTh i piBHI KK moBepraroTses y Mexi HOPMH, CITifl PO3TIISTHYTH [IUTAHHS IIPO
IOBTOPHE 3aCTOCYBaHHs pO3yBacTaTHHy ab6o anprepHaTuBHOro iHridiropy I'MI' KoA-pemykrasu B
HAWHIDKYHUX 033X 1 i peTeIbHUM CIIOCTEPEKEHHSM,

Perynapruo mepesiparu piBri KK B acuMnroMartuyHuMX nanieHTiB Hemae moTpebu. Jyxe pimko
TIIOBIIOMIISITM IIPO BUIIAIKHM iMyHOOIOCepeaKoBaHoi HekpoTusyrouoi miomarii (IOHM) mix gac aGo
IICJIS Tepallii cTaTHHAMY, B TOMY 4dCii posysactratuioM. Kniniuaumu npossamu IOHM € cnabxicts
NPOKCUMAJIbHUX M’5I3iB Ta MiJABUINCHHS PiBHSA KPEATUHKIHA3W Y CHPOBATIH KpOBI, 1110 36epiracThcs
HaBITb IiCJIS IPUITHHEHHS 3aCTOCYBAHHSA CTATHHIB,

ITix yac mocmipkeHp He CIOCTepiragocs o3HaK IOCHIICHHs BIUIUBY Ha CKEJIETHI M’S3H y HEBETHKOL
KiJIBKOCTI IAIUi€HTIB, SIKi OTPHMYBAIIM PO3YBACTATHH i CYIyTHIO Tepariro. OIHaK 3pOCTaHHS 4acTOTH
BUHUKHEHHS MIO3MTY 1 Miomarii crocTepiranu y mamieHTiB, siki OTpEMyBanu iHimi iuriGitropm I'MI
KoA-penykrasu ogmodacHo 3 moximuumu (ibpoeBoi xucnotw, BrmOUaroyn rempibposu,
IIUKJIOCTIOPUHOM,  HIKOTHHOBOIO ~ KHCJIOTOIO, A30JIBHUMH IPOTUTPUOKOBHME  IIpElapaTamy,
iHribiTopaMu mpoTeasy i MakpoOTiAHUMH aHTUGIOTHKaMH, ['eMbiGpO3MIT MiABHIIY€E PU3HK BHHUKHEHHS
mionarii NpH ofHOYACHOMY 3acToCyBaHHI 3 jeskuMu inriGitopamu I'MI" KoA-penykrasu. Tomy
KoMOiHaLis po3yBacTaTHHY i reM(pibpo3miIy He pEKOMEHIOBAHA.

IlepeBarn mopanbmux 3MiH y piBHAX JmiAiB mpu KOMOIHOBAHOMY 3aCTOCYBaHHI PO3yBAacCTaTHHY 3
}i6paramu abo HialIMHOM CITiZ PETENBHO CIIIBCTABUTH 3 MOTEHIIHHNMHU PU3UKAMHE 3aCTOCYBaHHS TAKHX
koMmOinanii. Jlosa 40 Mr mpoTHIIOKa3aHa IS OJHOYACHOTO 3aCTOCYBaHHs 3 $hiGparamu (auB. po3minu
«B3aeMozis 3 iHIIMMH JTiKapCHKUME 3aco0aMu Ta iHIi Buau B3aeMoxii» ta «I1o6iuni peaxiiin).
PosyBactaTun He CIiji 3aCTOCOBYBAaTH OJHOYACHO 3 IIpeIapaTaMi AJIsS CHCTEMHOTO 3aCTOCYBAHHS, 10
MICTATH (y3UmOBYy KHCJIOTY, Ta HPOTSAroM 7 MHIB MiC/s TPUNMHEHHS 3aCTOCYBaHHA (Y3HIOBOI
kucnory. IlamieHTaM, Ui SKUX CHCTEMHE 3aCTOCYBAHHS (Dy3HIOBOI KHCIOTH € HEOOXiTHMM, CIiij
NPHIMHHTH IIpUHOM CTATHHIB Ha Lei nepion IToBimomitstmu ipo BUNAAKU pabaoMionisy (BKIFOUAIOUH
piakicHi neranbHi Bnnamm) y TAaIli€eHTiB, sKi HpI/II/IMaJ'II/I dysunoBy xucaory B KomGinauii 3i
cratvHamu. [lanieatam ciing Heraiuo 3BepHyTHc;1 JO JIKapsi, AKIIO BOHHU TTOMiualoTh y cefe umn romMu
caabkocTi M’s13iB abo mpu mostBi 6oItio y M’s3ax. :

Tepamiro cTaTHHOM MOXXHA BiJHOBHTH 4epe3 7 AHIB ICIS OpHHAOMY oe [‘ElHHbOl uom tl)ym,uosm
KHCIIOTH.



Y BHHATKOBUX BMIIQJKaX, SIKIIO INOTPiOHE HPOJIOHrOBaHE CHUCTEMHE 3aCTOCYBAaHHSA (hy3ua0BOL
KUCJIOTH, HANIPUKNIAM, JJISL JIKYBaHHS TsDKKUX iHexuilf, HeoOXiAHICTh OAHOYACHOIO 3acTOCyBAHHS
po3yBacTaTHHY Ta Qy3uI0BOT KMCIOTH CJIiJl JETABHO PO3IJISAATH B KOXKHOMY KOHKPETHOMY BHITALKY
IiJ] peTEeIHHUM HarjsIIoM JIiKaps.

PosyBacTaTHH He CiJi 3aCTOCOBYBAaTH IAIli€HTaM i3 FOCTpUMM CEPHO3ZHMMH CTaHAMHM, L0 MOXYTh
BKa3yBaTH Ha MioNaTiio abo IIPOBOKYBATH PO3BHTOK HUPKOBOT HEJJOCTATHOCTI BHACIIAOK padaomionizy
(TakuMH SIK CeICHC, apTepiallbHa TiNoTeH3is, oOIMpHe XipypridHe BTPYy4YaHHS, TpasMa, TSDKKi
MeTaboIiuHi, eHJOKPUHHI a60 €NeKTPOJIiTHI MOPYIIeHHS; HEKOHTPOIBOBAH] eNiNeNTHYHI Hamau).

Bnaue na neuinky

SAx i immi imriGiropy I'MI" KoA-penykrasu, po3yBacTaTWH CIiJ[ 3aCTOCOBYBAaTH 3 OGEpPEIKHICTIO
nalieHram, sKi 3JI0BXHBAIOTh aJIKOroJieM i/a60 MaroTh B aHaMHE31 3aXBOPIOBAHHS IIEYiHKH.
PexoMen10BaHO NePeBipATH NOKa3HUKU (QYHKUIT TEUiHKU Hepet TOYaTKOM JIIKYBaHHS i uepes 3 Micsari
MiCJI MOYaTKy JiKyBaHHA. PosyBacraTHH ciif BiaMiHuTd a0 3MEHIINTH O3y IIperapary, SKIIO
piBEHb TpaHCaMiHa3 CHPOBATKU KPOBi Oilbie HIK y 3 pa3u HepeBHIYyE BEPXHIO MEXY HOpMH. Y xoxi
IIOCTMApKETUHIOBOI'O 3aCTOCYBaHHS Ipenapary 3 GiIBIIOI YacTOTOO MOBIAOMIISITA PO BUHUKHEHHS
Cepho3HUX peakiif 3 60Ky NeUiHKH (TOJIOBHUM YMHOM, PO 3pOCTaHHS PiBHIB TpaHcaMiHa3 CHPOBATKH
KPOBI) IIpH 3aCTOCYBaHHi 1031 40 MT.

Y mauieHTiB i3 BTOPMHHOIO TillePXOJIECTEPHHEMIE0, IO BHHUKIA BHACIIJOK TimoTHpeosy abo
HE(POTUYHOIO CHHAPOMY, CIIiZl IMPOBECTH JIKYBAaHHS OCHOBHOIO 3aXBOPIOBAHHS IIEPE] IIOYATKOM
3aCTOCYBaHHS PO3yBacTaTHHY.

Y micnspeectpanifiHoMy mepiofi 3piika IOBIZOMISIIM TpO Ji€TanbHi a00 HENETANbHI BHIIANKH
IIE9iHKOBOI HEJJOCTATHOCTI Y MaUi€HTIB, SKi MpuiiMaliy CTATHHH, Y TOMY YHCI po3yBacTaTHH. SIKHIO
Ha T JIKyBaHHS PO3YBACTATHHOM PO3BUBAETLCS CEPHO3HE YPaKEHHA IIEYIHKH 3 KIIHIYHOIO
CHMIITOMATHKOIO Ta/abo rinep6inipyOiHeMicro UM JKOBTSHHULEIO, CJIiI HEraiHO NPHUIIMHUTH MPUIoM
npenapary. SIKIo iHIni NpHYHHU He BUSIBJCHO, HE CJIiJ{ MOHOBJIIOBATH JIKYBAHHS PO3YBACTATHHOM.
Paca

DapMakOKiHETHYHI JOCIIUKECHHS BKA3YIOTh Ha [TOCHIICHHS €KCIO3UIIIT y TPEACTABHUKIB MOHTOI0TIHOT
pacu MOPIBHAHO 3 MpPeJCTABHHKAMH €BPOINeoinHol pacu. Jlis Takux MariieHTiB HeoOXiaHa KOpeKiis
JO3yBaHHs po3yBacTaTHHY (AuB. po3finu «Croci® 3actocyBaHHS Ta Ho3w», «IIpoTHmokazanHs» Ta
«®apmakokineTHkay). Jiist nanieHTiB asificpkol pacu mogaTkoBa Ho3a Pomasuky nosunHa 6yTH 5 M.
[TixBuieHa KOHIEHTpAIlis PO3yBacTaTHHY Y IIa3Mi KpoBi Oyiia oMiueHa B a3iichKkuX mamieHTis (quB.
posaimu «OcobnuBocTi 3acTocyBanus» Ta «®DapMmaxokinetuka»). Ciif B3sSTH A0 yBard 36iNnbIIeHY
CHUCTEMHY €KCIIO3HMIIIO IIPH JIiKyBaHH] IaI[ieHTiB MOHTOIOIIHOI PacH, y SIKUX rillepXoJIecTeprHeMis He
KOHTPOJIIOETHCS aIEKBATHO J0o3aMH 110 20 MT.

Ineibimopu npomeasu

[linBumena cucTeMHa €KCIIO3HINS IO PO3yBacTaTHHY crocTepiraiacsi B ocif, siki 3aCTOCOByBamH
po3yBacTaTHH CYIMYTHRO 3 pi3sHMMH iHriGiTOpamMm mpoTeasw y moenHaHHi 3 puToHasipoMm. Ciif
00MipKyBaTH fX KOPHCTb BiJ 3HM)KCHHS PIBHI JIMi/iB 38 AOMOMOIOIO PO3YBACTATHUHY y IALCHTIB i3
BUI, sxi oTpuMyroTh iHTriGiTOpHm NpoTeasd, Tak 1 MOXJIHMBICTh IiABHUUICHHS KOHIEHTpAIiil
pO3yBacTaTHHY y IIa3Mi KPOBi Ha MOYATKY Teparlil Ta MpH MiABUINEHHI 031 PoMa3suKy y marieHris,
AKi OTPUMYIOTH iHTiGiTopH HpoTeasu. OHOYACHE 3aCTOCYBaHHS IPENapary 3 iHriGiTopamMu npoTeasn
HE PEKOMEH/TY€ThCS, KO 1032 PoMasuKy He cKopuroBaHa (fuB. po3inu «Croci6 3acTocyBauns Ta
Jo3m» Ta «BzaeMoid 3 IHIIMMH JTiKapCHKUME 3aco0aMu Ta iHII BUAN B3aEMOIINN).

Inmepcmuyiiine 3axeopro6anHs nezets

IIpo BUHATKOBI BUNAAKH iHTEPCTHULIMHOTO 3aXBOPIOBAHHS JIETCHb [OBIZOMIISUIM TP 3aCTOCYBaHHI
HesKUX CTaTUHiB, OCOONHBO IpH TpuUBanoMy JiKyBaHHI (muB. po3min «Ilo6Giuni peakuii). ITposiBu
MOXYTb BKIIIOYATH JUCIHOE, HENPOAYKTHBHUY KallleJlb i MOTipLIeHHS 3arajJbHOro CTaHy (CiabKicTs,
BHIDKCHHS MacH Tija i rapsdka). SIKIIO y maiieHTa MmiZo3ploeThCs nnepcnmume 3aXBOPIOBAHHSI
JIET€Hb, JIIKyBaHHS CTATUHAMMY CJIiJ| IPUITHHKTH.

Lykpoesuii oiabem : .
Jlesiki haxTH CBiXYATH, IO CTATHHH, MiIBUILYIOTH PiBEHB IMIFOKO3H B KPOBI T4y ,r[csmux malieHTiB,
SKAM 3arpo)Ky€ BHCOKHH pH3UK pDO3BHUTKY JiabeTy B Mali6 DYTHEOMY, * MOXKYTh CTIPHYHHSTH
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rifmepriikeMilo Takoro piBHs, KOIHM HeoOXiaHe Haye)xHe JikyBaHHsA aiabery. Llio 3arposy, omHax,
TIIePEBUIIY € 3HUKEHHS PH3UKY CyJUHHUX NMOPYILUEHE [IPH 32CTOCYBAaHHI CTaTHHIB, i TOMY BOHA HE Mac
Oy TH HiZCTABOKO JUI MPUNTHHEHHS TEPArlil CTaTHHAaMY. 3a TallieHTaMy TPyIH PU3UKY (PIBEHBD IIIIOKO3H
HaTmie 5,6-6,0 MMons/n, IMT > 30 xr/M?, mifBUINEHMH piBeHb TpHIVILEPHIIB, apTepialbHa
rirepTeHsis) ciIifi BCTAHOBUTH K KIiHIUHMM, Tak i GioXiMiuHHN KOHTPOJE 3TiIHO 3 HAlliOHAILHMMHU
HAaCTaHOBaMH.

Ak i momo iHmmx imribitopie I'MI-KoA-pemykTasu, npu 3acTOCYBaHHI PO3yBacTAaTHHY
crioctepirayocst 3poctandst HbAlc Ta piBHIB INIIOKO3M y CHPOBATII KpOBi. Y JESKUX BHOamKax I
IIOKA3HUKH MOXKYTh IIEPEBUINYBATH IpaHUYHE 3HAYECHHS JUIS AIaTHOCTHKM I[yKpOBOTO [iabery,
HacaMIIepe]] Y MaLli€HTiB 3 BUCOKAM PU3HKOM PO3BUTKY AiabeTy.

VY KIIHIYHEX KOCTimKeHHX GyJI0 0Ka3aHO, pO3YBAaCTATHH SK MOHOTEPAIIisl He CIIPHYNHSIE 3HUIKEHHS]
6a30Bol KOHIEHTpamil KOPTH30JIy IUIasMH KpOBi i HE BIIMBaE Ha pe3epB HAIHMPKOBUX 3allo3.
HeoOxinHa obGepexxHIiCTs y pa3i 0JHOYACHOTO 3aCTOCYBaHHs PO3yBacTaTHHY Ta IHINMX JHKApPCHKUX
3aco0iB, 3NaTHUX 3HWXKYBAaTH PiBHI a60 aKTHBHICTH €HJIOTEHHUX CTEPOIMHUX TOPMOHIB, HaIIPUKIA[
KETOKOHA30J1y, CIipOHOJIAKTOHY Ta LIUMETHIANHY.

Baoicki wixipni nobiuni pearxyii

Baxxki mkipHi moGiuni peakuii, Bkmouaroun cunapoMm CriBeHca-JDKOHCOHA Ta iHIyKOBaHy
TKapChbKUMH 3acobamu eo3mHodinito 3 cucteMuumu cumnromamu (DRESS-curapom), sxi MoxyTs
3arpo’KyBaTH JKUTTIO a00 MPU3BECTU IO JICTAIBHOTO Pe3yJIbTaTy IpPU 3aCTOCYBaHHI pO3YyBacTaTHHY.
[Tix yac mpU3HAYEHHS JTiKAPCHKOTO 3aco0y MallieHTaM CIIijl MOBITOMIISTH IIPO O3HAKH Ta CHMIITOMH
TSDKKHMX IIKIPHHX PEaKIiifi Ta peTeNbHO CIocTepiraTy 3a HUMH. SIKIO 3°SBNAIOTBCS O3HAKH Ta
CHUMIITOMM, INO BKa3ylOTh Ha IO peakIilo, CJiJ HeraiHoO NpUIIMHUTH NpUIOM IIpenapary Ta
PO3IVIAHYTH albTepHATHBHE JIIKYBaHHS. SIKIO y HallieHTa PO3BHUHYJIACh Taka CEpHO3HA peakilis, sK
cugpom CriBenca-/[oHCOHa Ta iHAYKOBaHa JIIKAPCHKUMH 3aco0aMyl €03MHOQIIIS 3 CHCTEMHUMU
cumnromamu (DRESS-cunrpom) nikyBanHs mpenaparoM He0OXiTHO HETaHHO NPUIMHUTY i HiKOJIH HE
3aCTOCOBYBATH HOTO B IOJABIIOMY.

Limu

Ouinka nigiftHOTO pocTy (3picT), Macu Tina, IMT (iHzekcy Macu Tijia) Ta BTOPHHHHUX XapaKTepUCTHK
CTaTeBOTO N03piBaHHs 3a TanHepoM y miteli BikoM Bix 10 10 17 pokis, sKi mpuiiMany po3yBacTaTHH,
obmexeHa nepiogoMm TpuBaiicTo 1 pik. Ilicias 52 THXHIB HOCHIIPKYBAaHOTO JIIKYBaHHS YKOIHOI'O
BIUIUBY Ha picT, Macy Ttima, IMT aGo crareBe mo3piBaHHS BHUSBIEHO HE Oyino (AHB. po3min
«®apmakoauHaMikay). JJoCBi KITHIYHUX TOCIiIKeHb 3aCTOCYBaHHS IMpEnapary JIiTSM Ta IifIikam
oOMeXeHUH, i JOBroTpuBaii epeKTH 3acTOCYBaHHS po3yBacTaTHHYy (> 1 pik) Ha cTaTeBe HO3piBaHHS
HEBI1JIOMI.

Y KITiHIYHOMY OCIi/KeHHI y JiTe# Ta mifyIiTkiB, SKi NpuiMaTd po3yBacTaTHH [IPOTATOM 52 THIKHIB,
nigsumenHs piBEs KK > 10 pasis Bume BHM ta cumnromu 3 Goxy M’s3iB micns ¢isuysoro
HAaBaHTaXXCHHs ab0 MifBHUIIEHOT Gi3UYHOT aKTHBHOCTI CIIOCTEPITINCS YacTille TOPIBHSHO 3 TAKHMH Y
Jopocnux (nuB. po3nin «I[lobGiuni peakrii).

Henepenocumicmo naxmosu
[NanienTaM 3 TaKUMH PiAKICHUMH CTaHAMHM SIK HELEPEHOCHMICTh rajlakTo3u, aedinuT nakrasu Jlanmna
abo mManbabcopOIis TIIOKO3U-TajlakKTO3H He CJIiJ 3aCTOCOBYBaTH JaHHU# mpenapar.

3acmocysannsa y nepiod eazimnocmi abo 200ysanhs 2py0oio.

Po3yBacraTin npotunoxasanuit y nepioa BaritHocTi abo rolyBaHHs Ipy o,

Kinkam PENpOlyKTHBHOTO BiKy CJIiJ 3aCTOCOBYBATH HAJIECKHI 3acOOM KOHTpAIIEIIILil.

OCKIJIBKH XOJIECTEPHH Ta iHII IPOXyKTH GiOCHHTE3y XOJeCTepUHY HeoOXimHi sy PO3BUIKY IIIOAA,
HNOTCHIIHHIH PH3UK lHI‘16YBaHH$I I'MI" KoA- "PEAYKTa3H MEPeBHLIYE MOMITHBY  KOPHCTD Bij|
3aCTOCYBAaHHs Ipernapary y mnepiox BaritHocti. JlaHi JociimxeHb Ha mapunax HIOA0 'mjcuulmom
BIUMBY Ha PETPOJIyKTUBHY (byHKLu}o oOMexeHi. nn Brin®l

SIkmo BariTHiCTP HacTae y IeEpioA 3acTOCYBaHHS AaHOTO npenapaTy, mlcyBaHHs: wm 11c:muuo

IPUNIMHUTH.
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OcKiNbKY {HIIMI JTikapchbKuii 3aci6 bOTO KJIaCy MPOHUKAE y TPYIHE MOJIOKO JIFOJJUHK Ta RPaXOBYIOYUH,
mo iHribiropn 'MI'-KoA-peaykrasn MOXKyTh CIIpHUMHSITH Cepio3Hi HeOaxkaHi peaklii y HeMoOBIIAT,
KIHKaM, gki MOTpeOyIOTh JIKyBaHHs mpernapatoM Pomasuk, CIii PeKOMEHIyBaTH YTPMMATHCS Bif
roAyBanHs rpyaato. JJaHUX 11040 NPOHUKHEHHS IpenapaTy y IpyJHE MOJIOKO y JIIOJAUHA HeMae (JUB.
posain «ITpotumokasanusy ).

30amnicms enausamu HA WEUOKICMb peakyii npu Kepy8awHi AGMOMPAHCHNOPMOM abo [HuUMU
MexXanizmamu.

JlociokeHns 3 BU3HAUEHHS BIUIMBY PO3yBACTATHHY HA 3/aTHICTh KePyBaTH aBTOTpPaHCTIOpTOM abo
IIPaIfOBATH 3 iHIIMMH MEXaHi3MaMH He TPOBOJIUIIH.

[Tpu xepyBaHHI aBTOTpaHCIIOPTOM abo IHIIUMHM MEXaHi3MaMH HEOOXiIHO BpaxOBYBaTH MO>KIMBICTh
BHHHMKHEHHs 3aIlaMOPOYEHHS Y EPioJT TiKyBaHHSL.

Cnoci6 3acmocysanna ma oosu.

ITepen moyaTKoM JIiKyBaHHS IAIi€HTY CIIiJ IPU3HAYNTH CTAHAAPTHY XOJIECTEPUH3HIDKYBAIBHY €Ty,
AKOI CNTif JOTPUMYBATHCS IIPOTAroM JiKyBaHus. J[03y i miaGuparyt iHIUBIAYaILHO, 3a1€XKHO Bix
MeTH Teparii Ta eHeKTUBHOCTI JIIKyBaHHS, KEPYIOUHCH AIIOYMMH y3TODKEHUMH PEKOMEHIAIliSIMH.
IIpenapar MoxcHAa 3aCTOCOBYBaTH y Oynb-sKui dac JHS, HE3WISKHO Bim mpmitomy ixi. TaGmerky
KOBTAIOTh L1JIO0, 3aIIHBAIOYH BOJIOIO.

Hixysanus zinepxonecmepurnemii

PexoMen10BaHa I09AaTKOBA 1034 CTAHOBUTE 5 Mr 200 10 Mr nepopaibho 1 pa3 Ha 100y IJ1s NaLicHTiB,
SKi BIIEpIIE 3aCTOCOBYIOTH CTaTHHHM, @ TAKOX IS MAI€HTIB, IKUX [EPEBOMSTH 3 NPULioMy iHIMMX
inri6itopis 'MI" KoA-penyxrasu. IIpu nig6opi modaTkoBoi 1031 y KOXKHOIO OKPEMOTO MalieHTa CIIij
BPAaXOBYBATH DIiBEHb XOJIECTEPHHY 1 DPH3WK BHHHKHEHHS CEpLEBO-CYyIUHHHX YCKIAIHEHL Y
MaiOyTHEOMY, & TaKO)X HOTCHUiNHMI PU3HUK PO3BHTKY MOOiYHMX peaxuiif. SIKio HeoGXimHO, A03y
MO’KHa TIOCTYIOBO 301/IbIIIyBaTH, ajle He paHillle HDX 4yepe3 4 TxHI. Y 3B’S3KY 3 ITiABHINEHOIO
9aCTOTOIO PO3BUTKY NMOOIYHUX peakiiil mpu 3acTocyBanHi 1031 40 MI TOPIBHSHO 3 MEHITUMH 03aMH
(muB. posmin «ITo6iuni peaxiii») NHUTaHHSA PO TUTPYBAHHSA OO MakCHUMaibHOi m03u 40 Mr cif
pO3MIIANaTy JUIIE CTOCOBHO MALliEHTIB 3 THXKOIO (opMoro rimepxosiectepuHeMii U BHCOKOMY
PU3HKY PO3BHTKY CEpLEBO-CyIMHHUX YyCKJIagHEeHb (0coOMMBO y MAaIlieHTIB i3 ciMeliHOm0
TiMePXONECTEPUHEMIEI0), Y SKHX HE IOCATHYTO GakaHOro pesysbTaTy JiKyBaHHS IPH 3aCTOCYBaHHI
no3u 20 Mr Ta SKi 3HAXOAUTHMYTBCS IiJ PETyIPHUM MOAAIBIIAM CIIOCTEPEKEHHSIM (IUB. PO3IiN
«Oco6muBOCTI 3acToCcyBaHH»). [Ipu mpu3HayeHHi 1031 40 MI PEKOMEHI0BAHO HATJIA CIIeliamicTa.
LIpodhinakmuxa cepyeo-cyOunux 3axe0po6ats

Y Xomi MOCTIIKEHHS 3HMXKCHHS DPH3HKY DO3BHTKY CEpLEBO-CYJMHHUX 3aXBOPIOBAHbL MpErapar
3aCTOCOBYBaIH y 1031 20 Mr Ha 100y.

Sacmocysanns nayicnmam 1imnbozo giky

Jna nanieHtiB BikoM Bif 70 pokiB peKOMEHIOBaHA OYATKOBA 1033 CTAHOBUTH 5 MI' (JIHB. po3 i
«Oco6IMBOCTI 3aCTOCY BAHHSY ).

Hemae HeoOXiiHOCTI B iHITIN KOpeKLil J03K 3aJI€XKHO Bix BiKy.

Lo3syeans Ona nayienmis iz nopywennsm Qynryii nupox

Hemae HeoOXimHOCTI y KOpeKwil No3u I/ Mali€eHTiB 3 HOpPYIIeHHAM (YHKIII HHPOK JErkoro ta
IIOMipHOTO CTYTIEHS TSXKKOCTI.

Jis maiieHTiB i3 moOpyImieHHSM (yHKUil HHPOK NOMIPHOTO CTYINEHS TSOUKKOCTI PEKOMEHIOBaHA
II0YaTKOBA 1038 CTAHOBHUTE 5 Mr (KJIipeHe kpeaTuHiHy < 60 mi/xBwimHy ). Jlo3a 40 Mr IpoTHIOKa3aHa
narieHTaM i3 mopymeHHAM GyHKUil HEPOK NOMIPHOTO CTYMEHS TSKKOCTi. IIPOTHIIOKAa3aHO
3aCTOCYBaHHs pO3yBaCTaTUHy y Oyab-sIKil 1031 mamieHTaMm i3 mopyuieHHsM (QyHKIT HUPOK TSYKKOTO
crynens (quB. po3aimu «IIpotunokasanusn ta « DapMakoOKiHETHKAY ).

Hoszyeanns Ons nayicrmie 3 nopyulennsm Qyuryii neyiniy 2

Y nanieHTiB 3 mokasHukoM 7 afo Hmk4Ye 3a mkaioo Yaitnma-IT’ro cncremua emﬂomum
pPO3yBacTaTHHy HE NOCHIIOEThCH. OmHaK Cl'IOCTeplI‘aJIOCSI NIOCHJICHHS eKCTIO3HUIT "y - HalienTis 3
nokasHukoM 8 a6o 9 3a mxanoro Yaitnma-IT"1o0 (nuB. po3nin « DapMaxoKiHETHKAY), 4 T'ucm. namieHmin
CHTifA PpO3MISHYTH IMTAaHHA Mpo OOCTEXeHHS (yHKIT HHPOK (muB.  posain'l «Ocobinpoc
3aCTOCYBaHH:» ). Hemae 10CBiny 3acToCyBaHHS MpemnapaTy MamieHTaM 3 MOKa3HHKOM, M0 TIepeRuiIye
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9 3a mkanor Yaitaa-I110. PosysacTaTus npoTunokasaHuii narieaTaM i3 3aXBOPIOBAHHSIMH NIEUiHKH
B aKTUBHIil cTail.

Paca

[TocuneHHsT CHCTEMHOI €KCITO3MINI CIIOCTEPIranoch y IMal(i€HTiB MOHIONOIAHOI pacd. JIns Takux
HallieHTIB peKOMEHIOBaHa IOYAaTKOBA J03a CTAHOBUTH 5 Mr (auB. po3aimu «lIpotumokazannsy,
«OcobauBocti 3acTocyBaHHM» Ta « DapMakoKiHETHKAY ).

IIpenapat y 1o3i 40 Mr TakuM mami€eHTaM MPOTUIIOKA3aHUH,

I'enemuynuii nonimopghiam

[leBHi THIH TEeHETHYHOro HOTIMOP(I3MYy MOXYTh TNPU3BOMUTH JO HiABUINEHHS EKCIIO3MI]
posyBactaTuHy (IuB. posnin «Papmakokinetukay). [lamienTam i3 BiTOMOIO HAsBHICTIO TaKMX THIIB
noJiMopGhi3My pPEeKOMEHIYEThCS 3aCTOCOBYBATH MEHIIY J00OBY 103y PO3yBOCTATUHY.

Losysanns Ona nayicnmie 3i cxuionicmio 00 po3eumxy mionamit

JInst manienTiB 3i CXMJIBHICTIO MO PO3BUTKY MiomaTtii peKOMEH/IOBaHA II0YaTKOBAa J03a Iperapary
CTaHOBUTH 5 MI. TakuM namieHTaMm no3a 40 Mr nporunokasana (1uB. po3ain «IIporunokaszanusy).
Cynymne 3acmocy8anHs

Posysactatun € cy6cTpaToM pisHuX TpaHcnoptHuX OinkiB (Hampukinag OATP1B1 ta BCRP). Pusux
miomarii (y Tomy umcii paGmomionisy) 3pocTae NIpH CYHNyTHHOMY 3aCTOCYBaHHI PO3yBACTATHHY 3
TEBHUMM JIIKAPCEKUMH 3ac00aMy, IO MOXKYTh ITi/IBHIYBaTH KOHIIEHTPAIIIO PO3yBacTaTHHY Y ILIa3Mi
KpOBI BHACIiZOK B3a€MOZii 3 LMMH TPAHCHOPTHUMH OlikaMu (HAIPHUKIA] IUKIOCIIOPUHOM Ta
IIEBHUMH iHTiGiTOpaMH IIpoTeasd, y TOMy uHCIi KoMOIHAIlisiIMH pHTOHaBipy 3 arasaHaBipoM,
nomniHaBipoM Ta/abo THmpaHaBipom; auB. po3au «OcoBnuBOCTI 3acTocyBaHHM» 1 «Bsaemomis 3
IHIIMMY JTIKapCHKUMH 3ac0o0aMM Ta iHII BHAX B3aeMoAiit»). Y pas3i MOXIHBOCTI CIJ po3risHyTH
3aCTOCYBaHHS aJbTEPHATHBHUX JIIKapChKUX 3ac00iB Ta, y pas3i HEOOXiAHOCTI, THMYAacCOBO I€pepPBATH
Tepamito IpemapaToM Pomasuk. SIKIIO CyIyTHBOIO 3aCTOCYBAHHS IMX JIIKAPCHKUX 3acobiB i3
PO3yBACTATHHOM YHHUKHYTH HEMOJIIUBO, CIIifl PETEIFHO 3BaYKUTH KOPHCTh Ta PU3UK BiJl CyNyTHBOIO
3aCTOCYBaHHs Ta BiJNOBINHHUM YHHOM BiAKOperyBaTH Ho3y mperapary Pomasuk (ouB. posmin
«B3aeMogis 3 iHIIMMU JlikapChKUMHU 3aCO00aMH Ta iHIII BHIN B3a€MOIN»).

Mimu.

3acTocyBaHHS IpenapaTy AiTAM Ma€ MPOBOAUTH JIHIIE CIEialiCT.

3aCcTOCOBYBATH NiTSM Ta MiAjiTkam Bikom Bix 10 1o 17 pokiB (xnomuuku Ha cTafii po3BUTKy 11 Ta Bume
3a TarHEpOM Ta JiBYaTa, B SIKMX MEHCTpyaril moJyanucs moHaiMere 1 pik Tomy).

3BuuaifHa novatkoBa go0OBa Jo3a I JiTedl Ta MUITKIB 13 TE€TEPO3UIOTHOIO CiMEHHOIO
TinepXxolecTepUHEMIEIO CTAHOBHUTE 5 Mr Ha 100y, [Ipemnapar ciij npuiiMaTd IepopaibHO B 103aX Bij
Swmr go 20 mr 1 pa3 ma noOy. IlimBuinysatu m03y Ciif BiANOBIAHO IO iHAMBiAyanbHOI BiAmOBizi
JUTHHY HA JIIKyBaHHS Ta IEPEHOCHMOCTI Iperapary, JOTPUMYIOYHCH PEKOMEHIANIN MO0/I0 JIiKyBaHHS
niteit (quB. pos3xin «OcobauBocTi 3acTocyBaHHy). [lepe MOUYaTKOM Tepamii po3yBacTaTHHOM JiTIM
Ta IiJUITKaM CIiJ NPU3HAYHTH CTAHJAPTHY TilOXONECTEPUHEMIUHY JieTy, KO MAIiCHTH MAaloTh
JTOTPUMYBATHCS i IPOTATOM JIiKyBaHHS. besnexy Ta epeKTHBHICTD JIIKApCHKOTO 3aC00y Yy A03ax Oinplie
20 Mr y niif momynsIii He JOCITIHKY BaJIH.

Tabnerku mo 40 Mr He 3aCTOCOBYBATH JIITAM.

Limu gixom 0o 10 poxig

Hocein nikyBaHHA JiTel BikoM g0 10 pokiB OOMEXEHHMH 3aCTOCYBaHHAM IIPENApary y HEBEIHKOL
KinbKOCTi manieHTiB (BikoM Bix 8 no 10 pokiB) i3 roMO3UroTHOIO CiMENHOIO rinepxoecTepuHeMiero.
Taxum unHOM, IpenapaT PoMa3uk He PeKOMEHIY€ETHCS 3aCTOCOBYBATH AITSIM BikoM 1010 poxis.

Ilepeoosysanna.

Hemae cnenuivnoro yikyBaHHS y BUIAAKY Iepeno3yBanHs. Ipu mepeno3yBaHHI CIijl IpoBOAUTH
CHMIITOMATHYHE JIKYyBaHHS IallicHTa, a TaKOX NiATpUMYyIoui 3axomu npu, HeoOximmocri. Crix
KOHTpOJIOBATH yHKIito nedinku Ta piBHiB KK. Manoitmosipho, 1o remosiaiis Gy ie e{]im{i'u_l_slmm.

I106iuni peaxuii.
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IToGiuni peaxuii, 1110 cocTepiranycs Mpy 3acTOCYBaHHI po3yBacTaThuHy, OyiIH 3a3BU4ail jerkumu. Y
X0JIl JociikeHb MeHite 4 % narieHTiB, sKi 3aCTOCOBYBAIM pO3yBacTaTHH, IPUITHHWIN JiKyBaHHS 3
NPUYUHY BUHUKHEHHS MOOIYHUX peaKilii.

Hebaxani peakuil kimacudikoBani 3a yactoTow Ta cucreMHo-opranaumu kinacamu (COK). Yacrotu
NOOIYHUX peakniil K1acu}iKoOBaHO TAKMM YHHOM:

yacro (Big > 1/100 no < 1/10);

HevacTo (Bix > 1/1000 mo < 1/100);

piaxo (Big > 1/10000 no < 1/1000);

ayxe pinko (< 1/10000);

HEBIJIOMO (HEMOMUIUBO BCTAHOBHUTH 3a ICHYIOUUMH JAHUMH).

3 6oky xposi ma nimgpamuunoi cucmemu

Pioko.: TpOMOOIUTOIIEHIS.

3 boxy imynnoi cucmemu

Pioko: peakIii rinepuyTIMBOCTI, BKIIIOYAIOYM QHTTOHEBPOTUYHUN HAOPSIK.

3 6oxy endoxpunHOi cucmemu

Yacmo: nykpoBuit fiabeT (YacTOTa 32JIS)KUTH Bijl HAABHOCTI (haKTOPIB pU3HKY (PIBEHD INIIOKO3U HATIIE
> 5,6 mmons/n, IMT > 30 xr/m?, migsuineni piBHi Tpuriinepunis, aprepianpna rinepreHsis B
aHaMHe3i),

Icuxiuni poznaou

Hacmoma negiooma: nempecis.

3 6oky nepsosoi cucmemu

Hacmo: TonoBHUM 6inb, 3a1aMOpPOYEHHS.

Hyoice pioxo: moniHeBpomaTisi, BTpaTa 1am’sri.

Yacmoma Hesiooma: Tnepedepuuna Heitpomaris, po3namd cHy (y TOMy 4Yucli O€3COHHS Ta HiuHi
KOIIIMapu).

3 boky opeanie ouxanns, epyOHOI KIIMKU Ma CepedoCminHs

Yacmoma negiooma. Kaliesb, 3aqUIIKA.

3 6OKY WINYHKOBO-KUULKOBO20 MPAKNY

Hacmo: 3anop, Hy10Ta, A0KOMiHANEHUHN O1/1b.

Pioko: nankpeaTur.

Yacmoma Hegiooma: niapes.

3 boky eenamobiniapnoi cucmemu

Pioko. NiIBUINEHHS PiBHS IIE4iHKOBHX TpaHcaMinas,

Llyoice piOKko. JKOBTSHHUIIS, TEIIATHT.

3 boky wikipu ma niQWKIpHOI KAIMKOGUHU

Heuacmo: cBepOix, BUCHIIAHHS 1 KPOIIHUB’ IHKA.

Yacmoma negiooma: cunppom CrieHca-/[)oOHCOHA, iHIyKOBaHA JTiKapPCHKUMH 3ac00aMu €03MHO(IITis
3 cucteMHUMH cuMnTomMamu (DRESS-cunmpom).

3 boxy cxenemHoOi MYCKYIAMYPYU MA CRONYYHOT MKAHUNY

Hacmo: mianris.

Pioko: Mionaris (BKIIOUaIoun Mio3uT) i paGromionis, BOBUaKo-oMiGHMI CHHAPOM, PO3PUB M’sI3iB.
Alyoice pioko. apTpatris.

Yacmoma Hegidoma: TmoOpymleHHA 3 OOKy CyXOXUTb, IHKOJNM YCKIAUHEHI PpO3pHBAMH,
iMyHOOIIOCEpEIKOBAaHA HEKPOTH3YIOUa MiOIIaTis, MiacTeHis rpasic.

3 boxy nupok ma cevo8udinbHoi cucmemu

Lyoice pioxo. remarypis.

3 60Ky penpoOyKmuUGHOI cucmemu ma MONOYHUX 3a103

Lyorce pioko: riHekomacTis.

Iopywenns sazanvhozo cmany ma nog 's3ami 3i cnoco6om 3acmoCY6ants npenapamy

YHacmo. acteHis.

Yacmoma negiooma: HaOPSIK,

3 6oky opeanis 30py

YacroTa HeBiiomMa: OUHa MiacTeHis,
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Sk 1 mpu 3actocyBanHi iHmux inriGiropis I'MI" KoA-penykrasu, gacTora BUHUKHEHHs HOGIYHIX
peaxiiit 3aeXHTh BiJl TO3M Mpernapary.

Bniue na nupxu

V narienTiB, sIKi OTpUMyBaJIH JIiKyBaHHs pO3yBaCTATHHOM, CIIOCTEpiranacs IpoTeinypis (BusiBieHa i3
3aCTOCYBaHHAM TECT-CMYIKOK), 3a3BHYal KaHAJIBLEBOTO TOXOLKEHHs. 3MiHy KiNbKOCTI Oijika cedi, Bif
BigcyTHOCTI abo cniaiB Ginka mo ++ abo Ginbiue, croctepirann y < 1 % naiieHTiB y I€BHI MOMEHTH
yacy INpOTAroM JIKyBaHHS y mosax 10mr i 20 mr, a Takox npubnum3Ho y 3 % mnaiiienris, ski
orpuMyBanu no3y 40 wmr. [lpu 3acrocyBaHHi mperapary y mo3i 20 Mr criocTepiraqocs He3HadyHE
30inblueHHs KinbkocTi Ginka, Bif BimcytHocTi abGo ciigis Ginka mo +. Y OlabImocTi Bumagxis
NpOTEiHYpisd 3HIXKyBajlach ab0 3HMKala CIIOHTAaHHO IPH IPOJOBXKEHHI Tepalii, a Takox He Oyna
IPOrHO3YI0YMM (haKTOPOM BUHHKHEHHS rOCTPOro abo IMporpecyroyoro 3aXBOPIOBaHHS HUPOK.,
[ToBimoMJIANN PO BUITAAKK IeMaTypil; 38 JaHUMHUM JOCJIDKEHb YacToTa iX Maja.

Bnnue na cxenemmni m’sazu

[ToBimOMIISIN IIPO BIUIMB Ha CKeJETHI M’S3U: Miairito, MionaTito (BKJIFOYAI0YH MIO3HT) 1 pijko — mpo
pabomioni3 y manieHTiB, sIKi OTPHUMYBaJIM JIIKyBaHHS PO3yBacTaTHHOM Y OyIb-sKilt 103i, 0coO6IMBO —
y no3ax Buiie 20 Mmr.

Hoso3anexne 3poctanHsa piBHIB KK cmocrtepiranu y mamieHTiB, sSKi 3aCTOCOBYBaIM PO3yBACTATHH;
Oinpiricte BHNMAAKiB OynMM JIETKUMH, ACHMITOMATHYHHMH 1 TpaH3uTOpHUMH. Skimio pismi KK
MiJBUINYIOTECS (Oinblne HiK y 5 pasiB MOPIBHSHO 3 BEPXHBOIO MEKEIO HOPMH), JIKYBaHHS CIIiJ
IPUIHHATH (OUB. po3ait « OCOOIUBOCTI 3aCTOCYBAHHY).

Bnnue na nevinxy

SIk i mpu 3acTocyBaHHI iHImuX iHriGiTopie 'MI" KoA-penykrasu, 10303aI€)KHE 3pOCTAHHSI AKTUBHOCTI
TpaHCaMiHa3 CIOCTEPIrali y HEBEJIUKOI KiNBKOCTI MAIi€HTiB, SKi 3aCTOCOBYBAIM PO3yBACTATHH,
OinplIiCT BHIAAKIB OyNH JErKUMH, AaCHMIITOMATHYHUMH 1 TpaH3uTOpHHMH. [Ipu 3acrocyBaHHi
pO3yBacTaTHHY TaKOX BiI3Hawanocs migBuineHHs piBHiB HbAlc.

Ha 1i1i 3acTocyBanHs HesIKHX CTaTHHIB BifzHayalucs Taki HebaXxaHi aBHIIa:

po3naz ctateBol QYHKIIT;

OKpeMi BHIIA[KH iHTEPCTHILIaTbHOT XBOPOGH JIeTeHb, OCOOIMBO IPH TPUBAJIOMY 3aCTOCYBaHHI (JIUB.
po3ain «OcoOIUBOCTI 3aCTOCY BAHHSY ).

YacToTa noBiZOMIIEHS ITPO pabOMioIi3, cepito3Hi mopyIeHHs 3 GOKY HUPOK Ta NeYiHKK (IIEPEBAXKHO
IiJBHILEHHS aKTUBHOCTI IEYiHKOBUX TpaHcaMina3s) Giyplia Ipy 3aCTOCYBaHHi pemnapaTy B 1031 40 Mr.
Y mpoteci mcngpeecTpaltiiHoro 3acTocyBaHHs npenapaty Pomasuk ineHTHdikoBaHO TaKy HebaxaHy
peaxmifo fK JeTalbHAa Ta HENeTAIbHA [EYiHKOBA HENOCTATHICTh. OCKINIBKM Mpo IO peakiilo
HOBIJOMJISITH CITIOHTAHHO 13 HMOMYJIANii HEBU3HAYEHO! KiJIbKOCTI, HEMOMIIUBO AOCTOBIPHO OLIHHTH ii
4acToTy a00 BCTAHOBUTH HasBHICTh IPUYMHHO-HACIIIKOBOTO 3B’SI3KY i3 3aCTOCYBaHHSM IIpEnapary.
3pinka y micisIpeecTpallifHOMy Iepiofi MOBIIOMJISUIM NpO MOPYLICHHS KOTHITMBHHUX (yHKILiH
(Hampuknaj moriplieHHs Iam’sTi, 3a0yabKyBaTicTh, aMHe3is, MOTIpINeHHsS IaM’sTi, CILTyTaHiCTh
CBiZIOMOCTi), IO AacCOLIIOIOTBCSA i3 3aCTOCYBaHHAM cTaTMHiB. IIpo Taki KOrHiTHBHI mpoGiaeMu
HOBIIOMIISIH y 3B’S3KY 3 yciMa cTaTMHaMu, SIBHINA, Ipo SKi HAETbCS Y IOBIOOMIIEHHSX, 3a3BHUail
MAIOTh JIETKMH XapakTep 1 MUHAIOTh IICIIS BiAMIHM CTaTHHIB, a TAKOXK MaIOTh Pi3HUH 4Yac [0 HOSBH
CHMIITOMIB (Bif 1 IHS 1O POKIB) Ta 1O 3HUKHEHHS CHMIITOMIB (Memiana — 3 THKHi).

Jimu

IlinumieHHs: piBHS KpeaTHHKiHasH > 10 pasis Bume BMH Tta cumnromu 3 60Ky M’s3iB micis
isuHoro HaBamTaxeHHS abo0 migBHINEHO! (i3MYHO! AKTHBHOCTI CHOCTEpiralucs dacriime y
52-THXXHEBOMY KIIiHIYHOMY JOCTI/DKEHH] 3 y4acTio AiTel Ta miITTKIB MOPIBHIHO 3 JOPOCIHMH (IUB.
po3nin «Oco6muBocTi 3acTocyBaHH). [IpoTe mpodins Gesnexy po3yBacTaTHHY y HiTel Ta MimTiTKiB
OyB NOAIGHAM JI0 TAKOT'O Y HOPOCIHX.

Tepmin npuoammnocmi, 2 pokH,

Ymosu 36epiranHs. _
30epiraTu mpu Temmeparypi He Buie 25 °C y cyxoMy, 3axXHIIEHOMY BiJ CBiT/Ia MicIi/
36epiraTu y HEAOCTYIIHOMY IS JiTEH MicI.
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YnakoBka.

JUrst mosysannst S mr, 10 mr, 20 mr

ITo 10 Tabnerok y 6aictepi, mo 3 Guicrepu y KapTOHHIH KOpOOIIi.
ITo 15 Tabnerok y 6micrepi; no 2 GicTepu y KapTOHHIN KOpoOmi.

Jlist jrosysaunus 40 mMr
ITo 10 tabnerok y GnicTepi, o 3 GicTepu y KapTOHHIH KOpoOILi.

KaTeropis Bigmycky. 3a perentom,

BupoOHuk.
®apmauesruunmii 3aBof «Ilonsgpapma» C. A., [Tonpma/
Pharmaceutical Works «Polpharma» S. A., Poland.

MicuesHaxoakeHHs BUPOGHHMKA Ta HOro aapeca Mics NpoBaHKeHHs TisIbHOCTI.

By Ilensmmnscka 19, 83-200, Craporapa I'nanscku, ITonsina/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

Jara ocranHboro nepersasay. 08.10.2024.
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