IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

POMA3UK
(ROMAZIC)
Cknao:
Oitoua pevosuHa: rosuvastatine;

1 TabneTka, BKpHTa IUTIBKOBOIO 000JI0HKOI0, MiCTUTh po3yBacTaTuHy 5 Mr abo 10 mr, abo 20 mr, abo
40 wmr, 110 ekBiBasmeHTHO 5,2 MT abo 10,4 mr, abo 20,8 mr, abo 41,6 MI po3yBacTaTHHY KaJlblliio;

OONOMINCHI PEYOBUHU: TAKTO3W MOHOTIIPAT, TUII 1; TAaKTO3W MOHOTIApAT, TUI 2; IEJII0II03a
MiKPOKPUCTaJTiYHa; HATPilo IUTPAT; KPOCIOBIOH TUM b; KpeMHil Komoiguuit 6e3BOMHUM; MarHio

creapart; ob6onoHka (6apBHUK Opadry II 6inuit 33G28523, rimpomesno3a, 1aKT031 MOHOTIfIpaT,
MakKpoOroJ, TpualueTuH, TuTany giokcup (E 171)).

JIikapcbka ¢opma. TabrmeTKy, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.
OCHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:

5 Mr: KpyrIJIi IBOOMYKII TabeTKu, BKPHUTI IIJIiBKOBOIO 000JI0HKOI0, 6iy1oro abo Matizke 6i10T0 KOJILOPY,
3 THCHEHHSM «5» 3 0QHOTO OOKY;

10 mr: KpyTii gBOOMYKJIi TabneTKH, BKPUTI IIiBKOBOIO 000J10HKOI0, Gistoro abo Maiixke 6inoro
KOJIbOPY, 3 TUCHEHHSM «10» 3 0MHOTr0 GOKY;

20 Mr: Kpyri IBOOIYKII TabeTKH, BKPHUTI IIJIiIBKOBOIO 000JI0HKOI0, 6i/1oro abo Matizke 6ioro
KOJIbOPY, 3 TUCHEHHSM «20» 3 0MHOT0 GOKY;

40 Mr: IPOOOBryBaTi ABOOMYKJIi TabNIeTKH, BKPUTI IIiBKOBOIO 000JI0HKOI0, Gistoro abo Maiixke 6inoro
KOJIBODY.

®apmakoTepaneBTHYHA rpyma. [imomimigemiuni 3aco6u. IuridiTopu I'MI'-KoA penykTasu.

Kom ATX C10A A07.

Papmakono2iuHi e1acmusocmi.
dapmakoOuHamika.

PosyBacTtaTus 3HUXKYE mifBulleHi piBai xonectepuny-JIITHII, 3aransHOro xoaecTepuxy i
TPUTJIiLIEPHUIB, a TAKOXK MHifABUINY€E PiBeHb XonecTepury-JIIIBII (yimonpoTelHy BUCOKOL MIITBHOCTI).



[TpemapaT TakoX 3HUXKYE piBHI aninonpoTeiny B (AnoB), xonectepuny-ueJlITHII, xonectepuny-
JITIOHII, Tpurninepumnis-JITIIHII i migBuirye piBeHs amominonpoTeiny A-1 (AmoA-I) (ouB. TabmuINio).

PosyBacTaTH TaK0XK 3MEHIIIY€ ITOKa3HUK CHiBBigHOIEHHS XonecTepuH-JITTHII/xonectepun JITIBILI,
3aranbHu xonectepuH/xonectepuH-JIIIBII, xonectepul HeJIIIBII/xonectepuH-JIIIBII i AnoB/AnoA-
L.

Tabmuig 1.

Io303aexHa BiiMOBigb y MalliEHTIB 3 MEPBUHHOIO Tinepxonectepunemieto (tur Ila i IIb)
(CkopuroBaHuil CepeHil BilCOTOK 3MiH MMOPIBHIHO 3 MOYaTKOBUM 3HaYEHHSIM)

Ilo3a N X-JITTHII |3arampauyu  [X-JITIBI [TT HeJITIBII-X A10B ATT0A-]
X0JIeCTePUH

[Mnane6o |13 |7 -5 3 -3 -7 -3 0

5 17 |45 -33 13 -35 |44 -38 il

10 17 |52 -36 14 -10 -48 -42 4

20 17 |55 -40 8 -23 |51 -46 5

40 18 |63 -46 10 -28 -60 -54 0

TepaneBTUYHUYN e(PEKT AOCATAETHCS MPOTATOM 1 TUXKHS Mic/Ig IOYaTKY JiKyBaHHS, a 90 %
MaKCHUMaIbHOTO e(DeKTy HOCATAEThCS Yyepe3 2 THKHI. MakcuManbHul epeKT, K IPaBUo,
IoCATaeThCs yepe3 4 TUXKHI i B ofanbiomMy 30epiraeTocs.

dapmakoKiHemuka.
BcmokmyeaHHA

MaxkcuMarnbHa KOHIIEHTPAIlisl pO3yBaCTATUHY Y IJ1a3Mi KPOBi IOCATAETHCS MPUONIU3HO Yepe3 5 TOnuH
IiCJIs IEPOPAIbHOT0 3aCTOCYBaHHs. AGCOMI0THA 0i000CTYIHICTh CTaHOBUTH MPUOIHU3HO 20 %.

Po3nodin

Po3yBacTaTvH €KCTEHCUBHO IIOTIMHAETHCS ITEYiHKOI0, SKa € OCHOBHUM MiClleM CUHTe3Y X0JIeCTEePUHY
i knipency xonectepuny-JIITHII[. O6’eM po3mofginy po3yBacTaTHHY CTAHOBUTD NpuOnIu3Ho 134 1.
Bnu3bpko 90 % po3yBacTaTUHY 3B’'SI3YEThCA 3 GiTKaMu I1JIa3MHU KPOBi, TOJIOBHUM YHHOM 3 albOyMiHOM.

Memabonizm

Po3yBacTaTuH nigmaeTscss oOMexkeHoMYy MeTabosiaMmy (mpubnusuo 10 %). In vitro mocmigXXeHHS
MeTab01i3My 3 BUKOPUCTAHHSIM TelaTOIUTIB TIOAUHY BKA3yIOTh Ha Te, III0 PO3YBACTATHH € CITabKuM
cybcTpaTtoM misi MeTabomiaMy, ormocepeakoBaHoro uToxpoMoM P450. CYP2C9 € royioBHUM 3aisTHUM
izodepmenTom, a 2C19, 3A4 i 2D6 3amisiHi MeH11010 Mipoio. OCHOBHUMM ifeHTH(IKOBAaHUMU
MeTabomitamMu € N-gucMeTnn i TakToHOBI MeTabosiTu. MetaboiT

N-gucmetuny npubau3Ho Ha 50 % MeHII akKTUBHMY, HiXK PO3yBacTaTUH, a TaKTOHOBI hopMu
BBAXKAIOThCS KITiHIYHO HeakKTuBHUMU. Ha po3yBacTaTul npumnapae 6inpire 90 % aKTUBHOCTI
inri6iTopy I'MI" KoA y 1iupKymo04iil KpoBi.

BusedeHHs

[Tpu6nu3no 90 % mo3u po3yBacTaTUHY BUBOAUTHCS Y HE3MIHEHOMY BUTJISAML 3 KaJIOM (BKJTIOYa0un



abcopOoBaHy i HeaOcopOoBaHy [il0Yy PeUYOBUHY), a PeIITa BUBOAUTHCS i3 Cedero.

[Tpu6nu3Ho 5 % BUBOOUTLCA i3 ceuelo y He3MiHeHOMY BUTIAMIL. [Iepion HamiBBUBENeHHS i3 IIIa3Mu
KpPOBi cTaHOBUTH pubau3Ho 19 roguH. [lepion HamiBBUBENEHHS He MMONOBXKYETHCS IIPU 3aCTOCYBaHHI
BuIuX 003. CepenHiit reoMeTPUYHUN TOKa3HUK KJTIPEHCY IIa3MU KPOBi CTAHOBUTDH IPUOGIU3HO

50 n/ropuny (koedimienT Bapiaril 21,7 %). 4k i y Bunagky inummx inriéitopis I'MI" KoA-penykrasu, y
IIpolieci MeYiHKOBOT'0 3aXOIJIEHHS PO3yBacTaTUHY Oepe y4acTh MeMOpaHHuUi nepeHocHUK OATP-C.
Lleit mepeHOCHUK Biflirpae BazKJIMBY POJIb y TEYiHKOBIil eliMiHallil po3yBacTaTUHY.

JIiHilIHIcM®b

CucreMHa eKCII031llisg PO3yBacTaTUHY [TOCUIIIOETHCS IIPOIOPIINHO [0 fo3u. [licns 6araTopa3oBoro
IIOIEHHOTO 3aCTOCYBAHHS HE CIIOCTEPIraeThCs 3MiH (papMaKOKiHETUYHUX TOKa3HUKIB.

Okpemi epynu
Bik ma cmambo

Bik i cTaTe He BIIMBAIOTH KJIiHIYHO 3HAYYIIUM YHHOM Ha (papMaKOKiHETHKY PO3yBacTaTUHY Y
nopocnaux. ®apMakOKiHeTHKA PO3yBaCTATUHY Y AiTel i MiAJITKIB i3 TeTePO3UTOTHO CIMEUHOI0
rinepxonectepuHeMieo Oyjia aHAJIOTiYHOIO TaKiil y JOPOCIKX JOOPOBOJBINB (UB. pO3Tin «IiTH»).

Paca

dapMaKOKiHETHYHI JOCTiIXKEHHS IeMOHCTPYIOTh 30iNbleHHs cepenHix moka3uukiB AUCiC,,, v
IIpeICTaBHUKIB MOHTOJIOITHOI PacH (SIMOHIIB, KUTAWIiB, (iinmiHIlB, B'€THAMIIIB i KOPEHIIiB)
IIOPiBHSHO 3 IPeICTaBHUKaMU €BPOIEOIAHOI pach; y IpeCcTaBHUKIB a3iaTChKOi pacu cepenHi
noka3Huku AUC i C,,, 30inpmytoTecst mpubnau3Ho B 1,3 pasa. [lonynsauiiHuil papMaKOKiHETUYHUM
aHaJli3 CBIIYMTh IIPO BiACYyTHICTH KJIiIHIYHO 3HAUYIIUX BiIMiHHOCTEN Y (hapMaKOKiHETHIII MixX
€BPOIIEOITHOIO i HETPOITHOIO PacaMH.

ITopyweHHs (pYHKUIT HUPOK

Y xomi mocmifgKeHHS 3 y4acTio Malli€HTiB i3 Pi3HUMU CTYyIeHSIMU MOPYIIeHHS (QYHKIIiI HUPOK, IIpU
3aXBOPIOBAHHAX HUPOK JIETKOT0 Ta IIOMIPHOT0 CTYIIEHIB TAXKKOCTI He CIIOCTepiraaocs BIJIUBY Ha
II71a3MOBi KOHIIEHTPaIlil po3yBacTaTuHy i N-qucMeTun MetabomiTy. YV marieHTiB i3 TAKKUMU
nopyieHHsamMu GyHKIil HUPoK (KK < 30 My1/XBUNIKUHY) cIocTepiranocs 30i/blIeHHS M71a3M0BO1
KOHIIeHTpallil ¥ 3 pa3u i 30inbieHHs KoHIleHTpalii N-gucMeTn Metabomity y 9 pa3iB mopiBHSAHO 3i
3mopoBuMH fHo6poBonbLusaMy. KoHIleHTpallil po3yBacTaTUHY Y IIJla3Mi KPOBi IIpU PiBHOBaXKHOMY CTaHi
y TMAIi€HTIB, SKUM IIPOBOAUTHLCS reMofiani3, Oynu npubnusHo Ha 50 % OimbmuMu, HiXK y 300pPOBUX
NoOPOBOJIBIIIB.

ITopyweHHsA pYHKUIT neviHkKu

Y xopmi mocmigKeHHS 3 y4acTIO Malli€HTIB 3 Pi3HUMHU CTYIEHSIMU IOPYIIEHHS QYHKIIil MeYiHKA IPU
IIOKa3HUKY 7 a0o HUXK4Ye 3a 1mKasnoi Yaunma-I1't0 cucTeMHa eKCII03UIlist pO3yBacTaTHHY He
nocusoBanack. OfHaK y 2 MalieHTiB 3 moKa3HuKaMu 8 Ta 9 3a mKkanow Yaung-IT'to cnocrepiranocs
TIOCUJIEHHS CHUCTEMHOI eKCIIO3HUllii MIpUHaNMHi y 2 pa3u MOPiBHIHO 3 MallieHTaM# 3 HUKYAMU
IMOKa3HMKaMH 3a IKasnoio Yauna-I1'10. Hemae mocBimy 3acToCcyBaHHS Mpemnapary mallieHTaM 3
IIOKA3HUKOM Bulne 9 3a mwkanow Yaung-II'to.

Himu



dapMaKOKIHETUYHI TOKA3HUKHU Y AiTel i3 TeTepO3UTr0THO CIMEUHO0 TinepxoaecTepUuHEMI€r0 y Billi
Big 10 mo 17 pokiB {0 KiHIg He BuBUeHi. HeBenuke apMakKOKiHETHUYHE OOCHIIXKEHHS 3aCTOCYBaHHS
po3yBacTaTUHY (y BUTIsAAi TabneTok) y 18 miTelt mpogeMOHCTPYBAJIo, 10 eKCIO3HUIlis Ipernapary y
OiTey CIiBCTaBHA 3 TaKOI0 y JOPOCUX IMalieHTiB. KpiM TOro, pe3ynbTaTé BKa3ylTh Ha BiICYTHICTh
BUPaXKeHOT0 BifXUIEHHS Bifl JO30IPOIOPIIMHOCTI.

KrinigHi XxapaKTepHCTHKH.
Iloka3aHnHs.
JIixysaHHA 2inepxosecmepuHemii

HopocnuM, migmiTkaM Ta giTaMm BikoM Bif 10 pokiB i3 mepBUHHOIO rinepxonecTepuHeMieio (Tuny lla, B
TOMY YHCJIi i3 TeTepO3UTr0THOIO CiMeHOI0 TinepxonecTepruHeMieto) abo 3MilIaHo0 AUCHimifeMieo
(tTuny IIb) sIK HOTIOBHEHHS [0 AIETH, KOMYM NOTPUMAHHS [i€TH Ta 3aCTOCYBaHHS iHIIUX
HeMeIUKaMeHTO3HUX 3ac00iB (Hampukian ¢pi3dyHUX BIIPaB, 3MEHIIIEHHS MacH Tifla) € HEJOCTATHIM.

[Tpu rOMO3UTOTHIY CiMelHil rimepxogecTepuHeMil SIK JOIIOBHEHHS [0 OIETH Ta iHIIUX
Tinigo3HKUKYBaIbHUX 3ac00iB NiKyBaHHS (Hampukiag adepely JIITHII) abo y Bunagkax, KOJiu Take
JIiKyBaHHST € HEJOPEYHUM.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYWEHb

3anobiraHHs 3HaYHUM CepLIeBO-CYOUHHUM MTOPYIIEHHSIM Y MAlliEHTIB, SKUM, 3a OLIiIHKaMH, 3aTPOXKYE
BHUCOKHU PU3UK IIE€PILOTr0 BUIAKYy CEPLEBO-CYIUHHOTO NOPYIIeHHS (IUB. PO3MiN
«PapmMakoguHaMika») K JOIOBHEHHS N0 KOPEKIIil iHIuX (paKTOPiB PU3UKY.

IIpomunoka3aHHs.

e ['inepuyTnuBiCTh IO po3yBacTaTHHY a00 H0 OyOb-SKOI 3 IOTIOMIXKHUX PEUOBHH IIpernapary;

¢ 3aXBOPIOBAHHS MEYiHKM B aKTUBHIU CTaflil, BKIOYAO4YH CTiliKe IigBUINEHHS aKTUBHOCTI
TpaHCaMiHa3 CUPOBATKM KPOBi HEBIOMOI €Ti0noril, a TaK0XK MigBUIIEHHS aKTUBHOCTI OyOb-IKO1
TpaHCaMiHa3¥W CUPOBATKY KPOBi Oifbille HixXK y 3 pa3u Bullle BepxHboi Mexi HopMmu (BMH);

e TSXKKi IOpPYIIEHHS (PYHKII1 HUPOK (KJIipeHC KpeaTuHiHy < 30 MJI/XBUIUHY);

e MioIlaTif;

* OIHOYACHE 3aCTOCYBaHHS 3 LIUKJIOCIIOPUHOM;

e TIepiofi BariTHOCTi a60 rogyBaHHS TPYAII0, @ TAKOXK KiHKaM PENPOAYKTUBHOTO BiKy, Ki He
3aCTOCOBYIOTh HaJIeXKHi IPOTU3aIUTigHI 3aco0u.

[Tpenapat y m03i 40 Mr npoTUIIOKa3aHUM MalieHTaM i3 (h)aKTopaMu, 110 CIPUSIOTh PO3BUTKY
MiomnarTii/pabmoMionisy. Taki ¢pakToOpu BKIIIOYAIOTh:

 TIOMipHe IOpyIIeHHs QYHKII HUPOK (KJIipeHC KpeaTuHiHy < 60 MI/XBUIUHY);

* TiIOTUPEO3;

* CIIQKOBi 3aXBOPIOBAHHS M’SI30BOI CHCTEMH B 0COOMCTOMY a00 CiMeiHOMY aHaMHe3i;

e B aHaMHe3i - MiOTOKCUYHICTh ITPU 3acTOCYyBaHHi iHmoro inribitopy 'MI" KoA-penykTrasu a6o
di6paty;

e 3JI0BKMBAHHS aJIKOTOJIEM;

CTaHW, IIpU AKUX MOXKYTh 3POCTATHU PiBHI IIpenapary y maa3Mi KpoBi;



¢ HaJIeKHICTh 10 MOHTOJIOIAHOI pacy;
e CYIyTHE 3acToCyBaHHS (ibpaTiB

(muB. po3minu «Ocob0MUBOCTI 3aCTOCYBaHHA», «B3aeMopis 3 iHIKUMU TiKapChKUMU 3acobaMu Ta iHIIi
BU[M B3aeMofii» Ta «OapMaKOKiHETHKA»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.
Bnaue cynymHix npenapamie Ha po3ysacmamuH
IHeibimopu mpaHcnopmHux biakie

Po3yBacTaTuH € cyOCTpPaTOM [Jid AeSKUX TPAHCIIOPTHUX OiNIKiB, y TOMY YMCIIi T€4iHKOBOTO
TpaHcmopTepa 3axomnnenHs OATP1B1 Ta edmiokcHoro Tpancnoprepa BCRP. OpHo4yacHe
3aCTOCYBaHHS PO3YBACTAaTUHY 3 TIKapChKUMHU 3ac00aMu, 10 IPUTHIYYIOTH IIi TPAHCIIOPTHI 01Ky,
MO2Ke TTPU3BOAUTHU OO MiABUIIEHHS KOHIIEHTPAIlill po3yBacTaTUHY Y Ia3Mi KpOoBi Ta 30iblIeHHS
pu3uKy Mionarii (muB. po3pinu «Cmocib 3acTocyBaHHS Ta K03u», «OCOOIUBOCTI 3aCTOCYBaHHSI»,
«B3aeMopis 3 iHIMMMY JTiKapChKUMHU 3aco00aMu Ta iHIIi BUIM B3a€EMOMiN», TabMUI0 2).

LlukaocnopuH

[Ipu ogHOYACHOMY 3aCTOCYBaHHI PO3yBacTaTUHY 1 NUKIOCIOpUHY noka3nuku AUC po3yBacTaTUHY
Oynu B cepemHbOMY y 7 pa3iB BUIIMMHY 3a ITOKA3HUKH Y 3MOPOBUX NOOPOBOIBIIiB. Po3yBacTaTHH
IIPOTUIIOKA3aHUM TallieHTaM, IKi OQHOYACHO OTPUMYIOTh IIUKIOCIIOPUH (IUB. PO3MIin
«ITpoTUTIOKa3aHHS»).

OpHOYacCHe 3aCTOCYBaHHS He BIIMBA€E Ha KOHLEHTPALI0 IIUKJIOCIIOPUHY V IIJTa3Mi KPOBi.
E3emumib

OpHOYacHe 3aCTOCYBaHHS PO3yBacTaTHHY B 03i 10 Mr Ta e3eTumiby 10 Mr namieHTam i3
rinepxonectepuHeMieio nmpusBoauno no 3poctanHs AUC po3yBactatuny B 1,2 pa3a (Tabnuis 2).
Opuak papmMakofrHaMiYHy B3a€MOJiI0 MiXK PO3yBaCTaTUHOM Ta €3eTHMi0OM, III0 MOXKe ITPU3BECTHU [0
BUHUKHEHHS MOOIYHUX peakIliii, BUKJIIOUUTH He MOXHa (OuB. po3min «OcoBIUBOCTI 3aCTOCYBaHHSI»).

I'em@ibposus ma iHwi 2inoainidemiuHi npenapamu

OpgHOYacCHe 3aCTOCYBaHHS PO3yBACTATHHY i reMbiOpo3uny MprU3BOAUTH A0 30iTbIIeHHS ITOKA3HUKIB
Cpax 1 AUC po3yBacTaTuHy y 2 pa3u (OuB. po3min «OcoO6IMBOCTI 3aCTOCYBaHHSI »).

Buxopsuu 3 maHUX CIielliaJIbHAX JOCITiKeHb B3a€MO/il, 3HaUyII0]l (papMaKOKiHETUYHOI B3aEMOIl 3
dbeHodiOpaTOM He 0UIKYETHCS, ajle MOXKe BUHUKATU (papMaKofrHaMidyHa B3a€MOZis.

Temdibpo3un, penodibpart, inuri ¢pibpaTy i HiallvH (HIKOTHHOBA KKCJIOTA) Y JIiNMiA03HKUXKYBaTbHUX
mo3ax (mo3u Buille abo ekBiBaneHTHi 1 r/mo0y) migBUIyBaIu PU3UK BUHUKHEHHS MiomaTii mpu
OJHOYACHOMY 3acTocyBaHHi 3 iHribiTopamu 'MI" KoA-pengyKTasu, MOKIINBO, Y 3B’SI3Ky 3 TUM, 110
OCTaHHI MOXYTh CIPUYMHATH PO3BUTOK MiomnaTil mpu MoHOTeparmil. [Jo3a 40 Mr npoTUIOKa3aHa Ipu
OHOYAaCHOMY 3acCTOCyBaHHi ¢ibpaTiB (quB. po3minu «IIpoTumnoka3anHusa» Ta «OcoOnMMBOCTi
3aCTOCYBaHHS»). TaK0XK JTiKyBaHHS MAIiEHTIB CHIifl PO3MOYWHATH 3 TO3U D MT.

IHeibimopu npomeasu



Xoya TOYHMI MeXaHi3M B3a€MOJil HeBimOMMH, OMHOYACHE 3aCTOCYBAHHS iHTi0iTOPIB MpoTEea3u MoxKe
3HaYyHO 30i/bIITyBaTH €KCIIO3UIiI0 Po3yBacTaTUHy (uB. Tabnuio 2). Hampukinap, y nociimxeHHi
(dhapMaKOKiHETMKM OMHOYACHE 3acTOCYyBaHHs 10 MI po3yBacTaTHHY Ta KOMOIHOBAHOTO JIiKapChKOTO
3aco0y, 1o micTuB nBa iHribiTopu mpoteasu (300 Mr aTazaHaBipy/100 Mr puToHaBipy), Y 30MOPOBUX
no6poBobLiB cynpoBoaxKyBasocs migsuineHHsIM AUC ta C,,, po3yBacTaTuHy mpuOnu3Ho B 3 Ta 7
pa3iB BinnmoBigHO. OMHOYaCHEe 3aCTOCYBaHHS PO3yBaCTATUHY Ta esiKuX KoMbiHalii iHribiTopiB
IIPOTea3u MOXKJIMBE IIiCTIs peTeNbHOT0 00MipKyBaHHS KOPEKIIil 1031 PO3yBaCTaTUHY, BUXOAIYN 3
O4iKyBaHOTO 3POCTaHHS €KCII03UIlil po3yBacTaTUHY (OuUB. po3minu «Crmocib 3acToCyBaHHS Ta HO3U»,
«Oco0MBOCTi 3aCcTOCyBaHHS», «B3aeMopis 3 iHIMMMU TiKapChbKUMU 3aco0aMy Ta iHIII BUOU
B3AaEMOMIN», TAOIUIIO 2).

AHmauuodu

OpHOYacCHe 3aCTOCYBaHHSI pO3yBaCTaTUHY Ta aHTAIUAY Y BUTJISAMAL CYCIIEH3il, 1110 MiCTUTh aloMiHilo i
MarHi TiIPOKCUL, IPU3BOOUTE OO 3HUXKEHHS KOHLEHTPAllll pO3yBacTaTUHY y IJ1a3Mi KPOBi
npu6nu3no Ha 50 %. Takuit epekT 6yB MeHIIle BUpPaXKeHUM, KOJIU aHTAIUM 3aCTOCOBYBAJIA Yepe3

2 TONUHM TIiC/s MpuitoMy po3yBacTaTuHy. KitiHiuHe 3HaYeHHS TaKoi B3aEMO[Iil He BUBYAJIH.

EpumpomivyuH

OpHOYacCHe 3aCTOCYBaHHS PO3yBaCTaTUHY Ta €PUTPOMIIMHY IpU3BOOUTH H0 3HUKeHHS AUC (0-t)
po3yBactatuny Ha 20 % i C,,, po3yBactaTuHy Ha 30 %. Taka B3a€EMOAisg MOXe BUHUKHYTH BHACITILOK
IIOCUJIEHHS MOTOPUKY KUIIEYHUKY B pe3yJIbTaTi 3aCTOCYBAHHS €PUTPOMILIUHY.

®epmenmu yumoxpomy P 450

Pe3ynbTaTi gocmigKeHs in vitro i in vivo mmoKasa, 110 po3yBacTaTHH He iHTiOye i He iHOyKye
izodepmenTu mutoxpomy P 450. Kpim Toro, po3yBacTaTHH € C1abOKUM CyOCTPaATOM [JIST TAKUX
i3opepmenTiB. He cnocTepiramocs KIiHIYHO 3HAYYIIUX B3aEMOMiX MiXK PO3yBaCTaTUHOM i
dbnykonazonoM (iuribitop CYP2C9 i CYP3A4) Ta keTokoHa3osoM (inri6iTop CYP2A6 i CYP3A4).

B3aemo0ii, u,o sumazaroms Kopekuii 003u po3ysacmamuHy

[Tpu HeoOXimHOCTI 3aCTOCYBaHHS IIpenapaTy PoMasuk 3 iHIMMMU JTiKapChbKUMHU 3ac00aMu, 3MaTHUMU
IiABHUINYBATH €KCIIO3UIIii pO3yBACTAaTHHY, 03y MIpernapaTy IoTPiOHO CKOPUTYBATH. SKIINO OUiKy€EThCH,
mo ekcro3utlis npenapaty (AUC) 3pocTe npu6nu3Ho B 2 abo GinbIlle pa3iB, 3acToCcyBaHHS PoMasuky
cyip po3mounHaTH 3 0o3u 5 Mr 1 pa3 Ha go0y. MakcuManbHy H0O0BY 103y IIperapary CIif
CKOpPHUTYBaTH TaKUM YMHOM, 11100 OUYiKyBaHa eKCIIO3UIIisl pO3yBacCTaTHHY He IepeBHUIIyBaia
€KCII03UIIi10, 110 Bil3Ha4Ya€eThCs npu npuiioMi fo3u 40 Mr/moby 6e3 3aCTOCyBaHHS JTiKapChKUX
3aco0iB, 110 B3a€MOIiIOTh i3 IpermapaToM; HallPUKIIa, IPXU 3aCTOCYBaHHi 3 reM¢piOpo3umoM mo3a
po3yBacTaTuHy cTaHOBATHMe 20 MT (36inbiIeHHS eKcro3ullil B 1,9 pa3a), Ipu 3aCTOCYBaHHi 3
kKoMOiHallieto puToHaBip/aTa3zaHasip - 10 mr (36ineients B 3,1 pasa), [Ipu ogHOYacHOMY
3aCTOCyBaHHI 3 IUKJIOCIIOPUHOM - 5 MT (30inbiieHHs B 7,1 pasa).

Tabmuus 2
BrnnuBs cynyTHiX nikapchKux 3aco6iB Ha €KCIIO3UIIiI0 PO3yBaCTaTHHY
(AUC; y nopsioKy 3MeHIIeHHS BeIMYMHHN) 3a OMy0/IiKOBAaHUMY JaHUMH KITiHIYHUX OOCTiAXKEHb

PexuM mo3yBaHHS JIiKapChbKOT0 3ac00y, 110 PexxuMm mo3yBaHHS 3minu AUC
B3a€EMOfi€ PO3yBacTaTUHY po3yBacTaTUHY*



LuknocnopuH Big 75 Mr aBidi Ha goby go 200 mr 10 mr 1 pa3 Ha goby, 10 guie T 7,1 pasa
nBiui Ha moOy, 6 MicsAiB

Arta3zanasip 300 mr/puTtonasip 100 mr 1 pa3 Ha moby, 10 Mr, omHOpa30Ba 403a 1 3,1 pasa
8 mHiB
Cumenpusip 150 mr 1 pa3 Ha 0o0y, 7 OHIB 10 Mr, ogHOpa30Ba go3a 1 2,8 pasa

Jlominagip 400 mr/puTtonasip 100 mr gBiui Ha mo6y, 20 mr 1 pa3 Ha mo6y, 7 guiB 1T 2,1 pasa
17 nuiB

Femdibpo3un 600 mr ABidi Ha K00y, 7 OHIB 80 Mr, ogHOpa30Ba f03a 71,9 pasa
Entpomb6omnak 75 mr 1 pa3 Ha go0y, 5 [HiB 10 Mr, omHOpa30Ba A03a 7 1,6 pasa
Hapyuasip 600 mr/putonasip 100 mr aBigi Ha o0y, 710 mMr 1 pa3 Ha goOy, 7 guiB 1T 1,5 pa3za
IHIB

Tunpanasip 500 mr/putoHasip 200 Mr aBiui Ha mo0y, 10 Mr, omHOpa30Ba 403a 7 1,4 pa3a
11 nuis

Hponenapon 400 Mr aBigi Ha KOOy He Bigomo 1 1,4 pasa
ITpakona3zon 200 Mr 1 pa3 Ha mo6y, 5 gHIiB 10 Mr, omHOpa30Ba A03a 7 1,4 pa3a **
E3etumi6 10 mr 1 pa3 Ha mo0y, 14 oHiB 10 mr 1 pa3 Ha moOy, 14 guie T 1,2 paza **
®oszammpenasip 700 mr/putoHasip 100 mr aBiui Ha 10 Mr, ogHOpa30Ba f03a o

no0y, 8 mHiB

Anermitasdap 0,3 mr, 7 OoHiB 40 wmr, 7 OHiB o
Cunimapus 140 mr Tpuyi Ha 000y, 5 [HIB 10 Mr, omHOpa30Ba A03a o
®enodibpat 67 Mr Tpuyi Ha go0y, 7 OHIB 10 mr, 7 gHiB ©

Pucdamnin 450 mr 1 pa3 Ha moby, 7 gHiB 20 Mr, ogHOpPa30Ba [03a o
Ketokona3zon 200 Mr gBiui Ha go0y, 7 OHIB 80 Mr, ogHOpa30Ba f03a o
®nykonaszon 200 mr 1 pa3 Ha go0y, 11 mHiB 80 Mr, ogHOpa30Ba [03a o
Eputpowminus 500 mr 4 pa3u Ha 100y, 7 OHIB 80 mr, ogHOpa3oBa fo03a 120 %
Batikanin 50 mr Tpudi Ha no0y, 14 gHiB 20 Mr, ogHOpPa30Ba [03a 147 %
Peropacdeni6 160 mr, 1 pa3 Ha o6y, 14 gHiB 5 Mr pa3oBa [03a 1 3,8 pasa
Benmaracgip 100 mr, 1 pa3 Ha f06y 10 mr pa3osa fo3a 1 2,7 pasa
OwmobiTtacBip 25 Mr/mapuTanpesip 150 mr/ 5 Mr pa3oBa 03a 1 2,6 pasa

Putonasip 100 mr 1 pa3 Ha mo6y/ macabysip 400 mr

nBiui Ha moOy, 14 gHiB

I'pazonpesip 200 mr/ Enbacgip 50 mr 1 pa3 Ha mo6y, 10 Mr pa3oBa gosa 1 2,3 pasa
11 nuis

I'nekanpesip 400 mr/mi6penTacsip 120 Mr oguH pa3 5 Mr ofvH pa3 Ha #o0y, 7 gHiB T 2,2 pa3a
Ha go0y, 7 oHiB

* IlaHi, mpefcTaBieHi SIK 3MiHa B X pa3iB, ABISAIOTH COO0I0 CIIiBBiTHOIIEHHS MiX 3aCTOCYBaHHSIM
po3yBacTaTHy y KoMOiHaIil Ta okpeMo. [laHi, pefcTaBnieHi y BUrismi % 3MiHu, SABISII0TH C006010 %
Pi3HULIIO0 BiTHOCHO IMOKAa3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTAHY OKPEMO.

30inbIIeHHS TO3HAYEHO 3HAYKOM T, BiICYyTHICTh 3MiH <, 3MEHIIEHHST - | .

** ByJo mpoBefieHO KinbKa [OCTiIKeHb B3aEMO/Iii ITpX Pi3HUX J03aX PO3yBaCTaTHHY, B TaONUIli
I0JlaHO HaMbibII 3HAYYIlle CIIiBBiIHOIIEHHS.

Bnsue po3ysacmamuHy Ha CynymHi Aikapcuki 3acobu
AnmaeoHicmu gimamiHy K

4k i mopo inmux inri6itopis 'MI'-KoA-penykTa3u, Ha IIOYaTKy 3aCTOCYBaHHS PO3yBacTaTUHY a0o
IIPY MiIBUINEHHI 0T0 03U y Nalli€HTiB, Ki OMHOYACHO 3aCTOCOBYIOTh aHTAroHiCcTH BiTaminy K
(Hanpuknan Bapdaput abo iHIINMI KyMapUuHOBHYM aHTUKOATYJISHT), MOXKJIMBE IiIBUILIEHHS
MixHapogHOro HopMarsi3oBaHoro cruiBBigHomeHHs (MHC). [IpunuHeHHS 3aCTOCYBaHHS
po3yBacTaTHHY a00 3MEHIIeHHS HOro 03U MOXKe IMpu3BecTu fo 3HuKeHHsT MHC. ¥ Takux Bumagkax
OaxaHu¥ HanexXHU MoHiTOpUHT MHC.



ITepopaavHi KOHMpayenmugu/20pmoHo3amicHa mepanis (I'3T)

OnHOYacCHe 3aCTOCYBaHHS PO3yBacTaTUHY i IepopajibHUX KOHTPALENITUBIB IPU3BOLUTE [0
36inbinenHs moka3HukiB AUC ecTpapiony i Hoprectpeny Ha 26 % i 34 % BignosigHo. Take
IiABUIIEHHS KOHI[EHTPAIlill ¥ IyIa3Mi KpoBi He00XigHO BpaX0BYBaTH IIPH IifmbOO0pi 703 mepopanbHUX
KOHTpalenTusiB. PapMaKOKIHETUYHUX NAHUX CTOCOBHO ITALIEHTIB, AKI OMHOYACHO 3aCTOCOBYIOTH
po3yBactaTuH i I'3T, Hemae, ToMmy momiOHUM ePEKT BUKIIIOUUTH He MOXKHa. OgHAK TaKy KoMOiHalli0
IIMPOKO 3aCTOCOBYBAJIY IIifl Yac KIiHIYHUX JOCTiXKEHb, 1 MallieHTKy nepeHocunu i mobpe.

IHwi nikapcoki 3acobu

Buxopsium 3 maHUX CIeliaIbHUX OOCHi2KeHb B3aEMOil, KJTiHIYHO 3HAUYYII0l B3a€MOil 3 AUTOKCUHOM
He 0YIKYy€EThCH.

JloniHasgip/pumoHasip

YV dapMakonorivyHOMY OOCITigKEHHi CyIyTHE 3aCTOCYBAHHS PO3YBACTATUHY Ta KOMOIHOBAHOI'O
Ipernapary, 10 MicTUB fiBa iuribiTopu nporteasu (nominasip 400 mr/putonasip 100 Mr), y 3HOopoBUX
noOPOBOJIBIIB aCOIIi0BAIOCS 3 TPUOIN3HO IBOPA30BUM Ta I’ ITUPA30BUM 30iTbIIEHHSIM ITOKAa3HUKIB
piBHOBaxkHOro AUC,,, Ta C,,, [/ pO3yBaCTaTUHY BiAIOBifHO. B3aEMOfi0 MiXK po3yBacTaTUHOM Ta
inmuMu iHTibiTOpaMu mMpoTeasu He BUBYAIIH.

®y3udosa Kucaoma.

Pu3uK po3BUTKY MiomaTil, BKI04Yalouy pabaoMionis, Moxe OyTHU MigBUILIEHUN ITPU OTHOYACHOMY
CHCTEMHOMY 3aCTOCYBaHHi (y3UI0BOI KUCIIOTH 3i cTaTUHAMU. MexaHi3M 1€l B3aeMOo[Iil
(bapmakopuHaMiyHuM, papMaKOKiHEeTUYHUN ab0 K HapMaKOOUHAMIYHUH, TaK i
dbapMaKOKiHeTUUHUN) foCi HeBigoMuil. Bynu nmoBigomieHHs mpo pabmoMioni3 (BK/II04al04yy PifKicHi
JleTalbHi BUNIA[KK) V TALli€HTIB, SIKi 3aCTOCOBYIOTH 11f0 KOMOiHalliio.

AKII0 cCHCTeMHe 3aCTOCYBaHHS Qy3UI0BOI KUCIIOTU € HEOOXigHUM, JTiKyBaHHS PO3yBacCTaTUHOM CIIif
IPUIMHUTY Ha Yac 3aCTOCyBaHHS Gy3UA0BOi KUCIOTH (OUB. Po3xin «Oco0MMBOCTI 3aCTOCYBaHHSI»).

Tukazpesaop

Tukarpesaop Moxe CIPUYMHATA HUPKOBY HEIOCTATHICTh 1 MOXKe BIIJINBATHA Ha HUPKOBY €KCKPELil0
pO3yBacTaTHHY, 30ibIIyI0YN PU3UK HOT0 HAaKOMUYEHHS. Y OesKUX BUIMaIKaX CIiIbHUN IPUAOM
THUKarpesiopy Ta po3yBacTaTUHY IPU3BOAUB [0 3HUKEHHS QYHKIIl HUPOK, MiBUIIeHHS PiBHSA
kpeaturdocdokinasu (KOK) ta pabmomionizy. PekoMeHIyETHCS TPOBOAUTH KOHTPOJIb (PYHKITI HUPOK
Ta piBHSA KOK npu ogHOYaCHOMY 3aCTOCYBaHHI TUKArpesopy Ta po3yBaCTaTUHY.

Himu

HocnifKeHHS B3aEMOIil TPOBOAMIIN JIUILIE ¥ TOPOCNIUX MalieHTiB. CTymiHb B3a€MOfIl y AiTel
HEeBiTOMUI.

Oco6.1ueocmi 3acmocyeaHHsi.
Bnaue Ha HupKu

Y namieHTiB, sKi OTpEMYyBaJIH JIiKyBaHHS pPO3yBaCTaTUHOM Y HalBUIIKX [03aX, 30KkpeMa 40 wmr,



criocTepiranacs mpoTeinypis (BUsBIeHA i3 3aCTOCYBaHHSIM TECT-CMYXKO0K), 3a3BHYall KaHAJIbIIEBOT'O
TIOXOIKEHHS, sIKa Y OiNbIIOoCTi BUMaAKiB Oy1a THMYacoBO abo HeTpuBasow. [IpoTeinypis He Oyna
IIPOTHO3YI0UKUM (PaKTOPOM BUHHKHEHHS TOCTPOT0 a00 IPOTrPecyodyoro 3aXBOPIOBAHHS HUPOK, TOMY
CJIi[l PO3TISIHYTH IMUTAHHS NP0 00CTeXKeHHS PYHKII HUPOK MAaIlieHTiB, SKi OTPUMYIOTh IIpenapar y
mo3i 40 mr.

Bnaus Ha ckenemHi m’a3u

[ToBimoMnsinu mpo BIIMB Ha CKeJeTHI M's13u (Mianrito, Mionarito i pigko - pabgoMioni3) y marieHTis,
SIKi OTPUMYyBaJIM JIiKyBaHHS PO3yBaCTaTUHOM Y OyOb-sKil 103i, i 0c06/1uBO - ¥ mo3ax Buire 20 Mr.

Iyxe pifKo MOBimoMIIsIIM PO BUMlafKu PabaoMioni3y mpu 3aCTOCyBaHHI e3eTuMiOy B KoMOiHallii 3
inriitopamu I'MI" KoA-penykTa3u. He MoXHa BUK/ITIOUUTH hapMaKOOUHAMIUHY B3a€MOIiI0; CIif 3
00epexkHiCTIO TPOBOJUTH Take KOMOiHOBaHe JIiKyBaHHS.

4k i mopo inmux inri6itopis I'MI" KoA-penyKTa3u, y X0fi IOCTMapKETUHT'OBOI'0 3aCTOCYBaHHS
npernapary 3 0ilbIlI00 YaCTOTOO IMOBIOOMIISIIIN IIPO BUHUKHEHHS pabmoMioni3y, acolliiioBaHOTO 3
JIIKYBaHHSIM PO3yBaCTaTUHOM, IIPU 3aCTOCyBaHHI 7031 40 Mr. € mOBifOMIEHHS PO PigKICHI BUIAgKU
iMyHOOTIOCepeKOBaHOI HEKPOTU3YI0UO0l MiomaTil, 0 KITiHIYHO IPOSIBISETLCS CTIMKOIO
ITPOKCU3MaIbHOI0 M’s1I30BOI0 CIabKICTIO i MigBUILIEHHSIM PiBHS CHPOBATKOBOI KpeaTHHKIHA3M, IIif Yac
niKyBaHHS a00 IiCyIsg MPUIUHEHHS JTiIKyBaHHS CTaTMHAMMU, BKJIIOYAIOUM PO3yBaCTATUH. Y TaKOMY pa3i
MOXKYTh OyTH HeOOXiTHMMU NOOATKOBI HEMPOM SI30Bi i cepooriyHi mocmimkeHHs, TiKyBaHHS
IMyHOCYIIpeCUBHUMU IIpeliapaTaMy.

[Ticns 3acTOCyBaHHS CTATUHIB IOBIOMIISITIOCS TIPO BUIIQKU BUHUKHEHHS de novo abo 3aroCTpeHHs
yKe HasBHOI MiacTeHil rpaBic uu o4HOI MiacTeHil (quB. po3min «I1o6iuHi peakiiii»). 3acTocyBaHHS
JiKapchbKOro 3aco0y PoMa3uk cifg DPpUIMHUTH V Pa3i MOCUIEHHS CUMITOMIB. [oBimoMsnocs mpo
PELMIUBY ITiCJIsT TOBTOPHOI'O 3aCTOCYBAHHS TOI'0 CaMOTro a0o iHIIOT0 CTaTHUHY.

BusHnayeHHA piBHA KpeamuHKiHA3U

Busnauenns piBHsa Kpeaturkinasu (KK) He ciig mpoBoguTH micis iHTEHCUBHUX Di3UYHUX
HaBaHTaXXeHb a00 IPY HaSBHOCTI iHIIKUX BiporigHux npuyuH nigsuileHHs KK, 1o Moxe nmpu3BecTu
[0 HEeTIPaBUJIbHOI iHTepIpeTariil pe3yabTaTiB. Ao nodyaTkosi piBHi KK 3HayHO migBuireHi (6inbiie
HiX y 5 pa3siB IlepeBUIllyE BEPXHIO MeXY HOPMHU), CJIif IPOBECTU [IOBTOPHUM TECT Yepe3 5-7 OHIB.
Teparito npenapaToM He CJIif PO3MOYNHATH, AKIIO IOBTOPHUN TECT MiATBEPAXKYE, 110 T0YaTKOBUMN
piBeb KK Ginbilie HiXK y 5 pa3iB nepeBulllye BEpXHIO MeXKy HOPMH.

ITeped niky8aHHAM

PosyBacratuHs, gK i inmi inribitopu I'MI" KoA-penykrasu, ciif 3 00epexkHiCTIo Ipu3HadaTu
naiieHTaM i3 ¢pakTopaMu CXUJIBHOCTI 10 PO3BUTKY Miomatii/pabmomionizy. Taki pakTopu BKITIOHUAIOTh:

e TIOPYIIEHHS (QYHKII HUPOK;

e TiOTUPEO3;

e CIIQKOBi 3aXBOPIOBAHHS M’SI30BOi CHCTEMH Yy BllacHOMY ab0 ciMelHOMY aHaMHe3i;

e B aHaMHe3i - MiOTOKCUYHICTb IIpX 3acToCcyBaHHi iHmoro inribitopy 'MI" KoA-penykrasu a6o



Gdibpary;
e 3JI0BKUMBAHHS AJIKOTOJIEM;
e Bik ~ 70 pOKiB;

CTaHH, [IPU SKMX MOXKYTh 3POCTATH PiBHI MpemapaTy y miasMi Kposi miasmi (quB. po3ninu «Crocid
3aCTOCYBaHHS Ta N03u», «B3aeMofid 3 iHIMMMY JTiKapChbKUMHU 3acob6aMu Ta iHII BUOU
B3aeMofil» Ta «DapMaKOKiHETHKaA»);

e OJHOYACHEe 3aCTOCyBaHHS ¢ibpaTis.

Y Takux naii€HTiB pU3UK IIPU JIiKyBaHHI CJIifi CIIiIBCTaBUTH 3 MOTEHI[IMHUMU [IepeBaramMu, a TakKox
PEeKOMEeHI0BaHO IPOBOAUTH KIiHIYHNY MOHITOPUHT. K0 mo4aTkoBi piBHI KK 3Ha4yHO migBuileHi
(GimbIme HiX y 5 pasiB IepeBUINYIOTh BEPXHIO MEXKY HOPMHM), HE CITiT] PO3MOYNHATH JIiIKyBaHHS.

Y nepiod nikysaHHA

[TauieHTiB cnig mpoiHgopMyBaTH PO HEOOXiMHICTh HeTalHO 3BEPHYTHUCS [0 JTiKaps Mpu
HecCIofiBaHOMY BUHUKHEHHI 007110, c;1abKocTi abo cra3MiB y M’s3aX, 0COOIMBO SKIIO BOHU
IIOENHYIOTLCA 3 HE3AYXKaHHIM a00 rapsyKoio. Y TaKUX Malli€HTiB CIlif BU3HauuTH piBeHb KK.
JlikyBaHHS ciifg npunuHuTH, Ko piBHi KK 3HauHO nigBumeHi (0inbiie HiXK y 5 pa3iB IepeBUILIYIOTh
BEPXHIO MeXKY HOPMH) a0 SKII0 CUMITOMU CUJIbHO BUpPaXKeHi i MpU3BOASTE 0 LOOEHHOTO
nuckoMopTy (HaBiTh Ko piBHI KK MeHIe HiXK y 5 pa3iB NepeBUIIyIOTh BEPXHIO MeXKY HOPMHU).
Aximo cuMnTomMu 3HMKaI0Th 1 piBHI KK nmoBepTaioThCsa y MeXi HOPMHU, CJIiJ PO3TJIAHYTHU IUTAHHS IIPO
IIOBTOPHE 3aCTOCYBaHHS PO3yBacTaTUHY abo anbTepHaTHBHOTO iHTiOiTOpY I'MI" KOA-penyKkTa3u B
HaMHUXKYUX [03aX 1 Iiff peTeJIbHUM CIIOCTEPEXKEHHSM.

PerynsipHo nepesipstu piBHiI KK B acuMnToMaTu4HuX namieHTiB HeMa€e noTpebu. [lyxe pifko
TIOBIIOMJISINIM TIPO BUIIQAKU iMyHOOTIOCEePeNKOBaHOl HeKpoTu3yodol mionatil (IOHM) mig gac abo
micns Teparmii ctaTuHaMU, B TOMY 4uci po3yBactaTuHoM. Kniniunumu npossamu IOHM e cnabkicThb
IIPOKCHMAaIbHUX M’'g3iB Ta MigBUIEHHS PiBHS KpeaTWHKiIHA3W Yy CUPOBATII KPOBi, 110 30epiraeThcs
HaBITh ITiCNIA IPUIIMHEHHS 3aCTOCYBaHHS CTaTUHIB.

[Tig 9ac mocmigKeHb He CIIOCTEPIranocs 03HakK MOCUIEHHS BIIMBY Ha CKEJIeTHI M'SI31 Y HEBEJIUKOL
KiJIBKOCTI ALi€HTIB, Ki OTPUMYBaJIM PO3yBacTaTUH 1 CYIyTHIO Tepamnito. OgHaK 3pOCTaHHSA YaCTOTH
BUHUKHEHHS MIO3UTY i MiomaTil cmocTepirany y maii€HTiB, SKi OTpuMyBaiu iHmIi iuribitopu I'MT
KoA-penykTa3u omHOYACHO 3 MOXimHUMU (iOPOEBOI KUCIIOTH, BK/II0Ual0Yy reM@piopos3u,
IIUKJIOCTIOPHHOM, HiKOTHHOBOIO KHCJIOTOI0, @30/IbHUMU MTPOTUTPUOKOBUMHU TTpeTapaTaMy,
inribiTopamMu mpoTteasu i MakponigHUMY aHTUOiOTUKaMu. ['eMdiOpo3un migBuIlye pusvK BUHUKHEHHS
MiomaTii mpy 0OJHOYACHOMY 3aCTOCYyBaHHi 3 messkuMu iHribitopamu 'MI' KoA-penykrasu. Tomy
KoMOiHallis po3yBacTaTuHY i reMdpibpo3uny He peKOMeHI0BaHa.

[TepeBaru mopaibIIdX 3MiH Yy PiBHSX JTiMifgiB mpyu KoMOiHOBAaHOMY 3aCTOCYBaHHI pO3yBaCTaTUHY 3
¢dibpaTamMu ab60 HiallMHOM CJIifi PETENTbHO CIiBCTAaBUTH 3 MOTEHUINHUMY PU3UKAMHU 3aCTOCYBaHHS
Takux KoMmOiHalli#. [lo3a 40 Mr mpoTunoKa3aHa [Jig OQHOYaCHOT0 3aCTOCYBaHHS 3 pibpaTtamu (OuB.
po3minu «B3aeMopmis 3 iHIMMMY NTiKapCchbKUMHU 3aco0aMu Ta iHIII BUAM B3aeMOfii» Ta «I1obivuHi
peaxirii»).

PosyBacTaTuH He CIifi 3aCTOCOBYBATA OOHOYACHO 3 IIpelapaTaMy [Jjist CUCTEMHOIO
3aCTOCYBaHHS, 110 MICTATh Py3UAOBY KACIIOTY, Ta MIPOTATOM 7/ OHIB IMiC/IS IPUNUHEHHS
3acTocyBaHHS (Py3ungoBol KUCNOTHU. [lallieHTaM, Oid SKUX CUCTEMHE 3aCTOCYBaHHS (Py3UI0BO1



KUCJIOTH € HeOOXiMHUM, CIIif IPUIIMHUTY IIPUKXOM CTATHHIB Ha Ie¥ mepiof. IToBimomsinu mpo
BUTIAAKYM pabmoMionidy (BKIIIOYal0Yy PigKicHi eTabHi BUNIAKHK) Y MAIliEHTIB, SIKi MpUuiManu
Gby3unoBy KUCIOTY B KoMOiHatii 31 cratuHamu. I1alieHTaM ciIif HeratHo 3BEPHYTHUCS 10
JiKaps, SKII0 BOHU ITOMidaloTh y ce0e CUMIITOMHU CIabKOCTi M's3iB abo mpu mosiBi 600 y
M’g3ax.

Teparmito cTaTHHOM MOXKHa BifTHOBUTH 4epe3 7 OHIB IiC/s MPUMOMYy OCTaHHBOI J03U (Py3KUO0BOI
KHMCJIOTH.

Y BUHATKOBUX BUIAJKaX, SKIIO MOTPiOHE IPOJIOHTOBaHE CUCTEMHE 3aCTOCYyBaHHS (y3UI0BOI
KVMCJIOTH, HaIIPUKJIIa, OIS JTIKyBaHHS TSIKKUX iH(EKIi, HeoOXimHICTh OQHOYACHOTO 3aCTOCYBaHHS
po3yBacTaTUHY Ta (Qy3UA0BOI KUCIIOTHU CIIifl JeTalbHO PO3TJIAAaTH B KOXKHOMY KOHKPETHOMY BUIIAOKY
Il peTeIbHUM HarIsaa0M JTiKaps.

PosyBacTaTuH He CIlifi 3aCTOCOBYBAaTH MalliEHTaM i3 TOCTPUMU CEPUO3HUMU CTaHaAMHU, 1[0 MOXYTh
BKa3yBaTH Ha MiomaTito abo MpOBOKYBaTH PO3BUTOK HUPKOBOI HEIOCTATHOCTI BHACIIOK pabmomioizy
(TakMMHU SIK CEIICHC, apTepiajbHa TiloTeH3is, o0IMpHe XipypriyHe BTpy4YaHHS, TpaBMa, TSIXKKi
MeTabomiyHi, eHOOKPUHHI ab0 eJeKTPOJIiTHI MOPYIIeHHS; HeKOHTPOJIbOBaHI eMiIeNTUYHI Hanaau).

Bnaue Ha neyiHKy

4k i ixmi inri6itopu I'MI" KoA-penykTasu, po3yBacTaTHH CJIifl 3aCTOCOBYBATH 3 06epeXHiCTIO
malfieHTaM, sKi 3JI0BXKHUBAIOTh aJIKOT0JIeM i/abo MaroTh B aHaMHe3i 3aXBOPIOBAHHS IEYiHKH.

PekxoMeHOOBaHO MePeBIPATH MOKa3HUKY QYHKINII IEeYiHKY Iepef II09aTKOM JIiKyBaHHS 1 uepes

3 Micsi micng movaTKYy JIiKyBaHHS. Po3yBacTaTuH CIIif BimMiHUTH a60 3MEHIIUTH 003y Ipemnapary,
SKIIIO piBeHb TPaHCaMiHa3 CUPOBATKM KPOBIi Oifbllle HiXK y 3 pa3u INepeBulllye BEPXHIO MeXKy HOPMHU. Y
XO[Ii TOCTMapKEeTUHTOBOT'0 3aCTOCYBaHHS IIpenapaTy 3 Oi/IbII0I0 YaCTOTOI0 MOBiTOMIISAIN IIPO
BUHUKHEHHS CEePHO3HUX pPeakiliit 3 00Ky nevyiHKu (F0JIOBHUM YHHOM, ITPO 3POCTaHHS PiBHIB
TpaHcaMiHa3 CHPOBATKM KPOBi) Ipu 3acToCcyBaHHi go3u 40 mr.

Y mairieHTiB i3 BTOPMHHOIO TinepxojieCTePUHEMIEIO, 1110 BUHUKIIa BHACTIIOK TinoTHpeo3y abo
He(POTUYHOTO CUHIPOMY, CJIi[l IPOBECTH JIiKyBaHHS OCHOBHOT'O 3aXBOPIOBaHHA Iepe[ I09aTKOM
3aCTOCYyBaHHS PO3yBaCTaTUHY.

Y micnsipeecTpauiiHoMy mepiofi 3pimKa MOBimOMIISIIN IIPO JeTalbHi ab0 HelleTanbHi BUTAAKA
IIeYiHKOBOI HEJOCTATHOCTI Yy MAalli€HTiB, AKi IPUUMaJX CTaTUHY, Y TOMY YHCIIi po3yBacTaTHH. AKII0
Ha TJIi TiIKyBaHHS PO3yBaCTaTUHOM PO3BUBAETHCS CEPHO3HE YpaXKeHHS IeYiHKY 3 KIiHIYHOI0
CHMIITOMAaTHKOIO Ta/abo rinepbinipybiHeMieio 4u KOBTSAHUIIEIO, CITil HETaHO IPUIUHUTY IPUHOM
mpemnapary. fAKIIo iHIIi TPUYUHY He BUSIBIIEHO, HE CITi[l TOHOBJIIOBATH JIIKyBaHHS PO3yBaCTaTUHOM.

Paca

dapMaKOKiHETUYHI HOCTiIXKEHHS BKa3yIOTh Ha IIOCUJIEHHS €KCIIO3UIIil y ITpeiCTaBHUKIB
MOHTOJIOIHOI PacH MOPiBHAHO 3 IPEeACTaBHUKAaMU €BPOIEOIAHOI pacu. 719 TaKUX Malli€HTiB
HeoOxiTHa KOPEKIIis 03yBaHHs po3yBacTaTUHY (HuB. po3ainu «Crocib 3acTOCyBaHHS Ta I03U»,
«IIpoTtunoka3anHs» Ta «PapMakokiHeTHKa»). [I71s mMallieHTiB a3ificbKOl pacu IMo4YaTKOBa [103a
Poma3zuky nmoBunHa OyTu 5 Mr. [ligBuilleHa KOHIIEHTpPALlisl po3yBaCTaTUHY Y Ija3Mi KpoBi Oyia
nIoMiyeHa B a3ifiChKUX MalieHTiB (AUB. po3ainu «Oco6MMBOCTI 3aCTOCYBaHHS» Ta
«®apmakoKiHeTuKa»). Ciif B3sITU [0 yBaru 30ibIIeHy CUCTEMHY €KCIIO3UIIii0 IPY JIiKyBaHHi



MalliEHTIB MOHTOJIOIMHOL pacH, y SIKUX TilepxojieCTePUHEeMis He KOHTPOIIOEThCS afeKBAaTHO N03aMU
oo 20 wmr.

IHeibimopu npomeasu

[TinBuieHa cUCTEMHa eKCIIO3UIIis 40 PO3yBacTaTUHY CIIOCTepiraaacs B 0cid, sIKi 3aCTOCOBYBaIH
pO3yBacTaTHH CYIYTHHO 3 Pi3HUMHU iHTiOGiTOpaMu MpoTea3y y MOEAHAHHI 3 puToHaBipoM. Crif
00MipKyBaTH SIK KOPUCTb Bif 3HMKEHHS PiBHS JiMifiB 3a JOIIOMOT0I0 PO3yBaCTaTUHY Y Malli€HTIB i3
BIJI, siKi oTpuMYIOTH iHTi6iTOPH IPOTeas3H, TakK i MOXKJIMBICTh MiABUIIIEHHS KOHIIEHTPALIil
pO3yBaCTaTHUHY y IJIa3Mi KPOBi Ha IT0YaTKYy Tepallil Ta [IpU MiABUINEHH] 1031 POMa3uKy y Malli€HTIB,
SIKi OTPUMYIOTH iHTiOiTOpH IpoTea3u. OgHOYacCHe 3aCTOCYBaHHS IIpelapary 3 iHribiTopamMu npoTeas3u
He PeKOMEHIYEThCS, SIKII0 f03a PoMa3uKky He cCKopurosaHa (muB. po3pinu «Cnocib 3acToCyBaHHS Ta
mo3u» Ta «B3aeMofist 3 iHIMMU TiKapChKUMH 3aco00aMu Ta iHIII BUOU B3AEMOMIl»).

IHmepcmuuiliHe 3ax80PHOBAHHS /1e2eHb

[Ipo BUHATKOBI BUIAOKYU IHTEPCTULIIMHOTO 3aXBOPIOBaHHS JIeT€Hb [T0BIIOMIIS/IN IIPY 3aCTOCYBaHHI
IessKUX CTaTUHIB, 0COGIMBO IIPU TPUBAJIOMY JIiKyBaHHi (quB. po3min «I1o6iuHi peakitii). [TposiBu
MOXKYTb BKJIIOYATH [UCIIHOE, HEITPOAYKTUBHUY KalllesIb i IOoTipIleHHs 3arajibHOTro CTaHy (cr1adKicTs,
3HUXKEHHS MacH Tifla i rapg4ka). fKIo y naiieHTa Mifo3peThCS iIHTEPCTULIIMHE 3aXBOPIOBAHHS
JieTeHb, JTIiIKyBaHHS CTaTAHAMMU CIIi[ IPUIIUHUTH.

Llykposuti diabem

Iesxki ¢pakTu CBigYaTh, 10 CTAaTUHY, MigBUILIYIOTh PiBEHB I'/IIOKO3U B KPOBi Ta y [eAKHUX MAI[i€HTIB,
SKMM 3arpoXKy€e BUCOKUYU PU3UK PO3BUTKY fiabeTy B MaiiOyTHHOMY, MOXKYTb CIIPUUYUHSATU
rinepriikeMiio Takoro piBHSA, KoM HeoOXigHe HanexkHe JTiKyBaHHS fgiabety. Lo 3arpo3y, ofgHak,
IIePEeBUIIYE 3HNKEHHS PU3UKY CyIUHHUX MOPYIIEHb IIPU 3aCTOCYBaHHI CTaTHUHIB, i TOMYy BOHaA HE Ma€
OyTu migcTaBoIo [ MPUIMHEHHS Tepallii cTaTHHaMM. 3a MallieHTaMy IPYIIU PU3UKY (PiBeHb
TJIIOKO3H HaTie 5,6-6,0 Mmons/n, IMT > 30 xr/M°, mifBUIeHUI! piBeHb TPUTTILIEPUNIB, apTepianbHa
rimepTeH3is) CIli BCTAHOBUTH K KITIHIYHUM, TakK i Oi0XiMiYHME KOHTPOIB 3TigHO 3 HAlliOHAIbHUMHU
HaCTaHOBaMH.

4k i mopo inmux inri6itopis I'MI'-KoA-penykTa3u, Ipu 3aCTOCYBaHHI pO3yBacTaTUHY CIIOCTEPIranocs
3poctanHd HbAlc Ta piBHIB I'JII0OKO3M y CUPOBATL KPOBi. Y IegKuX BUIAAKaX I[i TOKa3HUKU MOXKYTh
IIepeBUIyBaTh TpaHNYHe 3HAYEHHS 15 HiarHOCTUKY I[yKPOoBOro fiabeTy, HacaMiepe[ y MallieHTiB 3
BHCOKHMM PHU3UKOM PO3BUTKY fiabeTy.

Y kniHiYHYUX mOoCTigXKeHHSIX OyJ0 MOKa3aHo, PO3yBAaCTaTHH SIK MOHOTEPAIlis He CIIPUYNHSIE 3HUKEHHS
0a30B0i KOHIIEHTPAIIlil KOPTHU30J1y IIJIa3MHU KPOBi i He BIIMBAE Ha Pe3ePB HAJHUPKOBUX 3aJI03.
Heo0OxinHa 06epeXHiCTh ¥ pa3i 04HOYACHOTO 3aCTOCYBAHHS PO3YBaCTAaTUHY Ta iHIIMX JTIKAPCHKUX
3aco0iB, 3mMaTHUX 3HUKYBATH PiBHI a00 aKTUBHICTh EHOOTeHHUX CTEPOIMHUX TOPMOHIB, HAalIpUKIaL
KETOKOHA30JIy, CIIIPOHOJIaKTOHY Ta IIUMETUOUHY.

Baoicki wiKipHi nobiyHi peakuii

Baxki mkipui no6iuni peaxuii, BKmo4yaouyu cuHapoM CTiBeHca-[[KOHCOHA Ta iHIYKOBaHY
nmikapCchKUMU 3aco0aMu eo3uHOGiiio 3 cucteMHuMu cuMmnToMamu (DRESS-cuHapoM), SIKi MOXKYTh
3arpoXKyBaTy KUTTIO a00 IIPU3BECTH [I0 JIETAJIbHOT0 Pe3yJIbTaTy IIPU 3aCTOCYBaHHI PO3yBaCTaTHHY.



[Tig yac mpu3HaYeHHs JTiKapChKOTr0 3ac00y MallieHTaM CIIifl TOBiJOMIISATY IIPO 03HAKU Ta CUMIITOMHU
TSIKKUX IIKIPHUX pPeakllii Ta peTeJIbHO CIIOCTEPIraTy 3a HUMHU. AKINO 3'SIBASIOTHCSA O3HAKU Ta
CHMIITOMH, 1[0 BKa3yIOTh Ha LII0 Peakllilo, CJIif HerauHo IPUIMHUTYA IIPUUOM IIpernapaTy Ta
PO3TJISHYTU ajlbTepHaTUBHE JIIKyBaHHA. fKINO y IaljieHTa PO3BUHYJIaCh Taka CEPHXO3Ha peakxllis, K
cuagpoM CriBeHca-[[?KOHCOHA Ta iHAyKOBaHa JIiKapChbKUMHU 3aco0aMu e03UHOGINiA 3 CUCTEMHUMU
cumntoMamu (DRESS-cuHOpoM) niKyBaHHS NperapaToM HeoOXimHO HeTalHO MPUIIMHUTY i HIKOJIK He
3aCTOCOBYBATH MOT0 B ITOAIBIIOMY.

Himu

Ominka JiHIMHOTO POCTY (3picT), Macu Tina, IMT (iHgeKCy Macu Tifla) Ta BTOPUHHUX XapaKTEPUCTUK
CTaTeBOTr0 A03piBaHHSA 3a TaHHepoM y miTen BikoM Bif 10 mo 17 pokiB, sKi mpuiiManu po3yBacTaTHH,
oOMexeHa nepiogom TpuBamnicTio 1 pik. [Ticms 52 TUXKHIB JOCTIAXKYBAHOTO JiKYBaHHS XKOIHOTO
BIUIMBY Ha picT, Macy Tina, IMT a6o craTeBe no3piBaHHS BUSBIIEHO He Oy0 (OUB. pO3Min
«®apMakoauHaMika»). [JOCBif KIIHIYHUX JOCIIAXKEHb 3aCTOCYBaHHS IIpenapaTty OiTIM Ta HifjIikam
oOMexkeHUH, i MOBroTpuBali eheKkTH 3aCTOCYBaHHS po3yBacTaTuHy (> 1 pik) Ha cTaTeBe NO3piBaHHSA
HeBizoMi.

Y KniHIYHOMY [OCTiAKeHHI y [iTed Ta MifJIiTKiB, SKi IpUMald po3yBaCTaTUH IPOTATOM 52 THXKHIB,
nigsuienHs piBHsA KK > 10 pagis Buie BHM Ta cumntomu 3 60Ky M’s3iB micis pisudnoro
HaBaHTaXXeHHs a00 MigBuUINeHoi Pi3nYHOl aKTUBHOCTI CITOCTEPIranucs 4acTillle MOPiBHSIHO 3 TaKUMU
y mopocux (muB. po3min «IToGiuHi peakirii»).

HenepeHocumicmb 1akmo3su

[TarrieHTaM 3 TAaKUMU PiIKiCHUMU CTaHAMU SIK HETIEPEHOCHUMICTh TallakKTo3u, AedinuT nakrasu Jlamma
abo ManbaOcopOIIis TII0KO3U-TalaKTO31 He CIIifl 3aCTOCOBYBAaTH HaHUi IIpemnapar.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Po3yBacTaTuH IPOTUIIOKA3aHUY Y Iepiof] BariTHOCTi abo rogyBaHHS IPYALIIO.
2KinkaM pemponoyKTUBHOI'O BiKY CIIiff 32aCTOCOBYBaTH HaJlexXHi 3ac00M KOHTpALEMNIIil.

OCKinbKM XOJIECTEPYH Ta iHIIi IPOAYKTHU 0i0OCUHTE3Y X0JIeCTEpHUHY HEeOOXigHi A1 PO3BUTKY II0AA,
NOTeHUiNHUY pu3uK inribyBanHs I'MI" KoA-penyKTasu mepeBuIly€e MOXKINBY KOPUCTH Bif
3aCTOCYBaHHS IIpernapaTy y Iepiof BariTHOCTI. [laHi moCHiAXKeHb Ha TBapHHAaX 11040 TOKCUYHOI0
BIIJIUBY Ha PENPOAYKTUBHY (PYHKIII0 0OMeXKEHi.

SKI10 BariTHICTH HACTaE y IIepiof 3aCTOCYBaHHSA JaHOI0 IIpernapary, JIiKyBaHHSA CJIi HerauHO
IPUIHHUTH.

OcCkinbKY iHIMMI TiKapChbKUM 3acib 1IbOTO KJIacy MPOHUKAE y TPYIHE MOJIOKO JTIIONUHU Ta BPaXxOBYIOUH,
mo inri6itopu I'MI'-KoA-penyKTa3u MOXKYTh CIPUYHMHSTHA Cepio3Hi HebaxKaHi peakilil y HEMOBJIAT,
JXKiHKaM, 5IKi moTpeOyIOTh TiKyBaHHS IpenapaToM PoMasuk, Cilii peKOMeHIyBaTU YTPUMATHUCS Bifl
TONyBaHHA I'pynaro. [laHUX 11040 NIPOHUKHEHHS IpenapaTy y TPyAHe MOJIOKO y JIIOAUHU HeMae (OuB.
po3pin «[IpoTunoka3aHHsa»).



30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

HocninxkeHHS 3 BU3HAYEHHS BIUIMBY PO3yBacTaTUHY Ha 30ATHICTh KepyBaTH aBTOTPaHCIOPTOM abo
IIpaloBaTy 3 IHIIUMY MexaHi3MaMy He IIPOBOOUIIY.

[Tpu KepyBaHHi aBTOTPAHCIIOPTOM ab0 iHIIMMHU MeXaHi3MaMHU HeoOXiTHO BpaxOByBaTH MOXKJIABICTh
BUHUKHEHHS 3allaMOPOYEeHHS Y [Iepiof JIiKyBaHHA.

Cnoci6 3acmocyeaHHss ma do3u.

[lepen mo4yaTKOM JIiKyBaHHS HALi€HTY CIIi NIPU3HAYUTH CTAHOapPTHY XOJIECTEPUH3HUKYBa/IbHY HI€TY,
SIKOI CJIil MOTPUMYBATHUCS IPOTITOM JIiKyBaHHS. [[03y cyim mimOupaTy iHOUBiAyalbHO, 3aJI€XKHO Bif
MeTH Teparil Ta eeKTUBHOCTI JTIKyBaHHS, KEPYIOUUCH OII0YUMHU Y3TOAKEHUMI PEKOMEHOAIIIMU.

[TpemapaT MOXkKHa 3aCTOCOBYBATH Y OyOb-SIKUM Yac OHS, He3aJleXKHO Bif mpuioMy ixi. TabneTky
KOBTAIOTH IIiJI0I0, 3allMBalOYX BOJOIO.

JlikyeaHHA 2inepxoiecmepuHemii

PekoMeHgOBaHa IMOYATKOBA [103a CTAaHOBUTHL 5 MT a6o 10 Mr mepopanbHo 1 pa3 Ha go0y mis
MallleHTIB, IKi BIepIle 3aCTOCOBYIOTh CTATHHY, & TAKOXK IJId Malli€eHTiB, IKUX IE€PEBOOAThH 3 IIPUUOMY
inmux inri6itopis I'MI" KoA-penykTa3u. [Tpu migbopi moyaTKOBOI 403K Y KOKHOT'0 OKPEMOT0 TallieHTa
CJIifi BpaxOByBaTHU pPiBEeHb XOJIECTEPUHY i pU3UK BUHUKHEHHS CEPLIEBO-CyIUHHUX YCKIagHEHb y
Maii0yTHHOMY, @ TaK0XK MOTEHLINHNI PU3UK PO3BUTKY IMOOIYHUX peakiii. AKiIo HeoOXigHO, 03y
MO2XKHa ITOCTYTI0BO 30iNIbITyBaTH, ajle He paHille HiX dyepe3 4 TUXKHI. Y 3B'3Ky 3 MiIBUILEHOI0
YaCTOTOIO PO3BUTKY MOOIYHMX Peakilii MpH 3aCTOCYBaHHI 103U 40 MT MOPIBHSHO 3 MEHIIUMHU J03aMHU
(muB. po3min «ITo6iuHi peakilii») MUTAHHS PO TUTPYBAHHS [0 MaKCHMalIbHOI 0o3u 40 Mr ciin
PO3TJIsifaTH JIMIIe CTOCOBHO MAlli€eHTIiB 3 TSIXKKOI0 (POPMOIO TillepX0IeCTePpUHEMIl IPU BECOKOMY
PU3HUKY PO3BUTKY CEPLeBO-CYOAUHHUX yCKIIafiHEHb (0COOIMBO Y Malli€eHTIB i3 ciMelHOI0
rinepxonecTepuHEMi€I0), ¥ SKUX He JOCATHYTO 0akaHOTO Pe3yNbTaTy JIiKyBaHHS IIPU 3aCTOCYBaHHI
no3u 20 Mr Ta sKi 3HaXOOUTUMYThCS Mif PeTyIIPHUM OJa/IbIIUM CIIOCTEPeXKeHHAM (IUB. PO3TiN
«0Oco6muBOCTi 3acTOCyBaHHS»). [Ipu nmpu3HaueHHi o3u 40 Mr peKOMeHI0BAaHO HATJISIM CcIeliaicTa.

[Ipogirakmuka cepue8o-cCyOUHHUX 3AXB0PHBAHb

Y xopmi mocmigXKeHHS 3HUKEHHS PU3UKY PO3BUTKY CEPLIEBO-CYIMHHUX 3aXBOPIOBaHb IIperapaT
3aCTOCOBYBaIH y 0o3i 20 Mr Ha mo0y.

3acmocysaHHA nauieHmMam AimHb020 8iKY

[lnsa marieHTiB BiKoM Big 70 POKiB peKOMeH0BaHa II0YaTKOBA 403a CTAHOBUTDL D MT (OUB. PO3Min
«Oc06IUBOCTI 3aCTOCYBaHHS»).

Hemae HeoOXimHOCTI B iHIIi# KOPEKIIii 103K 3a1e2KHO Bif BiKY.

Jlo3yBAHHA 014 NAUiEHMI8 i3 NOpYWeHHAM (VHKUII HUDOK

HeMmae HeoOXimHOCTI y KOpeKIii 4o3u [jis MallieHTiB 3 MOPyIIeHHIM (QYHKIIii HUPOK JIETKOTO Ta



TIOMipHOTO CTYTIEHS TSIKKOCTI.

[71g naieHTiB i3 mopyueHHsIM QyHKIII HUPOK IIOMIpHOTO CTYTIEHS TSIKKOCTi peKOMeH[IoBaHa
II0YaTKOBa [03a CTAHOBUTL 5 MT (KJIipeHC KpeaTuHiHy < 60 mn/xBununy). [lo3a 40 mr
IIPOTUIIOKA3aHa MallieHTaM i3 NOPyIIeHHIM (PYHKI1 HUPOK IIOMipDHOTO CTyTIEHS TAKKOCTI.
[TpoTunokasaHo 3aCTOCYBaHHS PO3yBacTaTUHY y OyOb-sKil 031 alieHTaM i3 mopymeHHIM GYyHKII
HUPOK TSKKOT0 CTyneHs (ouB. po3ninu «[IpoTtunokasaHusa» Ta «OapMaKOKiHETHKa»).

Llo3y8aHHA 0414 NAuieHMi8 3 NOPYWEHHAM QYHKUII NeYiHKU

Y manieHTiB 3 TOKa3HUKOM 7 ab0 HuXKuYe 3a IKanon Yannma-I1'1o cucTeMHa eKCIIO3UIlig
poO3yBacTaTHHY He MOCUTIEThCSI. OgHAK CIIOCTepiranocs MOCUIeHHS eKCIIO3UIlil y IallieHTiB 3
nmoKa3HuKoM 8 abo 9 3a mkasow Yainma-I1'to (quB. po3min «PapMakokiHeTHKa»). Y TaKMX Malli€HTIB
CJIif PO3TISTHYTH MUTAHHS PO 00CTeXKeHHs PyHKIIl HUPOK (AuB. po3min «Oco6auBOCTI
3acTocyBaHHS»). HemMae mOCBigy 3aCTOCyBaHHS IIpenapaTy Nali€eHTaM 3 TOKa3HUKOM, III0 IIePEBUILYE
9 3a mkarnow Yaunpa-I1'10. Po3yBacTaTuH NpOTUIIOKa3aHUY MAI[iEHTaM i3 3aXBOPIOBaHHSIMY II€YiHKU
B aKTUBHIN cTamii.

Paca

[TocunmeHHs CHCTEMHOI €KCITO3UIIii CIIOCTEPITasoch y MalliEHTiB MOHTOJIOINHOL pacu. [/ TaKux
MalliEHTIB peKOMEHI0BaHa IM0YaTKOBA 103a CTAHOBUTL D MT (IUB. Po3Tinu «[IpoTUIIOKa3aHHS»,
«0Oco61uBOCTi 3acTOCyBaHHS» Ta «PapMaKOKiHETHKA»).

[Ipenapat y mo3i 40 Mr TakuM IalieHTaM IPOTUIIOKAa3aHUM.
T'enemuyuHull noaimopgiam

[TeBHi TN TEHETUYHOTO TOJIIMOP(iI3MYy MOKYTh IPU3BOTUTH [0 MigBUIIEHHS €KCIIO3HUIIil
po3yBacTaTuHy (auB. po3fin «dapmMakoKiHeTuKa»). [TallieHTaM i3 BifoMOI0 HasgBHICTIO TAKUX TUIIIB
oJ1iMmopdi3aMy peKOMeHIYEThCS 3aCTOCOBYBATH MEHIITY HOOOBY 103y PO3YBOCTATHUHY.

ITo3yB8aHHA 044 nAuieHmie 3i cxuabHicmo 00 pP038UMKY Mionamil

II71s1 mallieHTiB 3i CXUIBHICTIO 0 PO3BUTKY MioIlaTii peKOMeHAoBaHa ITI0YaTKOBa A03a IIpenapaTy
CTaHOBUTH b Mr. TakuMm naifieHTam go3a 40 Mr mpoTunokasaHa (OuB. po3min «IIpoTUoKa3aHHSI»).

CynymHe 3acmocCy8aHHA

Po3yBacTaTuH € cyOCTpPaTOM Pi3HUX TpaHCHOpPTHUX O0inkiB (Hampuknag OATP1B1 ta BCRP). Pusuk
Mmiomartii (y Tomy uuci pabmomioni3y) 3pocTae IMpy CyIyTHbOMY 3aCTOCYBaHHI PO3yBaCTaTUHY 3
IIeBHUMHU JTiKapChKUMU 3aco0aMu, II10 MOXKYTh IiIBUIIIYBaTH KOHIIEHTPALIil0 PO3yBACTaTHHY y IJIa3Mi
KPOBi BHACJIIIOK B3aEMOI1 3 UMK TPAHCIIOPTHUMY OinKaMu (HalpuUKIIafd ITUKIOCIIOPUHOM Ta
IIeBHUMHU iHTibiTOpaMu MpoTeasy, Y TOMY YKCIIi KOMOiHALliIMU PUTOHABIPY 3 aTa3aHaBipoM,
notiHaBipoM Ta/abo TUIpaHaBipoM; muB. po3minu «Oco6IUBOCTI 3aCTOCyBaHHSI» i «B3aemopmis 3
iHIMMMY TiKapchKUMM 3aco0aMu Ta iHII BUAYM B3a€MOMii»). V pa3i MOXKIMBOCTI CITifi PO3TISHYTH
3aCTOCYBaHHS albTePHATUBHUX JTiKapChKUX 3ac0o0iB Ta, ¥ pa3i HeoOXimHOCTi, TUMYaCOBO IlepepBaTu
Tepariio mpemnapaToM PoMa3uk. fKII0 CyIyTHLOTO 3aCTOCYBaHHS IIUX JTiKapChKUX 3aco6iB i3
pO3yBaCTaTUHOM YHUKHYTUA HEMOXKJIMBO, CJIifl PETEIbHO 3BaXKUTU KOPUCTh Ta PU3UK Bif] CYyIIyTHHOTO
3aCTOCYBaHHS Ta BiAMIOBIIHMM YMHOM BigKOpPEryBaTHU [03Y IIpenapaTy PoMa3uk (OUB. PO3MAin
«Bzaemogis 3 iHIIUMY JTiIKapCHKUMHU 3aco0aMu Ta iHIIM BUTU B3aEMOIIN»).



Himu.
3acToCcyBaHHS IIpenapaTry OiTSM Mae€ IPOBOOUTH JIUILIE CIEeLiaiCT.

3acToCOBYBaTH HiTAM Ta mifgmiTkaM BikoM Bif 10 mo 17 pokiB (x71om4uKy Ha cTafil po3BuTKy Il Ta
BUIIE 3a TaHHEPOM Ta [iBYaTa, B KX MEHCTpPyalil To49anucs moHauMeHe 1 pik ToMy).

3BMYaliHa II0YaTKOBa M000Ba [03a JIs OiTel Ta IimJIiTKiB i3 reTepo3uroTHO0 CiMeHO0
rinepxonecTepuHeMi€l0 CTAaHOBUTE 5 MT Ha fo0y. [Ipemapar ciif mpuiiMaTu IepopabHO B 403aX Bif
5 mr fo 20 mr 1 pa3 Ha goOy. [TigBuilyBaTu g03y CIIif BigMOBIIHO [0 iHAMBIAyaNbHOI BifMOBIAl AUTUHU
Ha JIIKyBaHHS Ta II€PEeHOCHMOCTI IpenapaTy, JOTPUMYI04YHCh PeKOMEH Al 00 JTiKyBaHHS AiTen
(ouB. po3min «Ocob0IMBOCTI 3acTOCyBaHHS»). [lepen MoYaTKOM Teparil po3yBaCTaTHHOM TiTSIM Ta
IiATiTKaM CIiff IPU3HaYUTH CTaHIaPTHY TiN0X0JIeCTEPUHEMIUHY AIi€TY, IKOI MallieHTH MalTh
INOTPUMYBATHUCS i IPOTATOM JIiKyBaHHS. Be3neky Ta e(eKTUBHICTD JTiKapChKOro 3acoby y mo3ax
6inbine 20 MT y 1il MOMynsLii He JOCTiIXKYyBalu.

TabneTtku o 40 Mr He 3aCTOCOBYBaTH HiTSM.
Ilimu sixom 0o 10 pokis

IocBin nmikyBaHHS miTed BikoM 1o 10 pokiB 0OMezkeHU# 3aCTOCYBaHHSIM IIpenapaTy y HEBEJTUKOI
KiZTbKOCTI narieHTiB (BikoM Bif 8 mo 10 poKiB) i3 TOMO3UTOTHOIO CIMENHOIO TiepX0necTepruHEMIETO.
TakuM 4yuHOM, IIpenapaT PoMa3uk He peKOMEHAYETHCS 3aCTOCOBYBATH HiTSAM BiKOM 1010 pOKiB.

Ilepedo3yeanHs.

Hewmae cnenudignoro nikyBaHHS y BUIAAKy Ilepefo3yBaHHA. [Ipu nepeno3yBaHHi Cllif IPOBOOUTH
CHMIITOMATHYHe JIiKyBaHHS Malli€eHTa, @ TAKOXK MiATPUMY0Ui 3axoqu mpu HeoOximHOCTI. Crif
KOHTpOMOBaTH (PyHKIIi0 neyinku Ta piBHiB KK. Masoi#imMoBipHO, 110 reMofiani3 0yne epeKTUBHUM.

ITo6iuni peakuii.

[ToGiyHi peaxkiiii, 10 cIIocTepiranucs Mpy 3aCTOCYBaHHI po3yBacTaTuHy, Oy 3a3BUYal TETKUMU. Y
XOfi mocrigkeHb MeHIIe 4 % MallieHTiB, AKi 3aCTOCOBYBa/IM PO3yBaCTaTUH, IPUIIMHUIIN JIIKyBaHHS 3
IPUYNHY BUHUKHEHHS MOOIYHUX peakili.

Heb6axaHni peakirii knacugpikoBaHi 3a 4aCTOTOI0 Ta cuCTeMHO-opraHHuMY Kiacamu (COK). Yactotu
no0iYHUX peakiil Kjacu(pikoBaHO TaKUM YUHOM:

yacTo (Big = 1/100 mo < 1/10);

HeuacTo (Big = 1/1000 mo < 1/100);

pigko (Big = 1/10000 mo < 1/1000);

nyxe pigko (< 1/10000);

HEeBiOMO (HEMOXKJIMBO BCTAHOBUTH 3a iCHYIOUMMHU JaHUMH).

3 6oky Kpoei ma aimpamuyHoi cucmemu



Pioko: TpoMOOILIUTOIIEHIS.

3 boky imyHHOI cucmemu

Pioko: peakxiiii rimepuyTIuBOCTI, BKJII0OYal0YX aHTiOHEBPOTUYHUY HaOpSK.

3 60Ky eHOOKpUHHOI cucmemu

Yacmo: nyKpoBu# giabeT (YacToTa 3a7eKUTh Bil HATBHOCTI paKTOPiB pU3UKY (PiBEHDb T'IIIOKO3U
HaTiie = 5,6 MMose/n, IMT > 30 kr/M’, minBuIneHi PiBHI TPUTIiIIEPU[IB, apTepPianbHa rinepTeH3isd B
aHaMHe3i).

IIcuxiuHi po3aadu

Yacmoma Hegidoma: emnpecis.

3 60Ky Hepeosoi cucmemu

Yacmo: TonoBHUM 0inb, 3alIlaMOPOYEHHS.

Llyorce pidKo: momniHeBpomaris, BTpata mam siTi.

Yacmoma Hesidoma: nepedepryHa HEHPOMATis, po3/Iagy CHY (y ToMy 4ucii Oe3COHHS Ta HiuHi
KOIIIMapHu).

3 60Ky opeaHie OuxaHHs, 2py0HOI KAimKu ma cepedocmiHHs
Yacmoma Hegi0oMa: KallleJb, 3aJUIIKa.

3 60Ky WAYHKOBO-KUWKOB020 MPpaKmy

Yacmo: 3amop, HynoTa, abmoMiHaIbHUN Oilb.

Pi0ko: maHKpeaTur.

Yacmoma HesiOoMa: miapes.

3 60Ky eenamobiaiapHoi cucmemu

PioKo: migBuIlleHHS PiBHS II€YiHKOBUX TPaHCaMiHa3.
Llyorce piOKo: XKOBTSTHULIS, TETIaTHUT.

3 60Ky wkipu ma nidwkKipHoOi KAimKo8uHu

Heuacmo: cBepbix, BUCUIIaHHS i KPOTIUB' THKA.

Yacmoma Hesidoma: curgpoM CriBeHca-[I:KOHCOHA, iHIyKOBaHa JIiIKapCbKUMHU 3aC00aMu
eo3uHoGinis 3 cuctemMuuMu cumnromMamu (DRESS-cunmpom).

3 60Ky ckesemHoi MycKyaamypu ma cnoAy4YHoi mKaHuHu

Yacmo: Mianrig.



Pioko: mionarTist (BKMo4aouu Mio3uT) i pabmoMiosni3, BOBYaKO-TOOiOHNY CUHAPOM, PO3PUB M S3iB.
Lyorce pidKo: apTpanris.

Yacmoma HegiOoMa: IOPyLIeHHS 3 00Ky CYXOXKHUIIb, IHKOM YCKIIaJHEeHI PO3PUBAMH,
iMyHOOIIOCEpeIKOBaHa HEKPOTU3Yl04Ya MiomaTist, MiaCTeHis rpasic.

3 60Ky HUPOK ma ceuosudinbHOi cucmemu

Ilyorce pidko: remaTypis.

3 60Ky penpodykmueHoi cucmemu ma MO/J0YHUX 3d/103

Llyoice pioko: riHeKoMacTis.

ITopyweHHA 3a2a1bHO20 CMAHY Ma Noe’s3aHi 3i cnocobom 3acmocysaHHA npenapamy
Yacmo: acTeHis.

Yacmoma Hegidoma: HaOPSIK.

3 60Ky opaaHis 30py

YacToTa HeBimoMa: OUHaA MiaCTeHid.

4k i npu 3actocyBaHHi iHmux iHribitopie 'MI" KoA-penykTas3u, 4acToTa BUHUKHEHHS OOIYHUX
peaklii 3a7eXuTh Bifl 03U IIpenapary.

Bnaue Ha HuUpKu

Y manieHTiB, SKi OTpUMYyBasH JIiIKyBaHHSA PO3yBaCTaTUHOM, CIIOCTepiranacs MIpoTelHypia (BUsBIEHA i3
3aCTOCYBaHHSIM TECT-CMY2KOK), 3a3BU4all KaHa/IbIIEBOTO IIOXOMKEeHHs. 3MiHy KifbKoCTi OinKka ceui, Bif
BimcyTHOCTI abo criniB 6inka go abo GinbIie, cnocTepiranu y < 1 % mailieHTiB y MeBHi MOMEHTH Yacy
IIPOTSATOM JIiKyBaHHS y go3ax 10 mr i 20 Mr, a TakKoX mpuOnu3Ho y 3 % NallieHTiB, sIKi OTpUMyBaiu
no3y 40 mr. [Tpu 3acToCyBaHHI penapaTty y fo3i 20 Mr crocTepiranocs: He3HayHe 30i/IbIIeHHS
KinbkocTi 6inka, Bif BimcyTHOCTI ab0o crimiB 6inka mo . V GinbIIocTi BumagKiB mpoTeinypis
3HUKYBaJlack ab0 3HMWKAJIa CIIOHTAHHO IIPU IIPOJIOBKEHHI Tepartii, a TakoX He 0yja MpOrHO3yIYNM
($haKTOpOM BUHMKHEHHS TOCTPOro ab0 IMpOrpecyrydoro 3aXBOPIOBaHHSI HUPOK.

[ToBimoMIIsinu MPo BUNIAAKX reMaTypil; 3a JAaHUMHUM JOCIiAKeHb YaCTOTa 1X MaJa.
Bnaue Ha ckeaemHi M’ s3u

[ToBimOMIISINM IIPO BIIMB Ha CKEJIETHI M’SI3M: Miasrito, MiomnaTiio (BK/II04Yalo4yy MiO3HUT) i PiiKo - PO
pabmoMionti3 y mallieHTiB, SIKi OTpHMYyBasH JIiKyBaHHSA PO3yBaCcTaTUHOM y Oymb-sKik mo3i, 0coOIUBO - y
mo3ax Buie 20 Mmr.

ITo3o3anexHe 3pocTtaHHs piBHIB KK crnocTepiranu y marieHTiB, fKi 3aCTOCOBYBaJIi PO3YBaCTaTHH;
OinbIIiCTL BUMAAKIB Oy JIETKUMH, aCUMIITOMaTUYHAMH i TpaH3uTOpHUMHU. fAKio piBHi KK
nifBUIyIOTHCS (GinbIlle HiXK y 5 pa3iB NOPIiBHAHO 3 BEPXHBOI0 MEXKEI0 HOPMHU), JTiKyBaHHS CIIif
IPUMUHUTY (OUB. PO3ain «OcoOMMBOCTi 3aCTOCYBAHHS»).



Bnaue Ha neyiHKy

4k i npu 3acrocyBaHnHi inmux inribiropis IMI" KoA-penykTa3u, [0303ajekHe 3pOCTaHHS aKTUBHOCTI
TpaHcaMiHa3 CIOCTepiraay y HeBeJIUKOl KiTbKOCTI MallieHTiB, SKi 3aCTOCOBYBaIl PO3yBaCTaTHH;
OinbIIiCTL BUMAAKIB Oy/IM IETKUMY, aCHMIITOMaTUYHUMH i TPAaH3UTOPHUMHU. [1pu 3acTOoCyBaHHI
po3yBacTaTHHY TaK0XK Bif3Haydanocs migBuineHHs piBHiB HbAlcC.

Ha T71i 3acTocyBaHHS OesKMX CTaTUHIB Bif3Hayanucs Taki HeOaxkaHi SBUIIIa:
po3nap cTaTeBOl PYHKIIil;

OKpeMi BUIIagKM iHTEPCTHUIIiaIbHOI XBOPOOU JiereHb, 0COONIMBO MTPU TPHUBAJIOMY 3aCTOCYBaHHi (IUB.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»).

YacToTa noBimomMiIeHb po pabmomiosi3, cepio3Hi mopyeHHs 3 60Ky HUPOK Ta MeYiHKM (ITepeBaxHO
TiABUINEHHS aKTUBHOCTI IIe4iHKOBUX TpaHcaMiHa3) OibIlla Ipu 3aCTOCYBaHHi IIpenapary B 031
40 mr.

Y nporieci micnsipeecTpalifiHOro 3aCTOCyBaHHS IpenapaTty PoMa3uk imeHTHu(diKoBaHO TaKy HebaxkaHy
peaktiiio K jeTajibHa Ta HeleTallbHa MeYiHKOBa HeJOCTaTHICTh. OCKINBbKY IIPO 1110 PeakKIrio
TTOBiHOMIISINIM CIIOHTAHHO i3 TOMYIsIlii HeBU3HAUEHOI KiJIbKOCTi, HEMOXKJIMBO IOCTOBIPHO OIIIHUTH i1
4acTOTy a00 BCTaHOBUTH HASIBHICTh MPUYMHHO-HACIIIAIKOBOTO 3B’SI3KY i3 3aCTOCYBAaHHSIM IIperapary.

3pingka y micngpeecTpaliiiHoMy Iepiofi MOBiOMIISIN PO MOPYIIEHHS KOTHITUBHUX (PYHKIIIN
(HampuKIIan MoTripiIeHHs maM 'siTi, 3a0yAbKYBaTiCTh, aMHe3is1, OTipIIEeHHS TaM gTi, CIITyTaHICTh
CBimOMOCTI), 1110 aCOMLi0I0ThCS i3 3aCTOCYBAHHSAM CTaTHHIB. [Ipo Taki KOrHiTUBHI MpobaeMu
IIOBIAOMJISINIM Y 3B’SI3KY 3 yCiMa CTaTUHAMHU. fBHINA, IIPO AKi UAETHCS y IOBIAOMIIEHHSX, 3a3BUYail
MalOTh JIETKUM XapaKTep i MUHAIOTH ITiCJIg BiIMiHM CTATHHIB, @ TAKOXK MalOTh Pi3HUU YacC [0 MOSBU
cuMITOMiB (Big 1 OHS [0 POKiB) Ta [0 3HUKHEHHS CUMIITOMIB (MefiaHa - 3 TUXKHI).

Himu

[TinBuiieHHs piBHS KpeaTuHKiHa3u > 10 pasiB Bumie BMH ta cumnromu 3 60Ky M’s13iB micis
¢GisnyHOrO HaBaHTaXKeHHs a0o migBuUIeHOol Pi3nYHOI aKTUBHOCTI CIIOCTepiranucs 4acTilie y
52-THKHEBOMY KITiHIYHOMY JOCTIiAKEeHHI 3 y4acTIO OiTel Ta MifJiTKiB IOPiBHAHO 3 JOPOCIUMU (OUB.
po3min «Ocob6auBOCTI 3acTOCyBaHHS»). [IpoTe podinb Oe3meku po3yBacTaTUHY y HiTel Ta MiAiTKiB
OyB MOAiOHUM [I0 TAKOTO Y HOPOCTIHUX.

Tepmin npudamHocmi. 2 POKHU.

YMmoBH 30epirannsi.

30epiraTu npu TeMiepaTypi He Bulile 25 °C y cyxoMy, 3aXUIlleHOMY Bifl CBiT/Ia MiCIIi.

30epiratu y HEOOCTYIIHOMY OJIST OiTEW MiCIIi.



YnakoBka.

[To 10 TabneTtoxk y 6iicTepi, mo 3 GiicTepu y KapTOHHI#! KOPOOIIi.

Kareropis Bigmycky. 3a peLentom.

BupOOHHK.
®apMmanepTuyHuy 3aBof «ITonsdpapma» C. A., [Tonsbima/

Pharmaceutical Works «Polpharma» S. A., Poland.

Micue3HaxoaKeHHsI BHPOOHHKA Ta HOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.
Byn. Ilensnnunascka 19, 83-200, Ctaporapn I'manbscku, ITonbimna/

19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.



