IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

POMA3UK
(ROMAZIC)
Cknao:
Oitoua peuosuHa: rosuvastatine;

1 TabneTka, BKpUTa IUTIBKOBOI 0007I0HKOIO0, MiCTUTE po3yBacTaTuHy 5 Mr a6o 10 mr, a6o 20 mr, abo
40 wmr, 110 ekBiBasmeHTHO 5,2 Mr abo 10,4 mr, a6o 20,8 mr, abo 41,6 M po3yBacTaTHHY Kallblliio;

O0ONOMIJCHI PeYOBUHU: JTaKTO3X MOHOTIPAT, TUM 1; TaKTO3¥M MOHOTIAPAT, THII 2; LEII0I03a
MiKPOKPUCTATiYHa; HATPilo IUTPAT AUTiIpaT; KPOCHOBimoH TuN b; KpeMHil KonoigHu 6€3BOIHUMY;

MarHiio cteapat; o6omonKa (6apBHuK Opadry II 6inuit 33G28523, rimpoMesnio3a, TaKT03u MOHOTIgpaT,
MakKporoJ, TpualeTuH, TUTany giokcup (E 171)).

JIikapcbKa ¢opMa. TabneTku, BKPHUTI ITiBKOBOX 000JIOHKOIO.
OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

5 MT: KpPyIJIi IBOOMYKIT TabeTKU, BKPHUTI IIJIiIBKOBOIO 000JI0HKOI0, 6iy1oro abo mMatrizke 6i10T0 KOJILOPY,
3 THCHEHHSM «5» 3 0QHOTO OOKY;

10 Mr: KpyTii gBOOMYKJIi TabneTKH, BKPUTI IIiBKOBOIO 00010HKOI0, Girtoro a6o Maiixke 6inoro
KOJIbOPY, 3 TUCHEHHSM «10» 3 oHOTO GOKY;

20 Mr: Kpyrii IBoONyKIIi TabeTKH, BKPHUTI IIJIiIBKOBOIO 000JI0HKOI0, 6iyoro abo Matizke 6imoro
KOJIbOPY, 3 TUCHEHHSM «20» 3 0IHOTO OOKY;

40 Mr: IPOOOBryBaTi ABOOMYKJIi TabIeTKH, BKPUTI IIiBKOBOIO 000JI0HKOI0, 6istoro abo Maiixke 6inmoro
KOJIBOPY.

®apmakorepaneBTHYHA rpyma. [inomimigemiuni 3acobu. [aribitopu I'MI'-KoA pemykTasu.

Koo ATX C10A AQ7.

dPapmako102iuHi e1acmusocmi.
dapmakoOuHamika.

PosyBacraTtul 3HUXKYE MiABUILEH] piBHI XonecTepuny-JIITHII, 3aranpHOro XoaecTepuHy i



TPUTJTIIEPUIIB, @ TAaKOXK MiABUIINYE piBeHb xomecTepuny-JIIIBII (mimompoTeinu BUCOKO1
IIIILHOCTI).

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

Po3yBacTaTuH TaKOXK 3MEHIIIy€ IOKa3HUK CIiBBigHOIIEeHHS XonecTepuH-JIITHIII/xonecTepun
JITIBIII, 3araneHuu xonecrepun/xonectepud-JIIIBIL, xonectepun HeJIIIBIIl/XomecTepuH-
JITIBII i AmoB/AnoA-I.

Tabnuns 1.

Io303aexHa BiAIOBIOb y MAIIEHTIB 3 IEPBUHHOIO rinepxonecrepuremiero (tum Ila i [Ib)
(CKOpUTOBaHMY CepPeIHil BifCOTOK 3MiH IMOPIBHSIHO 3 IOYAaTKOBUM 3HAYEHHSIM)

[To3a N X-JITTHIIT |3aranmpHU#N X-JITIBI [TT HeJITIBII-X AtI0B ATIOA-]
XOJIeCTEPUH

[Tname6o |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 5

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

TepaneBTuyHu e(PeKT HOCATAETHCSA NMPOTATrOM 1 THXKHS Mmicnd o4YaTKy JikyBaHHS, a 90 %
MaKCHUMaJIbHOTO e(eKTy HOCATaEThCS Yyepe3 2 TUKHi. MakcuMasnbHu# epeKT, K IPaBUJo,
mocsATaeThCs yepes 4 THXKHI i B mopanbiioMy 30epiraeThes.

dapMaKoKiHemukKa.
BcmokmyeaHHA

MaxkcumasnbHa KOHIIEHTpallisl po3yBacTaTUHY Y IIJIa3Mi KPOBi OCATAETHCS MPUONIU3HO Yepe3 5 TOAuH
IiCJIsT TIepopPaIbHOI0 3aCTOCyBaHHsA. AOCOMIOTHA 0i0IOCTYIHICTh CTAaHOBUTD NMpubnu3Ho 20 %.

Po3nodin

Po3yBacTaTuH €KCTEHCUBHO IIOTJIMHAETHCS [I€UiHKOI0, IKa € OCHOBHUM MiCI[eM CUHTEe3Y
X0necTepuHy i KiipeHcy xonectepuny-JIITHII. O6’eM po3mopiny po3yBacTaTUHy CTAHOBUTH
npubnu3no 134 1. biusbpko 90 % pol3yBacTaTUHY 3B’SI3YEThCS 3 OiTKaMM IIJ1a3MU KPOB,
TOJIOBHUM YHUHOM 3 aJIbOyMiHOM.

Memaboaizm



PosyBacTaTuH Iigfa€ThCcsa 0OMexkeHoMy MeTabomi3my (mpubnusno 10 %). In vitro
IOCIigXKeHHST MeTab01i3My 3 BUKOPUCTAHHSM T'elaTOIUTIB JIIOAWHYU BKA3yIOTh Ha Te, 1110
PO3yBacCTaTHH € ciabKuM cybcTpaToM mjst MeTabos1i3My, 0II0CepeIKOBAHOTO ITUTOXPOMOM
P450. CYP2C9 € ronoBHuM 3afmisaum izohepmenToMm, a 2C19, 3A4 i 2D6 3afissHi MEHIIO0
Mipoio. OCHOBHUMH igeHTH(iKOBaHMMU MeTabomiTaMu € N-IUCMETHII i JTaKTOHOBI
MeTabomiTu. MeTabosmiT

N-gucmetuny npubnu3Ho Ha 50 % MeHII aKTHBHUY, HiXK PO3yBacTaTHH, a JIaKTOHOBI popMu
BBAXKAIOTHCS KJIiHIYHO HeaKTUBHMMHU. Ha po3yBacTaTuH npunanae Oinbiie 90 % aKTUBHOCTI
inri6itopy 'MI" KoA y 1upKynioi04iit KpoBi.

BusedeHHs

[Tpubnu3uo 90 % mo3u po3yBacTaTUHY BUBOAUTHCS Y HE3MIHEHOMY BUTJIAMI 3 KaJIoM (BKIIIOYA0UU
abcopOoBaHy i HeaOcopOoOBaHy [il0Yy PeUYOBUHY), a PEIITa BUBOAUTHCS i3 Cedero.

[Tpu6n1u3HO 5 % BUBOOUTLCA i3 ceuyelo y He3MiHeHOMY BUTIAMIL. [Iepion HamiBBUBEAEHHS i3 IIIa3Mu
KpPOBi cTaHOBUTH pubau3Ho 19 roguH. [lepion HamiBBUBENEHHS He MOAOBXKYETHCS IIPU 3aCTOCYBaHHI
BuIux 0o3. CepenHiit reoMeTPUYHUN TOKA3HUK KJTIPEHCY IIa3MU KPOBi CTAHOBUTDH IPUOBIU3HO

50 n/roguny (KoedimienT Bapiartii 21,7 %). 4k i y Bunapgky inmux inri6itopis TMI" KoA-penykTasu, y
IIpolieci MeYiHKOBOT'0 3aXOIJIEHHS PO3yBacTaTUHY Oepe yyacTh MeMOpaHHuUi nepeHocHUK OATP-C.
Lleii mepeHOCHUK Biflirpae BazKJIMBY POJIb y NEYiHKOBIil eliMiHallil po3yBacTaTUHY.

JIiHitHiCMb

CucTemMHa eKCIO3HIig PO3yBaCTaTUHY ITOCUIIOETHCS IIPOTOPIINHO [0 [03u. [Ticns 6araTopa3oBoro
IIOIEHHOTO 3aCTOCYBAaHHS HE CIIOCTEPIraeThCs 3MiH (papMaKOKiHETUYHUX TOKa3HUKIB.

Okpemi 2pynu

Bix ma cmamo

Bik i cTaTe He BIIMBAIOTH KJIiHIYHO 3HAYYIIUM YHHOM Ha (papMaKOKiHETHKY PO3yBacTaTUHY Y
nopocnux. ®apMakKOKiHeTHKa PO3yBaCTaTUHY y AiTel i MiAJITKIB i3 TeTePO3UTOTHO CIMEWHOI0
rimepxonecteprHeMi€eo Oyla aHAJIOTiYHOIO TaKil ¥ JOpOoCIuX HOOPOBOMBIIB (OUB. po3min «IIiTu»).

Paca

®apMaKOKiHeTHYHI JOCITIIXKEHHS TeMOHCTPYIOTh 30iNbIleHHs cepenHix moka3Hukis AUC i C
y IPeOCTaBHUKIB MOHTOJIOIHOI pacu (AMOHIIB, KUTAWIiB, QiMiNmiHIiB, B'€THAMIIIB i
KODEWIIiB) IOPIBHSAHO 3 IPeACTaBHUKAMU €BPOIEOIAHO] Pacy; y IpeACTaBHUKIB a3iaTChKO1
pacu cepepnni nokasuuku AUC i C,,,, 30inbirytoTbest mpubnusno B 1,3 pa3za. [Tonynsamiinui
(bapMaKOKIiHeTUYHUH aHali3 CBIIYXUTH NIPO BiACYTHICTh K/IIHIYHO 3HAYYIIUX BiAMIHHOCTEH Y
(dhapMaKOKiHETHII MiXK €BPOIIEOINHO0 i HEIPOITHOIO pacaMu.

max

ITopyweHHsA pYHKUIT HUPOK

Y xomi mocmigKeHHS 3 y49acCTIO Nalli€HTiB i3 PI3HUMU CTyIeHIMU OPYIIeHHS (QYHKIIl HUPOK, IpU
3aXBOPIOBaAHHAX HUPOK JIETKOTO Ta IOMIPHOI'0 CTYIIEHIB TSAXKOCTI HE CIIOCTepirasocs BIJIUBY Ha
I71a3MOBi KOHIIEHTPaIlil po3yBacTaTuHy i N-qucMeTun MetabomiTy. YV mallieHTiB i3 TAKKUMU
nopyimeHHamMu ¢yHKLil HUPoK (KK < 30 My1/XBUNIKMHY) ciocTepiranocs 30i/blIeHHS M171a3M0BO1
KOHIIeHTpalil y 3 pa3u i 30isbieHHs KoHIeHTpalil N-gucMeTn Metalomity y 9 pa3iB mopiBHSAHO 3i



3mopoBuMH f00poBonbLIsaMU. KoHIIeHTpallil po3yBacTaTUHY Y IJIa3Mi KpOBi IIPU PiBHOBaXKHOMY CTaHi
y MallieHTiB, SKUM IIPOBOAUTHCS TeMomiani3, Oynu npubnusno Ha 50 % GimbUIMMY, HiX y 3M0POBUX
HOOPOBOJIBIIIB.

ITopyweHHsA pYHKYIT neviHKu

Y xopi mocmigKeHHS 3 y4acTIO IAlli€HTIB 3 Pi3HUMHU CTYNEHSIMU IOPYIIEeHHS QYHKIIil MeYiHKU IPU
IIOKa3HUKY 7 abo HUXK4Ye 3a 1mKasnoi Yaunaa-I1'to cuicTeMHa eKCII03UIlisl pO3yBaCTaTHHY He
nocusoBanack. OfHaK y 2 malieHTiB 3 moKa3HuKaMu 8 Ta 9 3a mkanow Yaung-IT'to cnocrepiranocs
TIOCUJIEHHS CHCTEMHOI eKCIIO3Ullii IPUHaNMHI y 2 pa3u NMOPiBHIHO 3 MallieHTaMy 3 HUKYUMU
IIOKa3HUKaMU 3a LKasow Yaunp-I1'10. Hemae mocBiny 3acToCcyBaHHS IIpernaparty nallieHTaM 3
IMOKa3HUKOM Buillle 9 3a mkanow Yaung-I1'1o.

Himu

®apMaKOKiHEeTHUHI ITIOKA3HUKHU Y OiTeH i3 reTepo3UroTHOK CiMENHOI0
rimepxosectepruHeMi€elo y Bili Big 10 mo 17 pokiB oo KiHIg He BUBYeHi. HeBenuke
dbapMaKOKiHETUYHE AOCTiAKEHHS 3aCTOCYBaHHS po3yBacTaTuny (y Burisigi tabnetok) y 18
OiTel IPOAEeMOHCTPYBaAJIo, 110 eKCIIO3UIlisl IIpenapary y OiTel CIiBCTaBHA 3 TAKOI y
NOPOCIIUX IMalieHTiB. KpiM TOr0, pe3yibTaTé BKa3yTh Ha BiICYyTHICTh BUPAXKEHOI'0
BiIXUJIEHHS Bi[l JO30MPOIOPLINHOCTI.

KniniuyHi XapaKTepHUCTHKH.
Iloka3aHnHs.
JIixysaHHA 2inepxosecmepuHemii

Hopocnum, migmiTkaM Ta giTaM BikoM Bif 10 poKiB i3 IepBUHHOIO IillepX0IeCcTepUHEMIEI0
(tumy Ila, B TOMY 4HCIIi i3 T€TEPO3UTOTHOIO CIMEWHOIO TillepX0IecTepuHEMi€0) abo
3MimaHo0 guchinigemieto (tTuny IIb) Sk mOMOBHEHHS OO Ai€ETH, KOJIY HOTPUMAaHHS OIETH Ta
3aCTOCYBaHHS iHIIMX HEMEeIUKaMEeHTO3HUX 3aco0iB (Hanmpukian GisuuHux BIpas,
3MEHIIeHHS MacCH Tijla) € HeJOCTATHIM.

[Tpy TOMO3UTOTHIY CiMelHil rinepxonecTepuHeMil SK OOTOBHEHHS 0 OiETH Ta iHIINX
Timigo3HMKYBaIbHUX 3ac00iB NMiKyBaHHA (Hanpukiaf adepesy JITTHII) abo y Bunagkax,
KOJIY TakKe JIIKyBaHHS € He[JOPEYHUM.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYWEHb

3anobiraHHs 3HaYHUM CepLIeBO-CYOUHHUM MTOPYIIEHHSIM Y MalliEHTIB, SKUM, 3a OLiIHKaMH, 3aTPOXKYE
BHCOKHU PU3UK IIE€PILOT0 BUIAKy CEPLIEBO-CYIUHHOTO NOPYIIeHHS (IUB. PO3IiN
«PapmMakoguHaMika») SIK JOIIOBHEHHS N0 KOPEKIIil iHIuX (paKTOPiB PU3UKY.

IIpomunoka3aHHs.

e ['inepuyTnuBicTh MO Po3yBacTaTHHY a00 m0 OyOb-SKOI 3 MOTIOMIXKHUX PEUYOBHH IIpemnapary;
¢ 3aXBOPIOBAHHS MEYiHKM B aKTUBHIN CTafil, BKIIOYAO4YH CTiliKe IigBUINIEHHS aKTUBHOCTI



TpaHCaMiHa3 CUPOBaTKM KPOBi HEBIOMOI €Ti0NOril, a TaKOXK MigBUIIEHHS aKTUBHOCTI OyOb-IKO1
TpaHCaMiHa3¥u CUPOBATKM KPOBi OiybIille HiXK y 3 pa3u Bullle BepxXHbOi Mexki HopMu (BMH);

e TSXKKi MOpymeHHs QyHKIIil HUPOK (KIipeHC KpeaTuHiny < 30 MJI/XBUJIAHY);

e Miomaris;

e OJHOYACHE 3aCTOCYBAHHA 3 IIUKIJIOCIIOPUHOM;

e Tiepiop BariTHOCTI abo rofyBaHHS IPYAAI0, @ TaKOXK KiHKaM PEIPOAYKTUBHOTIO BiKy, SKi He
3aCTOCOBYIOTh HaJleXKHi MPOTHU3aILTiIHI 3ac00H.

[Tpemapat y 7o3i 40 MT IpoTUIIOKa3aHUY MalieHTaM i3 aKTopaMH, 110 CIPUSIOTh PO3BUTKY
miomartii/pabmomionizy. Taki pakToOpu BKITIOYAIOTE:

e TIOMipHe IOpPYyIIeHHS QYHKII1 HUPOK (KJTipeHC KpeaTuHiHy < 60 M/I/XBUIUHY);

e TIMIOTUPEO3;

e CIIafIKOBi 3aXBOPIOBAHHS M’SI30BOi CUCTEMHU B 0cOO6UCTOMY ab0 CiMeHOMY aHaMHe3i;

e B aHaMHe3i - MiOTOKCUYHICTb ITPX 3acTOoCyBaHHi iHmoro inribitopy 'MI" KoA-penykrasu a6o
di6paty;

* 3JI0BKMBAHHSA aJIKOTOJIEM;

* CTaHU, IIPU SKUX MOXKYTh 3pOCTATH PiBHI penapaTty y I1a3Mi KpoBi;

e HaJ/IeXKHICTh 10 MOHTOJIOIAHOI pPacy;

e CYIyTHE 3aCTOCYyBaHHS (ibparis

(muB. po3minu «Oco6IUBOCTI 3aCTOCYBaHHS», «B3aeMopmist 3 iHIIUMU JTiKapChbKUMU 3aco0aMu Ta iHImi
BUMIM B3aeMOIiii» Ta «DapMaKOKiHETHKA»).

B3aemodis 3 inwumu snikapcobkumu 3acodbamu ma iHwi eudu e3aemodili.
Bnaue cynymHix npenapamis Ha po3y8acmamuH
IH2i6imopu mpaHcnopmHux biakie

Po3yBacTaTuH € cyOCTpaTOM [Js OesKUX TPAHCIIOPTHUX OiNIKiB, ¥ TOMY YMCIIi II€4iHKOBOT'O
TpaHcnopTepa 3axomnneHHss OATP1B1 ta edmiokcHoro Tpancnoptepa BCRP. OgHovacHe
3aCTOCYBaHHS PO3yBaCTATHHY 3 JTiKapChKUMU 3aco0amMu, 110 MPUTHIUYIOTH 1Ii TPAHCIIOPTHI
OinKuM, MOXKe IIPU3BOAUTH [0 IiIBUILIEHHS KOHIIEHTpAalliil po3yBacTaTUHY Y IJla3Mi KpOBi Ta
30inbIIeHHs pU3UKY Miomartii (ouB. po3minu «Crocid 3acTocyBaHHS Ta mo3u», «Oco0IuBOCTI
3aCTOCYBaHHS», «B3aeMopis 3 iHIIUMU JTiKapChKUMU 3aco0aMy Ta iHII BUAYM B3AEMOiN»,
TabnuIo 2).

LluksaocnopuH

[Tpu omHOYACHOMY 3aCTOCYBaHHI pO3yBacTaTUHY i HUKIOCIOPUHY NoKa3HuKM AUC po3yBacTaTUHY
Oynu B cepemIHbOMY y 7 pa3iB BUIIMMHY 3a ITOKA3HUKH Y 3MOPOBUX NOOPOBOBIIiB. Po3yBacTaTHH
IIPOTUIIOKA3aHUM MallieHTaM, IKi OQHOYACHO OTPUMYIOTh IIUKIOCIIOPUH (IUB. PO3Iin
«ITpoTUIOKa3aHHS»).

OpHoyYacHe 3aCTOCYBaHHS He BIIJIMBA€ Ha KOHLIEHTPALl0 [IUKJIOCIOPUHY Y IJIa3Mi KPOBi.
Ezemumib

OpHOYacHe 3aCTOCYBaHHS PO3yBacTaTHHY B 03i 10 Mr Ta e3eTumiby 10 Mr namieHTam i3



rimepxonecteprHeMi€el0 mpu3Boauo a0 3poctanHs AUC po3yBacTaTuny B 1,2 pa3a (Tabmuirsg 2).
OpHak papMakogrHAMIYHY B3a€MO/il0 MiXK PO3yBaCTAaTUHOM Ta €3eTUMiOOM, III0 MOXKe ITPU3BECTH 0
BUHUKHEHHS MMOOIYHUX peakllii, BUKITIOYUTH He MOXKHA (OuB. Po3minn «OcoOMMBOCTi 3aCTOCYBAHHS»).

I'em@ibpo3us ma iHwi 2inoainiemiuni npenapamu

OpHOYacHe 3aCTOCYBaHHS PO3yBaCTaTUHY i reMbiOpo3uny Mpru3BOAUTH 0 30iIbIlIeHHS ITOKAa3HUKIB
Cpax 1 AUC po3yBacTaTuHy y 2 pa3u (OuB. po3min «OcoO6IMBOCTI 3aCTOCYBaHHST »).

Buxopsguu 3 maHUX ClielialbHUX JOCIIiKeHb B3a€MOil, 3HauymIol (papMaKOKiHETUYHOI B3aEMOZIl 3
beHohiOpaTOM HEe OUIKYETHCS, ajie MOXKe BUHHKATH (papMaKOmMHAMidyHa B3a€EMOis.

TCembi6posun, heHodiOparT, iHiri ¢pidpaTu i HialliH (HIKOTHHOBa KUCJIOTA) ¥
TiNimo3HUKYBaIbHUX 03ax (Ho3u Bullle abo ekBiBaneHTHi 1 r/go0y) mifgBUIyBaIu PU3UK
BUHUKHEHHS MiomarTii mpu omHOYacHOMY 3acTocyBaHHi 3 iHribiTopamu 'MI" KoA-pengykTasu,
MOXKJIABO, Y 3B’I3KY 3 TUM, 1110 OCTAHHI MOXYTh CIPAUYMHATH PO3BUTOK MioTmaTil mpu
MoHoTeparii. [Jo3a 40 Mr nmpoTuUmoKa3aHa IIpU OGHOYACHOMY 3acToCyBaHHi pibpaTiB (Ius.
po3minu «IIpoTunoka3zaHHsI» Ta «OCcOBIUBOCTI 3aCTOCYyBaHHS»). TaK0X JIiKyBaHHS MAIliEHTIB
CIIii PO3MOYUHATH 3 JO3U D MT.

IHeibimopu npomeasu

Xo4a TOUHMM MexaHi3M B3aeMO/Iil HEBiTOMUM, OqHOYACHE 3aCTOCYBaHHS iHTi6iTOPiB MpoTea3u MoxKe
3HA4HO 30i/IbILIyBaTH €KCIIO3UIliI0 PO3yBacTaTUHY (AuB. Tabnuino 2). Hampuknag, y gocmigkeHHi
(dbapMaKOKiHETUKM OfHOYacHe 3acTocyBaHHsA 10 MI po3yBacTaTHHY Ta KOMOiHOBAHOTO JIiKapChKOTO
3aco0y, mo micTuB ABa iHribiTopu nmpoteasu (300 mr aTazaHaBipy/100 Mr puToHaBipy), Y 30OPOBUX
moOpoBobLiB cynpoBoaxkyBasocs migsuieHHsIM AUC ta C,,, po3yBacTaTuHY IpuOnMu3Ho B 3 Ta 7
pasiB BiAmoBigHO. OmHOYACHE 3aCTOCYBaHHS PO3yBAaCTaTHHY Ta HesSKUX KoMOiHali iHribiTopiB
IPOTea3y MOKJIMBE IIiCJIT PETEIbHOr0 00MipKyBaHHS KOPEKIIii 403 PO3yBacCTaTUHY, BUXOOIYH 3
O4YiKyBaHOTO 3POCTAHHS €KCITO3UIlil PO3yBacTaTUHY (OuB. po3minu «Crmoci6 3acTOCYBaHHS Ta HO3U»,
«Oco6IMBOCTi 3aCTOCYBaHHS», «B3aeMopmis 3 iHIMMU TiKapChbKUMU 3aco0aMy Ta iHIII BUTU
B3a€EMO[i», TabmuIo 2).

AHmauuou

OpHoYacHe 3aCTOCYBaHHS PO3YyBACTAaTHHY Ta aHTALUAY Y BUTJISAAL CYCIIeH3il, 1[0 MiCTUTh aJfoMiHilo i
MarHiio TiIpOKCU, MPU3BOOUTE A0 3HUKEHHS KOHIIEHTpallil po3yBacTaTUHY y IJla3Mi KPOBi
npubnu3Ho Ha 50 %. Takuii edhekT OyB MeHIIle BUPaXKeHUM, KOJIM aHTallUl 3aCTOCOBYBAJIA Yepe3

2 TONWHM TiC/s NpUuiioMy po3yBacTaTuHy. KitiHiuHe 3HaYEeHHS TaKOl B3a€EMOil He BUBYAJIH.

EpumpomivyuH

OpHOYaCHe 3aCTOCYBaHHS PO3YBAaCTAaTUHY Ta €PUTPOMIIMHY Npu3BoauTh 0 3HUXKEeHHSI AUC (0-t)
po3yBactatuny Ha 20 % i C,,, po3yBactaTuHy Ha 30 %. Taka B3a€EMOAiag MOXe BUHUKHYTU BHACIIIOK
IIOCUJIEHHS MOTOPUKU KUIIIEYHUKY B pe3yJIbTaTi 3aCTOCYBaHHS €PUTPOMILIUHY.

®epmeHmu yumoxpomy P 450

PesynbraTu goCHifXKeHs in vitro i in vivo mokasanu, 110 po3yBacTaTUH He iHTiOye i He iHAyKYye
izopepmentu nuToxpomy P 450. Kpim Toro, po3yBacTaTtut € ciiabKuM cyOCTpPaTOM [JI TAKUX
i3odepmeHTiB. He crocTepiranocs KiiHiYHO 3HAYYIIUX B3aEMOZIN MiXK PO3yBaCTaTUHOM i
bnykonasonoM (iuribitop CYP2C9 i CYP3A4) Ta keTokoHa30s0M (inribiTop CYP2A6 i CYP3A4).



B3aemo0ii, u,o sumazaroms Kopekuii 003u po3ysacmamuHy

[Tpu HeoOXimHOCTI 3aCTOCYyBaHHS IpenapaTy PoMa3ukK 3 iHIIKMHU JTiKApCHbKUMHU 3aco0aMu, 3TaTHUMU
IiABUINYBATU €KCIIO3UIlil pO3yBaCTaTUHY, HO3Y IIpernapaTy NOTPiOHO CKOPUTYBaTH. fKIIO OYiKy€EThCH,
mo excro3utlis npenapaty (AUC) 3pocTe npubnau3Ho B 2 abo GinbIle pasiB, 3acToCyBaHHS PoMasuky
CJIif po3nmoYnHaTH 3 703U 5 MT 1 pa3 Ha moby. MakcumanbHy [000BY 103y IIpernapary Cif
CKOPHUTYBaTU TaKUM YMHOM, 11106 O4YiKyBaHa €KCIIO3UIlisl pO3yBaCTaTUHY He IepeBUIITyBasa
€KCIT03UIIil0, 1110 Bil3Ha4Ya€eThCs npu npuiioMi no3u 40 mr/moby 6e3 3acTOCyBaHHS JTiKapChKUX
3aco0iB, 110 B3aEMOMiIOTH i3 ITpernapaToM; HallpUKJIaf, IPYU 3aCTOCyBaHHi 3 reM¢piOpo3umoM go3a
po3yBacTaTuHy cTaHOBUTHMe 20 MT (36inpiIeHHs eKcro3ullil B 1,9 pa3a), mpu 3aCTOCYBaHHi 3
kKoMObiHalielo puToHaBip/aTa3aHaBip - 10 Mr (36insmenHs B 3,1 pasa), [Ipu ogHOYacHOMY
3aCTOCYBaHHI 3 IUKJIOCIIOPUHOM - 5 MT (30inbiienHs B 7,1 pasa).

TaOmu1sa 2
BrnuB cynmyTHIX NiKapchKux 3aco0iB Ha €KCII03UIliI0 pO3yBaCTATUHY
(AUC; y nopsimKy 3MeHIIIeHHS BeJIUYMHY) 3a ONy0IiKOBAaHUMHU OAaHUMU KITiIHIYHUX JOCHiIXKeHb
PexuM mo3yBaHHS JIiKapChbKOT0 3ac00y, 110 PexuMm mo3yBaHHS 3minu AUC
B3a€EMOIi€ pO3yBacCTaTUHY po3yBacTaTUHY*

LluknocnopuH Big 75 Mr aBidi Ha goby go 200 mMr 10 mr 1 pa3 Ha moby, 10 guie T 7,1 pasa
nBidi Ha moOy, 6 MicsiB

Arazanasip 300 mr/puTtonasip 100 mr 1 pa3 Ha mo6y, 10 Mr, omHOpa30Ba 403a 1 3,1 pasa
8 muiB

Cumenpusip 150 mr 1 pa3 Ha 0o0y, 7 [HIB 10 Mr, omHOpa30Ba A03a 1 2,8 pasa
Jlominagip 400 mr/puTtonasip 100 mr gBiui Ha mo6y, 20 mr 1 pa3 Ha mo6y, 7 guiB T 2,1 pasa
17 nuiB

Femdibpo3un 600 Mr fBidi Ha K00y, 7 OHIB 80 mr, omHOpa30Ba Ho03a 71,9 pasza
Entpomb6omnak 75 mr 1 pa3 Ha 0o0y, 5 [HIB 10 Mr, omHOpa30Ba 103a 7 1,6 pasa
Hapyuasip 600 mr/putonasip 100 mr aBiui Ha o0y, 710 Mr 1 pa3 Ha goOy, 7 gHiB 1 1,5 paza
OHIB

Tunpanasip 500 mr/putoHasip 200 Mr aBidi Ha mo0y, 10 Mr, omHOpa30Ba 403a 1 1,4 pasa
11 muiB

Oponenapon 400 Mr aBiui Ha KOOy He Bigomo 1 1,4 pasa
ITpakona3zon 200 Mr 1 pa3 Ha o6y, 5 gHiB 10 Mr, omHOpa30Ba A03a 7 1,4 paza **
E3etumi6 10 mr 1 pa3 Ha mo6y, 14 oHiB 10 mr 1 pa3 Ha moby, 14 guie 1 1,2 paza **
®o3zammnpenasip 700 mr/putonasip 100 mr aBivi Ha 10 Mr, ogHOpa30Ba A403a o

no0y, 8 fmHiB

Anermitasap 0,3 mr, 7 oHiB 40 wmr, 7 OHIB o
Cunimapus 140 mr Tpudi Ha 0o0y, 5 [HIB 10 Mr, omHOpa30Ba A03a o
®enodibpat 67 Mr Tpudi Ha go0y, 7 OHIB 10 mr, 7 mHIiB o
Pucdamnin 450 mr 1 pa3s Ha moby, 7 gHiB 20 Mr, ogHOpPa3o0Ba [03a o
Ketokona3zon 200 Mr gBiui Ha go0y, 7 OHIB 80 Mr, ogHOpa3o0Ba 03a o
®nykonaszon 200 mr 1 pa3 Ha go0y, 11 mHiB 80 Mr, ogHOpa3o0Ba f03a o
Eputpominua 500 mr 4 pa3u Ha no0y, 7 [HIB 80 Mr, ogHOpa3o0Ba 03a 1 20 %
Batikanin 50 mr Tpudi Ha no0y, 14 gHiB 20 Mr, ogHOpPa3o0Ba [03a 147 %
Peropacdeni6 160 mr, 1 pa3 Ha moby, 14 gHiB 5 MT pa30Ba [103a T 3,8 pasa
Benmnaracgip 100 mr, 1 pa3 Ha 06y 10 mMr pa3oBa mo3a 1 2,7 pasa
Owmbitacsip 25 mr/napuTtanpesip 150 mr/ 5 Mr pa3oBa fi03a 1 2,6 pasa

Putonasip 100 mr 1 pa3 Ha mo6y/ macabysip 400 mr

nBiui Ha moOy, 14 mHiB

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



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

* IlaHi, IpefcTaBieHi SIK 3MiHa B X pa3iB, ABISAIOTH COO0I0 CIiBBiTHOIIEHHS MiX 3aCTOCYBaHHSIM
po3yBacTaTHHy y KoMOiHa1il Ta okpeMo. [laHi, pefcTaBnieHi y BUrismi % 3MiHu, ABISII0TH C06010 %
Pi3HULIIO BiTHOCHO IMOKA3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTAHY OKPEMO.

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

** ByJo mpoBefieHO KinbKa [OCTiIKeHb B3aEMO/Iii ITpH Pi3HUX J03aX PO3yBaCTaTHHY, B TaONUIli
II0JlaHO HalbibII 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, sKi OMHOYACHO 3aCTOCOBYIOTh aHTAroHiCTH BiTamiHy K
(Hanpuknaz Bapdaput abo iHIMI KyMapUuHOBHM aHTUKOATYJISHT), MOXKJIABE IiIBUILIEHHS
MixHapogHOro HopMarsi3oBaHoro cruiBBigHomeHHs (MHC). [IpunuHeHHS 3aCTOCYBaHHS
po3yBacTaTUHY a00 3MEHIIeHHS HOro 03U MOXKe IMpu3BecTu fo 3HuKeHHsT MHC. ¥ Takux BUmlagKax
OaxaHu¥ HaNexXHUM MoHiTOpUHT MHC.

IlepopanvHi KOHMpayenmueu/20pmoHo3amicHa mepanisa (I'3T)

OpHoyYacHe 3aCTOCYBaHHS PO3yBaCTaTUHY i IepopabHUX KOHTPALIEIITUBIB IIPU3BOAUTH 0
36inbineHHs moka3HuKiB AUC ecTpapiony i Hoprectpeny Ha 26 % i 34 % BignosigHo. Take
IiABUINIEHHS KOHI[EHTPAIlill ¥ Iy1a3Mi KpoBi He00XigHO BpaXx0BYyBaTH IIPH Iifx0OO0pi 703 epopaibHUX
KOHTpalenTuBiB. ®apMaKOKiHETUYHUX AAaHUX CTOCOBHO IMALi€HTIB, IKi OMHOYACHO 3aCTOCOBYIOTh
po3yBactatuH i ['3T, Hemae, ToMy mofiOHuYM ePeKT BUK/ITIOUUTH He MOKHA. OgHak Taky KoMOiHaIliio
IIMPOKO 3aCTOCOBYBAJIH IIifl YaC KIIHIYHUX HOCTiAXKeHb, i MallieHTKY nepeHocunu ii goope.

IHwi nikapcoki 3acobu

Buxopsium 3 maHUX CleliaIbHUX OOCHiAXKeHb B3a€EMOi1, KITiHIYHO 3HAUYYIIO0l B3a€MOil 3 AUTOKCUHOM
He 0YIKy€EThCA.

Jloninasip/pumoHasip

Y dapMakonorigyHOMY OOCIiIXKEeHHi CyIyTHE 3aCTOCYBAHHS PO3yBaCTaTUHY Ta KOMOIHOBAHOTO
Ipernapary, 1[0 MiCTUB fiBa iHribiTopu npoTteasu (nomiHasip 400 mr/putoHasip 100 Mr), ¥ 3m0opoBUX
noOPOBOJIBIIB aCoIlif0BaI0Cs 3 TPUOIN3HO ABOPA30BUM Ta I’ ITUPA30BUM 30iTbIIEHHSIM ITOKA3HUKIB
piBHOBaxkHOro AUC(,,, Ta C,,, [/ pO3yBaCTaTUHY BiAMOBifHO. B3a€MOfi0 MiX po3yBacTaTHHOM Ta
inmuMu iHTiGiTOpaMu MPOTea3y He BUBYAJIH.

dy3udosa Kucioma.

Pu3uk po3BUTKY MiomaTil, BK/II0oYaioyu padmoMioni3, Moxke OyTH MifBUILIEHUM IIPU OOHOYACHOMY
CHCTEeMHOMY 3aCTOCyBaHHi (py3ua0BO1 KUCIIOTH 3i cTaTHHAMU. MexaHi3M Ifi€l B3aeMofil
(bapmakopuHamiuHMit, hapMakoKiHeTHUHMME ab0 K apMaKOOUHAMIYHUH, TaK i
dbapMakoKiHeTUYHUM) foCi HeBimoMmuii. Bynu noBigmoMneHHs npo pabnoMioni3 (BKI0O4a0ouu pigKicHi
JeTanbHi BUMIA[KK) V TAlli€HTIB, SIKi 3aCTOCOBYIOTH 1110 KOMOiHalIio.



ZAKIo cucTeMHe 3aCTOCYBaHHS (y3UO0BOI KMCIIOTU € HEOOXigHUM, JTiKyBaHHS PO3yBaCTaTUHOM CIIif
IPUIIMHUTY Ha 9acC 3aCTOCYBaHHS Gy3UO0BOI KUCIOTHU (OUB. Po3min «OcoOIUBOCTI 3aCTOCYBaHHS»).

Tukazepesaop

Tukarpenop MoXxe CIPUYUHATYA HUPKOBY HEOCTATHICTh 1 MOXKe BIJIMBAaTU Ha HUPKOBY
€KCKpelliio po3yBacTaTUHY, 30iIbIIyI0UM PU3UK MOTO HAaKOMMUYEHHS. Y NesKUX BUIaaKax
CIIiTPHUM IPHUMOM THKArpesiopy Ta PO3yBaCTaTUHY IIPU3BOAUB OO0 3HUKEHHS (PYHKIIl HUPOK,
nmigBuileHHs piBHA KpeaTuHdocdokinazu (KOK) Ta pabgomionisy. PekoMeHOyeThCS
IIPOBOAUTH KOHTPOIb (QYHKIIil HUPOK Ta piBHSI KOK npy ogHOYaCHOMY 3aCTOCYBaHHI
TUKarpeopy Ta po3yBacTaTHHY.

Himu

HocnifKeHHS B3a€EMOIil TPOBOAWIIN JINILIE Y JOPOCNIUX MAalieHTiB. CTymiHb B3a€MOfIl y OiTen
HeBiZoOMUI.

Ocob.1ueocmi 3acmocye8aHHsi.
Bnaue Ha HupKu

Y namieHTiB, sKi OTpEMyBaIM JIiKyBaHHS pO3yBaCTaTUHOM Y HaMBUIIUX [03aX, 30KpeMa 40 wmr,
crocTepirasnacs npoTeinypis (BUSBIeHa i3 3aCTOCYBaHHAIM TECT-CMYKOK), 3a3BAYall KaHaJIblIeBOTO
ITOXOMI2KEeHHS, KA y OiNbIIOCTi BUMTagKiB Oya TUMYacoBOi0 abo HeTpuBasolo. [IpoTeinypis He Oyna
IIPOTHO3YIOUKUM (PAaKTOPOM BUHUKHEHHS TOCTPOT0 a00 IPOTrPecydoro 3aXBOPIOBAHHS HUPOK, TOMY
CJIi[l PO3TJISIHYTH IMUTAHHS PO 00CTeXKeHHS PYHKINI HUPOK MAaIli€HTiB, SKi OTPUMYIOTh IIpenapar y
mo3i 40 mr.

Bnaus Ha ckesnemHi m’a3u

[ToBimoMIISiNK TIPO BIJIMB Ha CKEJIETHI M’s13M (Miasrito, MiomaTito i pigko - pabmoMiosi3) y mallieHTis,
SIKi OTPUMYyBaJIM JIIKyBaHHS PO3yBaCTaTUHOM Y OyOb-Kiit 103i, i 0co6uBo - y mo3ax Buire 20 Mr.

IyXe pigKo IOBiIOMJISIM IPO BUMIaAKY pabooMioi3y Ipu 3aCTOCyBaHHI e3eTuMi0y B KOMOiHaIll 3
inribiTopamu 'MI" KoA-penykTa3u. He MoxkHa BUKJTIOYUTH apMaKoOUHaMiYHy B3a€MOMi0; CIIif 3
00epexkHiCTI0 TPOBOOUTH TaKe KOMOiHOBaHe JTiKyBaHHS.

4k i mopo inmux inri6itopis 'MI" KoA-penykTa3y, y Xof4i TOCTMapKETUHTOBOTO 3aCTOCYBaHHS
mpernapary 3 6ilbII00 YaCTOTOO IMOBIOMIISIIIN IIPO BUHUKHEHHS pabmoMioni3y, acoliiioBaHoro 3
JIIKyBaHHSIM PO3yBacCTaTUHOM, IIpU 3aCTOCYBaHHI 1o3u 40 Mr. € OBifOMJIEHHS PO PiAKICHI BUITaAKU
iMyHOOIIOCEpeIKOBaHOI HEKPOTU3YI0Y0l MiomnaTil, 110 KITiHiYHO POSIBIISETHCS CTIMKOI0
IIPOKCH3MaIbHOI0 M’ s1I30BOI0 CIa0KICTIO i MiIBUILIEHHSIM PiBHSI CUPOBATKOBOI KpeaTHHKIHA3H, i 4ac
nikyBaHHS ab0 Mic/isg TPUNMHEHHS JIIKyBaHHS CTaTHHAMM, BKIIOUAl0UM PO3yBacTaTHH. Y TaKOMYy pasi
MOXYTh OyTH HEOOXiTHMMU NOOATKOBI HEMPOM SI30Bi i cepooriyHi mocmimKeHHs, TiKyBaHHS
iIMyHOCYIIpEeCHBHUMH IIpeliapaTaMy.

[Ticns 3acTOCYyBaHHS CTATUHIB IOBiMOMIISITIOCS TIPO BUIIAJKU BUHUKHEHHS de novo abo 3aroCTpeHHs
yKe HasBHOI MiacTeHil rpaBic uu ouHoI MiacTeHil (quB. po3min «ITo6iuHi peakirii»). 3acTocyBaHHS



JiKapchKOro 3aco0y PoMa3uk cig DpUIUHUTY y pa3i MOCUIeHHS cUMITOMIB. [ToBimoMsnocs npo
PELUANBY IiCIIT TIOBTOPHOTO 3aCTOCYBaHHS TOT'O CaMOro afo iHIIOTO CTaTUHY.

BusHaueHHA pi8HA KpeamuHKiHA3U

Busnauenns piBHsg Kpeaturkinasu (KK) He crig mpoBOguUTH Micis iHTEHCUBHUX Di3UYHUX
HaBaHTaXeHb a00 IPY HaSABHOCTI iHIIKUX BiporigHux npuyuH nigsuileHHs KK, o Moxe mpu3BecTu
[0 HEeTIPaBUJILHOI iHTepIpeTariil pe3yabTaTiB. Akmo nodyaTkosi piBHi KK 3HauHO migBuireHi (6inbiie
HiX y 5 pa3siB IlepeBUIllyE BEPXHIO MeXY HOPMU), CJIif IPOBECTHU [TIOBTOPHUM TECT Yepe3 5-7 [OHIB.
Teparito npenapaToM He CJIif PO3MOYUHATH, AKIIO IOBTOPHUU TECT MiATBEPAXKYE, 10 T0YaTKOBUN
piBenb KK Ginbilie HiXK y 5 pa3iB nepeBulllye BEPXHIO MeXKYy HOPMH.

Ileped aikysaHHAM

PosyBacraTuH, 5K i inmi inri6iTopu TMI" KoA-penykTasu, ciif 3 00epeKHICTI0 Tpu3HavyaTu
narfieHTaMm i3 (hakTopaMu CXUILHOCTI IO PO3BUTKY Miomarii/pabmomionisy. Taki ¢pakTopu
BKJIIOYAIOTh:

e TIOpPYyIIEeHHS QYHKII HUPOK;

* TiOTUPEO3;

¢ CIIQKOBi 3aXBOPIOBAHHS M’SI30BOi CHCTEMH Yy BIaCHOMY ab0 ciMeriHOMY aHaMHe3i;

e B aHaMHe3i - MiOTOKCUYHICTb ITPU 3aCTOCYyBaHHi iHmoro inribitopy 'MI" KoA-penykTrasu ab6o
di6paty;

* 3JI0BXKUBAHHS aJIKOT0JIEM;

Bik ~ 70 pOKiB;

CTaHM, IPU SIKAX MOXKYTh 3POCTATH PiBHI IIpenapary y maa3Mi Kposi mia3mi (quB. po3minu «Cmocid
3aCTOCyBaHHS Ta 103W», «B3aeMopis 3 iHIMMMY TiKapCchbKUMU 3aco0aMu Ta iHIIi BUOW B3a€EMOTIN» Ta
«®apMaKOKiHEeTUKa»);

e OOHOYACHEe 3aCTOoCyBaHHA ¢ibpaTis.

Y Takux maIi€HTiB pU3UK IIPHU JIiKyBaHHI CJIifi CIIiIBCTABUTH 3 IOTEHI[IMHUMU [lepeBaramMu, a Takox
PEeKOMEeHA0BaHO IPOBOAUTH KIiHIYHNY MOHITOPUHT. AKII0 nmo4yaTkoBi piBHI KK 3Ha4yHO migBuIleHi
(GinbIe HiXK y 5 pa3iB MepeBUILYIOTh BEPXHIO MEXKY HOPMHU), HE CJIifl pO3MOYMHATH JTiKyBaHHS.

Y nepiod nikysaHHA

[TauieHTiB cnig mpoiHgopMyBaTH PO HEOOXiTHICTh HeTalHO 3BEPHYTHUCS [0 JTiKaps Mpu
HeCIIofiBaHOMY BUHUKHEHHI 007110, c;1abKocTi abo crasMiB y M’si3aX, 0COOIMBO SKIIO BOHU
MOENHYIOTHCS 3 He3MYyKaHHAM a00 rapsg4yKo0. Y TaKux IMallieHTiB cy1ifg Bu3HauuTH piBeHb KK.
JIikyBaHHS crif npunuHuTH, AKIIo piBHi KK 3HayHo migBuIeHi (6inblie HiXK y 5 pas3iB mepeBUILYIOTh
BEPXHIO MeXKY HOPMH) a0 SKII0 CUMITOMU CUJIbHO BUpPaXKeHi i IpU3BOASTE 10 LIOOEHHOTO
nuckomMopTy (HaBiTh Ko piBHI KK MeHIe HiX y 5 pa3iB NepeBUIIyIOTh BEPXHIO MeXKY HOPMHU).
Aximo cumnTomu 3HMKaIOThH 1 piBHI KK nmoBepTaioThCsa y MeXi HOpMHU, CIIiJ PO3TJIAHYTH IUTAHHS IIPO
IIOBTOPHE 3aCTOCYBaHHS PO3yBacTaTUHY abo anbTepHaTHBHOTO iHTiIOiTOpY I'MI" KOA-penykTa3u B
HaVHMXKYHUX [03aX i Hif peTeIbHUM CIIOCTEPEXKEHHSIM.



PerynsipHo nepesipstu piBHiI KK B acuMniToMmaTuyHux namieHTiB HeMa€e noTpebu. [lyxe pigko
TIOBiJOMJISLIIM TIPO BUIIAAKYU iMyHOOTIOCEpEeKOBaHOI HEKpOoTU3ytoyoi miomatii (IOHM) mig yac abo
micis Teparmii ctaTUHaMU, B TOMY 4uCi po3yBactaTuHoM. Kniniunumu nposBamu IOHM e cnabkicThb
IIPOKCHMaIbHUX M’g3iB Ta MigBUIIEHHS PiBHS KpeaTUHKiIHA3W Yy CUPOBATII KPOBi, 1110 30epiraeThcst
HaBITh IiCNIA IPUIIMHEHHS 3aCTOCYBaHHS CTaTUHIB.

[Tig 9ac mocmigKeHb He CIIOCTepIranocs 03HakK MOCUJIEHHS BIIMBY Ha CKeJIeTHI M'SI31 y HEBEJIUKOL
KiJIbKOCTI TIALli€HTiB, SKi OTPUMYBaJIi PO3yBacTaTHH i CynyTHIO Tepamnii. OgHaK 3pOCTaHHS 4aCTOTH
BUHUKHEHHS MiO3UTY i MiomaTil CIiocTepirany y NalieHTiB, fKi oTpuMyBany iHmi inriditopu 'MIT
KoA-penykTa3u ogHOYACHO 3 oxigHUMU (HiOpOEBOI KMCIOTH, BKITIOYal04Yu reMdpi6bpo3u,
IIUKJIOCTIOPUHOM, HiKOTMHOBOIO KMCJIOTO0, @30/IbHUMU NTPOTUTPUOKOBUMHU TIperapaTaMy,
inriiTopaMu mpoTeasu i MakposigHUMY aHTHOIOTUKaMHU. ['eMbiOpo3un mifBUIllye pU3NK BUHUKHEHHS
MioTaTii Ipu OJHOYAaCHOMY 3aCTOCyBaHHi 3 mesikuMu iHribitopamu 'MI' KoA-penykrasu. Tomy
KoMOiHallisg po3yBacTaTuHY i reM(piObpo3uny He peKOMeH0BaHa.

[TepeBaru mopaibIIMX 3MiH y PiBHSX JTiMifgiB mpyu KoMOiHOBAaHOMY 3aCTOCYBaHHI pO3yBaCTaTUHY 3
¢dibpaTamMu ab60 HiallMHOM CJIifi PETENTbHO CIiBCTaBUTH 3 MOTEHLINHUMY PU3UKaMHU 3aCTOCYBaHHS
Takux KoMmOiHa1ii. [lo3a 40 MT mpoTUIIOKa3aHa AJIsS OOHOYACHOTO 3aCTOCYBaHHS 3 ¢pibpaTamu (IuB.
po3minu «B3aemois 3 iHIKUMYU JTiKApChbKUMU 3aco0aM¥u Ta iHIIm BUAM B3aeMopii» Ta «[Tobiuwi
peaxiii»).

Po3yBacTaTvH HE CJIif] 3aCTOCOBYBAaTH OMHOYACHO 3 IperapaTaMy IJIsi CACTEMHOTO 3aCTOCYBaHHS,
110 MiCTSTh Gy3UA0BY KUCJIOTY, Ta MIPOTATOM 7 [HIB MiC/IsI MPUIIMHEHHS 3aCTOCYyBaHHS (Qy3UI0BOL
KucnoTu. [TarienTaM, Ois SKUX CHCTEMHE 3aCTOCYBaHHS (y3UI0BOI KUCIIOTH € HEOOXITHUM, CITif
IPUIMHUTY IPUAOM CTATUHIB Ha 11e¥ nepion. IToBimomisinu npo BUNagKy pabmoMionisy (BKIoYaouu
pimKicHi meTanbHi BUMIQKHK) Y MALIE€HTIB, SKi mpuiiManu Gy3ugoBy KUCIOTY B KoMOiHaIril 3i
craTuHaMmu. [lalieHTam ciig HeraiiHO 3BePHYTUCS IO JIiKaps, SKII0 BOHU ITOMidaloTh y cebe
cumnTomu ciaabkocTi M's13iB abo mpu mosiBi 600 Y M’ g3aX.

Teparmito cTaTUHOM MOKHAa BifHOBUTHU 4epe3 7 OHIB MiCId IPUKAOMY OCTaHHBOI JO3U
(Gy3um0BOi KUCIIOTH.

Y BUHSITKOBUX BHUIIQMIKaX, SKIIIO IOTPiOHE IIPOJIOHTOBaHe CUCTEMHEe 3aCTOCYBaHHS Hy3ug0BOI
KUCJIOTY, HalPUKIIaM, IS JTiKyBaHHS TAXKKUX iHPEKIIil, HeoOXigHICTh OQHOYACHOTO
3aCTOCYBaHHS pPO3yBaCTaTUHY Ta QPy3UA0BOI KUCJIOTH CIIi[ JAeTalbHO PO3TIAAaTi B KOXKHOMY
KOHKPETHOMY BUIAIKY IIifi peTeIbHUM HarIsgoM JliKaps.

Po3syBacTaTuH He CJIif 3aCTOCOBYBATH ITalliEHTaM i3 TOCTPUMHU CEPUO3HUMU CTaHaMH, 1110
MOXKYTh BKa3yBaTH Ha MiomaTiio abo MpPOBOKYBaTHA PO3BUTOK HUPKOBOI HEJOCTATHOCTI
BHACJIiAOK pabgomioni3y (TakuMu SIK CEIICHC, apTepiajibHa TinoTeH3is, 001K pHe XipypriuHe
BTPY4YaHHS, TPaBMa, TSXKKi MeTa0oJiyHi, eHIOKPUHHI a0 eJIeKTPOJIiTHI IOPYIIEHHS;
HEKOHTPO/IbOBaHI eMienTUYHi Halagu).

Bnaue Ha neyiHKy

4k i inmi inribitopu 'MI" KoA-penykrasu, po3yBacTaTHH CIIifl 3aCTOCOBYBaTH 3 00€PEeXHICTIO
TalieHTaM, SKi 37T0BKHMBAIOTh aJIKOT0JIeM i/ab0 MaloTh B aHaMHe3i 3aXBOPIOBAHHS MTEYiHKH.

PexoMeH0BaHO MePEeBipSATH MOKa3HUKY (QYHKIIII TeYiHKY epeq I04aTKOM JIiKyBaHHS i 4epes



3 Micsili micng no4YaTKy JiKyBaHHS. Po3yBacTaTuH CIIif BifMiHUTH a60 3MEHIIUTH 003y Ipelnapary,
SIKIII0 PiBEHBb TPaHCaMiHa3 CUPOBATKM KPOBi OibIlle HiX y 3 pa3u MepeBUILy€e BEPXHIO MEXY HOPMHU. Y
XO[Ii TOCTMapKeTUHTOBOT'O 3aCTOCYBAHHS Ipenapary 3 Oi/IbII0i 4aCcTOTOIO IIOBiIOMIISIIN IIPO
BUHUKHEHHS CEPHO3HUX pPeakllii 3 00Ky MMediHKu (rOJIOBHUM YMHOM, ITPO 3POCTAHHS PiBHIB
TpaHcaMiHa3 CHPOBATKM KPOBi) IIpu 3aCTOCyBaHHi 7o3u 40 mr.

Y nmarieHTiB i3 BTOPMHHOIO TillepxoJieCTepHHEMIETO, 1110 BUHKKIIA BHACIIIOK TinoTupeo3y abo
He(pPOTUYHOI0 CUHOPOMY, CJIif] IPOBECTH JIiKyBaHHSI OCHOBHOTO 3aXBOPIOBAHHA Ilepeq I04aTKOM
3aCTOCYBaHHS pO3yBaCTaTUHY.

Y micnsipeecTpaliiHOMy Tiepiofi 3pifKa MOBimOMIISIM PO JeTalbHi abo HelleTanbHi BUMTaAKA
IIe4iHKOBOI HEIOCTATHOCTI y MAalli€HTiB, SIKi IPUIMau CTaTAHU, y TOMY YHCJIi po3yBacTaTHH. fAKIIO
Ha TJ1i JIiIKyBaHHS PO3yBaCTaTUHOM PO3BUBAETHCS CEPUO3HE YpaXKeHHs IeYiHKY 3 KIIHIYHO
CHMIITOMATHKOIO Ta/abo rimepOinipybineMieio 4u KOBTSHUIIEIO, CIIil HETraWHO IPUIUHUTY IIPUHOM
Ipernapary. fAKIIo iHIII IPUYUHY He BUSBIIEHO, HE CIIi[ IIOHOBJIIOBATH JIIKyBaHHS PO3yBaCTaTUHOM.

Paca

dapMaKOKiHeTUYHI HOCiI>KEeHHS BKa3y0Th Ha ITOCUJIEHHS €KCIIO3UIlil y TPeCTaBHUKIB
MOHTOJIOITHOI Pacy IOPiBHSHO 3 IIPeACTaBHUKAMU €BPOMEOITHOI pacH. [ TaKUX IaIliEHTIB
HeoOxiHa KOPeKIis J03yBaHHS pO3yBacTaTUHY (OuB. po3finu «Crnocid 3acToCyBaHHA Ta
no3u», «IIpoTunoka3anHs» Ta «dapMakokiHeTHKa»). [I1s MallieHTiB a3iiChKOi pacu
II0YaTKOBa o3a PoMa3uky nmosunHa OyTu 5 Mr. IlifBUllleHa KOHI[EHTPAIlisl pO3yBacCTaTUHY Y
n1a3Mi KpoBi OyJia momiyeHa B a3idiChKUX Nali€HTIB (AUB. po3ainu «OcoOIuBOCTI
3acTocyBaHHS» Ta «®apMaKokKiHeTuKa»). Cif B34TH [0 yBaru 36ibIIeHy CUCTEMHY
€KCIIO3UIIiI0 IPY JIiKyBaHHI MAI[iEHTiB MOHTOJIOIIHOIL pacH, y SIKUX TilepxoiIeCcCTepUHEMIS He
KOHTPOJITIOETLCS afeKBaTHO Jo3amu 10 20 Mmr.

IHeibimopu npomeasu

[TigBumeHa cUCTEMHa eKCIIO3UIIisl 0 PO3yBacTaTUHY CIIOCTepiranacs B 0Ci0, sIKi 3aCTOCOBYBa/IN
PO3yBaCTaTHH CYNyTHHO 3 Pi3HUMHU iHTiGiTOpaMu MpoTea3u y mMoeqHAHHI 3 puToHaBipoM. Crin
00MipKyBaTH SIK KOPUCTb Biff 3HMKEHHS PiBHS JIiMifiB 3a JOIIOMOT0I0 PO3yBaCTaTUHY Y Malli€HTIB i3
BIJI, siKi oTpUMYIOTh iHTiO6iTOPY IPOTEeas3H, Tak i MOXKJIMBICTh MiBUILIIEHHS KOHIIEHTPALlil
pO3yBacTaTHHY ¥ IIJIa3Mi KPOBi Ha ITOYaTKY Tepallii Ta pu MifBUIIeHH] 031 PoMa3uKy y Malli€HTiB,
SIKi OTPUMYIOTH iHTiOiTOpU mpoTea3u. OmHOYaCHe 3aCTOCYBaHHS Mpemapary 3 iHribitopamMu mpoTeasu
He PEKOMEH[YEThCS, SIKIIO0 103a PoMa3uky He ckopuroBaHa (ouB. po3minu «Crocib 3acTocyBaHHS Ta
mo3u» Ta «B3aeMofist 3 iHIMMMY TiKapChKUMH 3aco0aMu Ta iHIIIi BUOW B3aEMOMIl»).

IHmepcmuuitiHe 3ax80p0BAHHA N€2eHb

[Ipo BUHATKOBI BUNTAJKX IHTEPCTULIMHOTO 3aXBOPIOBaHHS JIET€Hb IIOBIAOMIISAIY IIPU 3aCTOCYBaHHI
IessKUX CTaTUHIB, 0COGJIMBO IIPU TPUBAJIOMY JIiKyBaHHi (quB. po3min «I1o6iuHi peakiiii). [TposiBu
MOXKYTb BKJIIOYATH [UCIIHOE, HEITPOAYKTUBHUY KalllesIb i IOTipIleHHs 3arajibHOTr0 CTaHy (Cl1adKicTs,
3HUXKEHHS MacH Tifla 1 rapg4ka). fKIo y naiieHTa Mifo3peThCs iIHTEPCTULIIHE 3aXBOPIOBaHHS
JIeTeHb, JIIKYBaHHS CTaTUHAMU CJIi[ IPUNIUHUTH.

Llykposuti diabem

Ieski ¢pakTH CBigYaTh, 10 CTAaTUHY, MigBULIYIOTh PiBEHD I'/IIOKO3U B KPOBi Ta y [eAKHUX MAI[i€HTIB,



SIKUM 3aT'POXKY€ BUCOKUY PU3UK PO3BUTKY HiabeTy B MalOyTHbOMY, MOXKYTh CIIPUYUHSITH
rinepriikeMito Takoro piBHS, KoM HeoOXigHe HanexkHe JTiKyBaHHs miabety. Lo 3arpo3y, ogHax,
IIepeBULLY€E 3HNXKEHHS PU3UKY CYIUHHUX MIOPYIIEHD IIPU 3aCTOCYBaHHI CTaTHUHIB, 1 TOMY BOHA HE Ma€
OyTu mifcTaBoIo [JIS IPUIIMHEHHS Tepalil cTaTHHaMu. 3a IallieHTaMy TPYNU PU3UKY (PiBEHb
TJTIOKO3H HaTiie 5,6-6,0 Mmonb/n, IMT > 30 kr/M°, MigBUIIEHUH piBE€HDb TPUTIIIEPUIB, apTepiaibHa
rimepTeH3ist) CIi BCTAHOBUTY K KITIHIYHUM, TakK i 6i0XiMiYHKM KOHTPOMB 3TigHO 3 HalliOHATbHUMMU
HaCTaHOBAMH.

4k i mopo inmux inriditopis 'MI'-KoA-penykTa3u, Ipu 3aCTOCYBaHHI po3yBacTaTUHY CIIOCTEPIranocs
3poctanHg HbAlc Ta piBHIB I'/II0KO3U Y CHPOBATII KPOBi. Y JesKUX BUMaAKaX I[i TOKa3HUKU MOXKYTh
TIePEBUIIYBATU I'PaHUYHE 3HAUEHHS [J151 OiarHOCTUKY 1IyKPOBOTO fiabeTy, HacaMIepe[ y MallieHTiB 3
BUCOKUM PU3UKOM PO3BUTKY HiabeTy.

V kmiHiYHUX JOCTimXKeHHSX 0yy10 MOKa3aHO, PO3YBACTATHH SIK MOHOTEpAIlis He CIPUYUHSIE 3HUKEHHS
6a30B0i KOHIIEHTPaIlil KOPTU30J1y IJIa3MHU KPOBi i He BIIMBA€E Ha Pe3epPB HagHUPKOBUX 3a7103.
HeobxigHa 06epeKHICT ¥ pa3i 0oMHOYaCHOTO 3aCTOCYBaHHS PO3yBACTATHHY Ta iHIIMX TiKapChKUX
3aco06iB, 3maTHUX 3HUKYBATH PiBHI a00 aKTUBHICTh EHOOT€HHUX CTEPOIAHUX TOPMOHIB, HallpHKIa[
KETOKOHA30J1y, CIIPOHOJIaKTOHY Ta IUMETULUHY.

Baoicki wKipHi nobiuHi peakuyii

Baxki mkipHi mo6iuHi peakiii, BKmo4yaioun cuHapoM CriBeHca-[I)KOHCOHA Ta iHIYKOBaHY
JiKapChKUMU 3aco0aMu eo3rHOGiiio 3 cucteMHuMEU cuMnToMamu (DRESS-cuHOpoM), SIKi MOXKYTh
3arpoxKyBaTH XUTTIO a00 IPHU3BECTH [0 JIeTaJIbHOTO pPe3yIbTaTy IIPU 3aCTOCyBaHHI pO3yBacTaTUHY.
[Tig yac mpu3HaYeHHS JTiKapChKOIr0 3aco0y MallieHTaM CIIifl TOBiJOMIISATY PO O3HAKU Ta CUMIITOMHU
TSIKKUX IIKIPHUX peaklliid Ta peTeJIbHO CIIOCTEPIraTy 3a HUMHU. AKINO 3'SIBISIOTHCSA O3HAKU Ta
CHUMIITOMH, 1[0 BKa3yIOTh Ha LI0 Peakllio, CJIif HerauHo IPUIMHUTYA IIPUUOM IIpelapaTy Ta
PO3TISIHYTH ajibTePHAaTUBHE JIIKyBaHHSA. fKINO y MallieHTa pO3BUHYJIach TakKa Cepio3Ha peaklis, K
cuagpoM CriBeHca-[[?KOHCOHA Ta iHAyKOBaHa JIiKapCbKMMHU 3aco0aMu e03UHOGDINiA 3 CUCTEMHUMU
cumnroMamu (DRESS-cuHOpoM) niKyBaHHS NpenapaToM HeOOXigHO HeTalHO MPUIMHUTY i HIKOJIK He
3aCTOCOBYBATH MOT0 B ITOAIBIIOMY.

Himu

Ominka JiHIMHOTO POCTY (3picT), MacH Tina, IMT (iHgeKCy Macu Tifla) Ta BTOPUHHUX XapaKTEPUCTUK
CTaTeBOro A03piBaHHA 3a TaHHepoM y miTen BikoM Bif 10 mo 17 pokis, sKi mpuiiManu po3yBacTaTHH,
oOMexeHa nepiogom TpuBamicTio 1 pik. [Ticms 52 THXKHIB JOCTIAXKYBAHOTO JTiKyBaHHS XKOIHOTO
BIUIMBY Ha picT, Macy Tina, IMT a6o craTeBe no3piBaHHS BUSIBIIEHO He Oy/0 (OUB. pO3min
«PapmakoauHaMika»). [JOCBifg KIiHIYHUX AOCIiAXKEHb 3aCTOCYBaHHS IIpenaparTy AiTsAM Ta Mifikam
oOMexkeHUH, i JOBroTpuBasli ehekTH 3aCTOCYBaHHS po3yBacTaTuHy (> 1 pik) Ha cTaTeBe NO3piBaHHSA
HeBigoMi.

Y K/IiHIYHOMY [OCTiAKEeHHI y [iTed Ta MifJIiTKiB, SKi IpuiMald po3yBacTaTUH IPOTATOM 52 THXKHIB,
nigsuienHs piBHsA KK > 10 pagis Buie BHM Ta cumntTomu 3 60Ky M’s3iB micis pisudnoro
HaBaHTaXKeHHs a00 migBuIeHoi Pi3nYHOl aKTUBHOCTI CITOCTEPIranucs 4acTillle MOPiBHSIHO 3 TaKUMU
y nopocnux (auB. po3min «ITo6iuni peakirii»).



HenepeHocumicmb 1akmo3su

[TarrieHTaM 3 TAaKUMU PifIKiICHUMU CTaHAMU SIK HETIEPEHOCUMICTh rajakTo3u, Aedinut nakrasu Jlanma
a00 ManbaOcopOIlis III0KO3KU-TaTaKTO3K He CITi[l 3aCTOCOBYBATH [laHWI IIpernapar.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyod0to.
Po3yBacTaTvH IIPOTUIIOKA3aHUY Y IIepiof BariTHOCTI abo romyBaHHS I'PYIOIO0.
2KiHKaM penponoyKTUBHOIO BiKy CIIiff 32CTOCOBYBaTH HasleXHi 3aco01 KOHTpalemnIlil.

OCKinIbKM XO0JIECTEPHH Ta iHIIi MPOAYKTH 0i0CUHTE3Y X0JIeCTEPHHY HEOOXigHi [AJIsT PO3BUTKY II0AA,
NOTeHUIVHUY pu3uK iHribyBanHsA ['MI" KoA-penyKTa3u nepeBulllye MOXKINBY KOPUCTh Bif
3aCTOCYBaHHS IIpernapaTy y mepiof BariTHOCTI. [laHi mOCHiAXKeHb Ha TBapHHAaX 11040 TOKCUYHOT0
BIUIUBY Ha PEMIPOOYKTUBHY GQYHKIII0 06MeXeHi.

SKI1I0 BaTiTHICTH HACTAE y Iepiof 3aCTOCYBaHHS JaHOI0 IIpenaparTy, TiKyBaHHSA CJIi HeralHO
IIPUIIMHUTH.

Ockinbku iHMUN miKapchbKui 3acib LBOT0 Kacy MPOHUKAE Y TPYOHE MOJIOKO JIIONWHY Ta BPaXOBYIOUH,
o inribitopu I'MI'-KoA-penyKTa3u MOXKYTh CIPUYUHATH Cepito3Hi HebaxkaHi peakilil y HEMOBJIAT,
XKiHKaM, sKi moTpeOyIoTh TiKyBaHHS MpenapaToM PoMasuk, Cilif peKOMeHIyBaTh YTPUMATHCS Bifl
rofgyBaHHA I'pyano. [laHUX 000 NPOHUKHEHHS [IperapaTy y IPygHe MOJIOKO Y JIIONUHY HeMa€ (OuB.
po3pin «IIpoTunoka3aHHasa»).

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocnimKeHHS 3 BU3HAYEHHS BIJIMBY PO3yBaCTaTHHY Ha 3[MaTHICTh KEPyBaTU aBTOTPaHCIOPTOM abo
[IpaloBaTy 3 IHIIKUMUA MeXaHi3MaMHy He IIPOBOOUIIN.

[Tpu KepyBaHHi aBTOTPAHCIIOPTOM abo0 iHIIMMHU MeXaHi3aMaMHU HeoOXiTHO BpaxOByBaTH MOXKJIUBICTh
BUHVKHEHHS 3allaMOPOY€eHH V IIepiof JIIKyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.

[Iepen mo4aTKOM JIiKyBaHHS MMALIEHTY CJIi IPU3HAUYUTU CTaHOAPTHY X0JIECTEPUH3HUKYBAJIbHY [IETY,
KOl CJIil HOTPUMYBaTHUCS IIPOTITOM JIiKyBaHHS. [[03y Ciif mig0upaTy iHOUBiAyanbHO, 3a7IeXKHO Bif
MeTH Teparllil Ta eeKTUBHOCTI JIiIKyBaHHS, KEPYIOUUCH Oil0OYUMU Y3TOAKEHUMHU PEKOMEHAIiIMH.

[TpemapaT MOXKHa 3aCTOCOBYBATH Y OyOb-IKHM Yac OHS, He3aJIeXKHO Bif mpuiomy ixi. TabneTky
KOBTAIOTh I1iJI010, 3aMI1BalO4Y¥ BOMIOIO.

JIikysaHHA 2inepxosecmepuHemii

PexoMeH0BaHa MOYaTKOBA [I03a CTaHOBUTHL 5 MT abo 10 Mr mepopanbHo 1 pa3 Ha #o0y ans
IAI€HTIB, SKi BIepIle 3aCTOCOBYIOTh CTaTUHHU, @ TaKOXK [JIS NMALi€HTIB, SKUX [1ePEBOATh 3 IPUINOMY
inmux inri6iTopis 'MI" KoA-penykTa3u. [Ipu nigbopi moyaTKOBOI [03K Y KOKHOTO OKPEMOTro MallieHTa



CJIiT BpaxOBYBaTH PiBEHb XOIECTEPUHY i pU3UK BUHUKHEHHS CEPLIEBO-CYOUHHUX YCKIagHEHD Y
MaiOyTHEOMY, @ TaKOXK MOTEHIIMHNI PU3UK PO3BUTKY MOGIYHUX peakiiil. AKio HeobXigHO, K03y
MOXKHa ITOCTYIIOBO 30iNbIITyBaTH, ajie He PaHillle HiX dyepe3 4 TUXKHI. Y 3B'3KY 3 MiIBUIIIEHOIO
YaCTOTOIO PO3BUTKY MOOIYHMX peakilii Mpy 3acTOoCyBaHHi 03U 40 MT MOPIBHSAHO 3 MEHIIKMHU J03aMHU
(ouB. po3min «I1o6iuHi peakilii») MUTaHHS NIPO TUTPYBaHHA 10 MaKCHManbHOI fo3u 40 Mr ciif
PO3TJIgAaTH JIUIIEe CTOCOBHO MallieHTiB 3 TAXKKOI0 (HOPMOIO TilepxonecTepruHeMil Ipyu BUCOKOMY
PU3UKY PO3BUTKY CEPLEBO-CYAUHHUX YCKIIafHEHb (0COOIUBO Yy Malli€eHTIB i3 CiMeNHOI0
rinepxonecTepuHEMi€l0), ¥ SKUX He JOCSATHYTO 0azkaHOTO Pe3yIbTaTy JIiKyBaHHS IIPHU 3aCTOCYBaHHi
no3u 20 MT Ta SKi 3HaXOOUTUMYThCS Iif PeTYyIIPHUM IOJalIbIIUM CIIOCTEPEXKEHHAM (IUB. PO3MiNn
«0Oco6nuBOCTi 3acTOCyBaHHS»). [Ipu npu3HaueHHi no3u 40 Mr peKOMeHI0BaHO HaTJIS CcleliaicTa.

IIpogisakmuka cepueso-cYyOUHHUX 3dXB80DHBAHb

Y xomi mocnimKeHHS 3HUXKEHHS PU3UKY PO3BUTKY CEPLIEBO-CYIUHHUX 3aXBOPIOBAHb
Ipemnapar 3acToCOBYBaju y 1o3i 20 Mr Ha 100y.

3acmocysaHHA nauieHmMam AimHb020 8iKY

IIns narieHTiB BikoM Bix 70 poKiB peKOMeHI0OBaHa ITI0YaTKOBA 403a CTAHOBUTL D MT (OUB. PO3Min
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

HeMmae HeoOxiHOCTI B iHIIi# KOPEKIIii 031 3a1e3KHO Bif BiKY.
03YBAHHA 0414 NAUieHMIiB i3 nopyweHHAM GYHKUI] HUDPOK

HeMmae He0oOXimHOCTI y KOpeKIii o3u [J1s MallieHTiB 3 MOPyIIeHHIM (QYHKIIii HUPOK JIETKOTO Ta
IIOMIPHOTO CTYTEHS TSIXKKOCTI.

[7g nauieHTiB i3 mopyueHHSIM QyHKIII HUPOK IIOMIpHOTO CTYTIEHS TSIKKOCTi peKOMeH[IoBaHa
II0YaTKOBa [03a CTAHOBUTL 5 MT (KJIipeHC KpeaTuHiHy < 60 mn/xBununy). [lo3a 40 mr
IPOTUIIOKA3aHa MallieHTaM i3 NOPyIIeHHIM (PYHKI1 HUPOK IIOMipDHOTO CTYTIEHS TSAKKOCTI.
[TpoTunokasaHo 3aCTOCYBaHHS PO3yBacTaTUHY y Oymb-sKil 031 alieHTaM i3 mopymeHHIM GyHKII
HUPOK TSKKOT0 CTyneHs (ouB. po3ninu «[IpoTunokasaHHsa» Ta «OapMaKOKiHETHKa»).

Llo3y8aHHA 0414 NAUieHMIB 3 NOPYWEHHAM QYHKUII NeYiHKU

Y manieHTiB 3 TOKa3HUKOM 7 ab0 HuXKuYe 3a IKanon Yainna-I1'1o cucTeMHa eKCIIO3UINig
po3yBacTaTUHY He MOCUIIEThCSI. OgHAK CIIOCTepiranocs MOCUIeHHS eKCIIO3UIlil y IallieHTiB 3
moKa3HUKOM 8 abo 9 3a mkanoiw Yannmga-I1'1o (muB. po3min «dapMaKoKiHETHKa»). Y TaKUX IAIliEHTIB
CJIifl PO3TISTHYTH MUTAHHS PO 00CTeXKeHHs PyHKIIl HUPOK (AuB. po3min «Oco6auBOCTi
3acTocyBaHHS»). HemMae mOoCBigy 3aCTOCyBaHHS IIpenapaTy Nali€eHTaM 3 TOKa3HUKOM, III0 IIePEBUILYE
9 3a mkanow Yaunpa-I1'10. Po3yBacTaTH NpOTUIIOKa3aHUY MAI[iEHTaM i3 3aXBOPIOBAaHHSIMY II€YiHKU
B aKTUBHIN cTamii.

Paca

[TocuneHHs CUCTEMHOI €KCIIO3UIIii CIIOCTEPIrasock y MallieHTiB MOHTO0I0IgHOI pacu. [Ig TakKux
NallieHTiB peKOMeHI0BaHa T04YaTKOBa 403a CTAHOBUTH D MT (OuB. po3hinu «I[IpoTunoka3aHHSI»,
«0cob6muBOCTi 3acTOCyBaHHA» Ta «DapMaKOKiHETUKAY).

[Ipenapat y mo3i 40 Mr TakuM nalieHTaM IPOTUIIOKAa3aHUM.

T'enemuyuHul noaimopgiam



[TeBHi TUNIM TEHETUYHOTO MOMIMOP(iZMy MOXKYTh IPU3BOOUTH [0 IMiABUIIIEHHS €KCIIO3UIIi1
po3yBacTaTUHY (OUB. po3ain «®apMakokiHeTHKa»). [TalieHTaM i3 BifOMOIO HasiBHICTIO TAKWUX TUIIIB
noJiiMop¢izaMy peKOMeHIYEThCS 3aCTOCOBYBATH MeHIy J0OOBY 03y PO3YBOCTATUHY.

Jlo3yBaHHA 014 nauieHmis 3i cxuabHicmo 00 po38uUMKY Mionamii

Il mallieHTiB 3i CXUIBHICTIO MO PO3BUTKY MiOIlaTil peKOMeHA0BaHa ITI0YaTKOBa A03a IIpenapaTy
CTaHOBUTH O Mr. TakuMm naifieHTam fgo3a 40 Mr mpoTunokasaHa (OuB. po3min «IIpoTunoka3aHHI»).

CynymHe 3acmocy8aHHA

Po3yBacTaTuH € cyOCcTpaTOM Pi3HUX TpaHCnopTHUX 6inkiB (Hanpuknag OATP1B1 Ta BCRP).
Pu3uk miomnartil (y ToMy uucii pabooMiosni3y) 3pocTae npu CyIyTHbOMY 3aCTOCYBaHHI
PO3yBaCTaTHHY 3 IEeBHUMM JTiIKapCbKUMHU 3aco0aMu, 1110 MOXKYTh IiABUIIYBAaTH KOHIIEHTPAIIil0
PO3yBaCTaTHHY Y IJIa3Mi KPOBi BHACIIMOK B3aEMOMII 3 ITUMHU TPAHCIOPTHUMU OinKaMu
(HampuKyaj UAKIOCIOPUHOM Ta IIEBHUMH iHTi0iTOpaMu IpoTeasy, Y TOMY YHUCITi
KOMOiHaIliIMU PUTOHABIPY 3 aTa3aHaBipoM, JI0MiHABipOM Ta/ab0 THUIIpPaHaBipOM; AUB. PO3MiNTU
«Ocob6IMBOCTI 3aCTOCYBaHHSA» i «B3aemMoist 3 iHIIMMY TiKapCbKUMM 3aco0aMu Ta iHIII BUOU
B3a€MOfii»). Y pa3i MOXKIIMBOCTI CHIifi PO3T/ITHYTH 3aCTOCYBaHHS ajlbTePHATUBHUX
nmiKapchKUX 3aco0iB Ta, Y pa3i HeoOXimHOCTi, TAMYaCOBO IepepBaTH Tepaiiio mpernapaToM
PoMa3uk. fIKII0 CyIyTHROT'O0 3aCTOCYBaHHS LIUX JIIKAPChKUX 3ac00iB i3 po3yBacTaTUHOM
YHUKHYTU HEMOXKJIUBO, CJIifj PETEJIbHO 3BaKUTH KOPUCTh Ta PU3UK Biff CyIIyTHHOT'O
3aCTOCYBaHHS Ta BiANOBIAHMM YHHOM BiJKOpPETryBaTHU H03y Ipenapary PoMas3uk (guUB. pO3min
«B3aemoqist 3 iHIIMMM JTiIKapCbKUMM 3ac00aMu Ta iHII BUTU B3a€MOMIIN»).

Himu.
3acToCcyBaHHS IIpenapaTry OiTSM Ma€ MIPOBOOUTH JIUIIE CIEeLiaIiCT.

3aCTOCOBYBATH OiTSAM Ta mimymiTkaM BikoM Bim 10 go 17 pokiB (x70m4uKy Ha cTafil po3BUTKy II Ta
BUIle 3a TaHHEPOM Ta [iBYaTa, B KX MEHCTpPyallil To4anucs moHaMeHIe 1 pik ToMy).

3BMYalHa II0YaTKOBa M000Ba [103a JIs OiTe Ta MimJIiTKiB i3 reTepo3UroTHO CiMeHHO0
rinepxojyiecTepuHeMi€l0 CTaHOBUTE 5 MT Ha 0o0y. [Ipemnapat ciif npuiiMaTé IepopabHO B 403aX Bif
5 mr go 20 mr 1 pa3 Ha noOy. [TigBuiyBaTu g03y CIIif BigMOBIIHO [0 iHAWBIAyaNbHOI BifMOBIAl AUTUHY
Ha JIIKyBaHHS Ta II€PeHOCHMOCTI IpenapaTy, JOTPUMYI04YHCh PeKOMEeH Al 00 TiKyBaHHS AiTel
(ouB. po3min «OcobMMBOCTI 3acTOCyBaHHS»). [Ilepen MoYaTKOM Teparil po3yBaCTaTUHOM [iTSIM Ta
MiOJTiTKaM CITifl IPU3HAYUTH CTAaHAAPTHY Til0X0lecTepuHeMiuHy Ji€TY, SKOI MaIliEHTH MalTh
OOTPUMYBATHUCS i IPOTSITOM JiKyBaHHS. be3neky Ta epeKTUBHICTb JTiIKapChKOT0 3aC00y y
no3ax Oinbire 20 Mr y Lid MOMYyJIALi He HOCTiAXKYyBaIu.

TabmeTku 1Mo 40 MT He 3aCTOCOBYBATH AiTSIM.
Iimu sikom 0o 10 pokis

Hocsin nikyBauHs miTe BikoM o 10 pokiB oOMexXeHUit 3aCTOCYBaHHSM IIpenapaTy y HeBeJIUKOI
KinmbKOCTi narmieHTiB (BikoM Bifm 8 mo 10 poKiB) i3 TOMO3UTOTHOIO CIMEMHOIO TinepxonecTepruHEMIEIO.
TakuM ynHOM, TpenapaT PoMa3uk He peKOMEHOYEThCS 3aCTOCOBYBATU AiTsAM BikoM 010 pokiB.



Ilepedo3yeaHHsi.

Hemae cmenudignoro nikyBaHHS y BUIAAKy Iepeno3yBaHHA. [Ipu nepego3yBaHHi Cllif IPOBOOUTHI
CUMIITOMaTUYHe JTiKyBaHHS IallieHTa, a TaKOXK MiATPUMYI0Ui 3axonu npu HeobxigHOCTi. Crif
KOHTpOMoBaTH (pyHKIIi0 neuyinku Ta piBHiB KK. Masoi#imMoBipHO, 110 reMofiani3 0yne epeKTUBHUM.

ITo6iuni peakuii.

[ToGiyHi peaxiiii, 10 crrocTepiranucs mMpy 3aCTOCYBaHHI po3yBacTaTuHY, Oy 3a3BUYal TETKUMU. Y
X0mi mociigxeHs MeHIe 4 % mallieHTiB, fKi 3aCTOCOBYBa/IM pO3yBaCcTaTUH, IPUIIMHUIIN JIIKYBaHHS 3
IPUYUHY BUHUKHEHHS O0IiYHUX peakIlii.

Heb6axani peakirii kinacugbikoBaHi 3a 4aCTOTOIO Ta cuCcTeMHO-opranHuMY Kiacamu (COK). HYactotu
no0iYHUX peakilii KyacupikoBaHO TaKUM YUHOM:

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

HedacTo (Bim = 1/1000 mo < 1/100);

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

nyxe pigko (< 1/10000);

HEeBiIOMO (HeMOXKJIMBO BCTAHOBUTH 3a iCHYIOUUMU JaHUMHU).

3 6oky Kpoei ma aimpamuyHoi cucmemu

Pioko: TPOMOOITUTOIIEHiS.

3 boky imyHHOI cucmemu

Pidko: peaxilil TinepyyTIUBOCTI, BKJTI0OUAI0YX aHTiOHEBPOTUYHUY HAOPSK.
3 60Ky eHOOKpUHHOI cucmemu

Yacmo: yKpoBu# miabeT (4acToTa 3a/leXUTh Bifl HAsSBHOCTI (paKTOPiB pu3uKYy (piBeHb
IJIIOKO3H HaTme = 5,6 mmons/n, IMT > 30 kr/m’, mifBUIeHi piBHI TpUTTIiLEepHUis,
apTepiasbHa rinepreH3is B aHaMHe3i).

ITcuxiuHi po3aadu

Yacmoma Hegidoma: OeTpecis.

3 60Ky Hepsogoi cucmemu

Yacmo: TOJIOBHUM 6ilb, 3aIITaMOPOYEHHS.
Llyorce pidko: oniHEeBpONaTisg, BTpaTa IaM sTi.

Yacmoma Hesidoma: nepedeprdHa HEHPOIATIisI, PO3/Iafu CHY (y TOMY YHCITi O3COHHS Ta



HiYHI KOLIMapHu).

3 60Ky opaaHie OuxaHHs, 2pyOHOI KaimKu ma cepedoCcmiHH A
Yacmoma Hesi0omda: Kalllesb, 3aAuIIKa.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY

Yacmo: 3amop, HyAoTa, abgoMiHanbHUM Oillb.
Pioko: maHKpeaTur.

Yacmoma Hegidoma: miapes.

3 6oky 2enamobiniapHoi cucmemu

Pi0Ko: migsuieHHs piBHS IEYiHKOBUX TPaHCaMiHa3.
Ilyorce piOko: XKOBTSHULIA, TeIIaTUT.

3 6oky wkipu ma nidwkKipHoi KAiMmKoBUuHU
Heuacmo: cBep0OiXK, BUCUTIAHHS i KPOIIUB' THKA.

Yacmoma Hesidoma: cuaapoM CTiBeHCa-[I;KOHCOHA, iHmyKOBaHa JTiKapChKUMU 3aco6aMu
eo3uHoOinis 3 cucteMuuMu cumnromMamu (DRESS-cunmpom).

3 60Ky ckesemHoi MycKyaamypu ma cnoAy4YHoi mKaHuHu
Yacmo: Mianrid.

Pioko: mionaTis (BK/II0Yayy Mio3uT) i pabmoMiosii3, BOBYaKO-TIOMiOHUN CHHAPOM, PO3PHUB
M’s3iB.

Ilyorce pidko: apTpanris.

Yacmoma Hegidoma: TIOpyLIeHHS 3 O0KY CYyX0XKWJb, iIHKOJIX YCKIagHEeHi po3puBaMy,
IMyHOOIIOCEpEKOBaHa HEKPOTU3YI04a MionaTis, MiaCTeHis rpasic.

3 60Ky HUPOK ma ceuosudinbHOI cucmemu

Ilyorce pidko: TeMatypis.

3 60Ky penpodyKkmugHoi cucmeMu ma MOAOYHUX 3d/103

Llyorce pidKo: TiIHEKOMAaCTIs.

HopyweHHﬂ 3d20d/1bHO20 CMAHy ma noe’si3ami 3i cnocobom 3aCmoCyB8adHHA npenapamy
Yacmo: aCTeHis.

Yacmoma Hegidoma: HaOPSIK.



3 60Ky opeaHis 30py

YacToTa HeBimoMa: O4YHa MiaCTeHis.

4k i mpu 3actocyBaHHi iHmux iHribiropie 'MI" KoA-penykTasu, 4acToTa BUHUKHEHHS MOOIYHUX
peakliii 3a7eXuTh Bifl JO3U IIpenapary.

Bnaue Ha HuUpKu

Y maliieHTiB, gKi OTpUMyBay JiKyBaHHS PO3yBaCTATHHOM, CIIOCTepiranacs NpoTeinypis (BusBIeHa i3
3aCTOCYBaHHSIM TECT-CMY2KOK), 3a3BU4al KaHaIbI[EBOT0 IIOXOMXKEHH. 3MiHY KiNbKOCTi Oinka cedi, Bifg
BifcyTHOCTI abo cnifiB 6inka mo abo Ginbiie, coctepiranu y < 1 % mallieHTiB y IeBHI MOMEHTH Yacy
IIPOTATOM JIiKyBaHHS y go3ax 10 mr i 20 Mr, a TakoX npubnusHo y 3 % MallieHTiB, sSIKi 0OTpUMyBaiu
no3y 40 mr. IIpu 3acTocyBaHHi mpemnapary y 1o3i 20 Mr crioctepiranocs He3HayHe 30iTbIIeHHS
KinbKoCTi 6inKa, Bif BimcyTHOCTI abo crimiB Ginka mo . V OinbiIocTi BUMagKiB IpoTeinypis
3HUKyBasiach ab0 3HMKala CIOHTAHHO IIPY IPOJOBKEHHI Teparii, a TakoX He 0yJia MpOrHO3yI0YNM
(bakTOpOM BUHUKHEHHS TOCTPOro abo MPOrpecyioyoro 3aXBOPIOBAHHS HUPOK.

[ToBimoMIISiNM PO BUNA[KK reMaTypii; 3a JAaHUMUM [JOCIIiAXKeHb YacTOTa 1X Maa.

Bnaue Ha ckeaemHi M’ 53u

[ToBimOMIISINM PO BIIMB Ha CKEJIETHI M’SI31: MiaJiTito, MiomnaTito (BK/II04Yar4yy MiO3HUT) i PiiKO - PO
pabromiosni3 y malfieHTiB, SKi OTpUMyBaH JIiKyBaHHS PO3yBaCTAaTUHOM Y Oyab-sKiil 103i, 0c00IUBO - y

mo3ax Butne 20 mr.

Io3o3anexne 3pocTanHs piBHIB KK criocTepiranu y nauieHTiB, SKi 3aCTOCOBYBaJIU
pPO3yBacTaTHH; OibIIICTh BUNIAAKIB OYJIM JIETKUMH, aCUMIITOMAaTAYHUMU i TPaH3UTOPHUMU.
dxmro pirai KK migBuinrytoThcs (6inblie HiXK y 5 pa3iB MOPIiBHSIHO 3 BEPXHbOIO MeXkKelo HOPMHU),
JiKyBaHHS CIiJ IPUNUHUTH (OUB. po3ain «Oco6IUBOCTI 3aCTOCYBAHHS»).

Bnaue Ha neyiHKy

4K i mpu 3actocyBanHi iHmux iHridiTopis 'MI" KoA-penyKkTasu, mo303aiekHe 3pOCTaHHS
aKTUBHOCTI TpaHCaMiHa3 CIIOCTepiraau y HeBeIUKOol KiJTbKOCTi Ialli€eHTiB, SKi 3aCTOCOBYBaIH
po3yBacTaTHH; OiNbIIiCTh BUMAKIB OyIU TETKUMU, aCUMIITOMAaTUYHUMHU i TPAH3UTOPHUMU.
[Tpu 3acTocyBaHHI po3yBacTaTHHY TaKOX Bif3Hauasocs migBuilleHHS piBHIB HbAlc.

Ha T71i 3acTOCyBaHHS [esIKUX CTaTUHIB Bil3HaYanucs Taki HeOaxaHi sBUIIa:
po3nap cTaTeBol PyHKII];

OKpeMi BUIIaOKM iHTePCTHUIliaIbHOI XBOPOOU JereHb, 0COOIMBO IIPU TPHUBAJIOMY 3aCTOCYBaHHI
(ouB. po3pin «OcobGIUBOCTI 3aCTOCYBaHHI»).

YacToTa moBigoMieHb IPo pabooMioni3, cepiio3Hi mopyieHHs 3 60Ky HUPOK Ta MeYiHKK
(mepeBaXHO IMiABUIIEHHS aKTUBHOCTI MEYiHKOBUX TpaHCaMiHa3) Oifibllla MpPU 3aCTOCYBaHHi
npemnapary B 1o3i 40 mr.

Y npoiieci micnsipeecTpaliiHOro 3aCTOCyBaHHS IipenapaTty PoMa3uk ifeHTH(iKOBaHO TaKy HebaxKaHy



peaktiiio K jeTajlbHa Ta HeleTallbHa MeYiHKOBa HeJOCTaTHICTh. OCKIbKY PO 110 PeakKIlio
MOBIIOMJISINIA CIIOHTAHHO i3 MOMYJIAIil HEBU3HAYEHO! KiTbKOCTi, HEMOXKJIMBO AOCTOBIPHO OIIHUTH 11
4acToTy a00 BCTaHOBUTH HASIBHICTh MPUYMHHO-HACIIIAKOBOTO 3B’SI3KY i3 3aCTOCYBaHHSM IIpemapary.

3pingka y micngpeecTpaliiiHOMy Iepiofi MOBIOMIISIN IPO MOPYIIEHHS KOTHITUBHUX (PYHKIIIN
(HampuKIIan MoripiieHHs naM 'siTi, 3a0yAbKyBaTiCTh, aMHe3is1, MOTipIIeHHS IaM gTi, CIITyTaHICTh
CBiIOMOCTI), 1110 aCOLi00ThCS i3 3aCTOCYBAHHSAM CTaTHHIB. [Ipo TaKi KOrHiTUBHI mpobaeMu
IIOBIAOMJISINIM Y 3B’SI3Ky 3 yCiMa CTaTUHAMHU. fBHINA, IIPO SAKi UHETHCS y IOBIAOMIIEHHSX, 3a3BUYai

MalOTh IeTKHUM XapaKTep i MUHAIOTH IMICJIg BiIMiHU CTATHHIB, a TaKOXK MalTh Pi3HUU Yac A0 MOSBU
cuMmmToMmiB (Big 1 OHS [0 POKIB) Ta [0 3HUKHEHHS CUMIITOMIB (MefiaHa - 3 TUXKHI).

IHimu

[TinBuieHHs piBHS KpeaTuHKiHa3u > 10 pasiB Buille BMH Ta cuMnToMu 3 60Ky M’s13iB micis
GbiznyHOTO HaBaHTaXKeHHS abo0 mifBUIIeHOI (Gi3UYHOI aKTUBHOCTI CIIOCTEPIraaucs 4acriiie y
52-TUXKHEBOMY KIIIHIYHOMY OOCTIIXKEHH] 3 y4acTIO [AiTed Ta MifJIiTKiB IOPIBHAHO 3
nopociauMu (OuB. po3min «OcobIUBOCTI 3acTocyBaHHA»). [IpoTe nmpodins 6e3mneku
PO3yBaCTaTHHY Y HiTeH Ta MifiTKiB OB MOmiOHUM 0 TAKOTO Y TOPOCIIHX.

Tepmin npudamuocmi. 2 POKH.

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

30epiratu y HEOOCTYIHOMY OJIST OiTEW MiCIii.

YnakoBka.

[1ns go3yBaHHA 5 Mr, 10 mr, 20 mMr

[To 10 TabneTok y GiicTepi, mo 3 GiicTepu y KapTOHHIM KOPOOIIi.

[To 15 TabneTtok y GiicTepi; mo 2 GiicTepu y KapTOHHI#! KOPOOIIi.

Ins go3yBaHHA 40 Mr

ITo 10 TabneTtok y 6micTepi, mo 3 GicTepu y KapTOHHI#M KOPOOIIi.

Karteropist Bimmycky. 3a pelenToM.
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