IHCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHS JIIKapChKOT'0 3aC00y

O3AJIEKC®
(OZALEX"®)
CKnao:
0itoua pevosuHa: po3yBacTaTUH (rosuvastatin);

1 TabneTka, BKpUTa IUIiBKOBOIO 000710HKOI0, MicTuTh 10 Mr abo 20 mr, abo 40 Mr po3yBacTaTUHY
KaJIblIil0 y IlepepaxyBaHHl Ha pO3yBaCTaTUH;

0oNnoMmidicHI peyo8uHU: TaKTO3W MOHOTIOPAT, IeJIi0jI03a MiKPOKPHUCTaIiYHa, TiIpOKCUIIPOIIiNIe 0n03a
HU3bKO3aMillleHa, KPeMHiI0 JioKCH[ KOJIOImHWM 6€3BOMHUM, MarHito creapat, mokKputTs Opadry
03F84827 poxKeBHii ;

"‘Opadry 03F84827 poxesuii: rinpoMenosa, TuTany giokcup (E 171), 3anisa okcup yepsonuii (E 172),
IIOJIie TUIIEHT TiKOJIb, TalbK.

JIikapcbka ¢opma. TabneTKH, BKPUTI IIIiIBKOBOIO 000JIOHKOIO.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: TaONeTKH, BKPUTI IJIIBKOBOIO 000JIOHKOI0 POKEBOTO KOIHOPY,
KPYTJIi, IBOOIYKIIi, TlIafieHbKi 3 000X OOKiB.

dapmakoTepaneBTHYHA rpyna. ['inoninigemiyni 3acobu. Iuribitopu 'MI-KoA-penykTasu.

Koxm ATX C10A A07.

®apmako.102iuHi 8 1acmueocmi.
®apmakoduHamika.
Mexanism 0il

Po3yBacTaTuH — Ile CeIeKTUBHUM Ta KOHKYpeHTHuM iuribirop I'MI'-KoA-penykrasu, pepMeHTy, 1110
BH3HayYae IMIBUAKICTh peakilil Ta IepeTBOPIOE 3-TifpPOKCHU-3-MeTUNTIIyTapuil KohepMeHT A Ha
MeBaJIOHAT, II0TIepegHUK XojiecTeprHy. OCHOBHHM MiclleM fiil po3yBacTaTUHY € MediHKa, OpraH-
MillleHb [J1s1 3MEHIIIEeHHS PiBHS X0JIECTEPUHY.

Po3yBacTaTuH 30i1bIIy€e KiTbKICTh PELIETITOPIB JinonpoTeiniB HU3bKOI1 minbHOCTI (JITTHII) Ha
TTOBEPXHi K/IITUH MEeYiHKH, TTOCUTIOI0YHY 3aX0NIeHHs Ta KaTabomni3m JITTHII, Ta mpuraiuye



MeYiHKOBUY CUHTE3 JIMOMPOTEIHIB IyKe HU3bKOI IinbHOCTI (JITIHIII), TakKuM YMHOM 3MEHIIYIOUN
3arasbHy KinbKicTh yacTuHOK JITT[THII Ta JITTHILI.

®apmakoOuHamiyHa 0is

Po3yBacTtaTtuH 3HUXKY€ mifBUllleHUN piBeHb XonecTepuny JIITHII, 3aranbHOro XonecTepuHy Ta
TPUTJIiLIEPHUIB i MigBUINYE PiBEHb X0JIECTEPUHY JIIONPOTEIHIB BUCOKOI IminbHOCTI (XC-JITIBII). Bin
TaKO0XK 3MeHInye piBeHb anoB, XC-ueJITIBIL, XC-JITIOHII, TT-JITIIHII Ta miguInye piBeHb amnoA-I.

PosyBacTtaTud TakoxX 3MeHInye criBBigHowmeHHs XC-JITTHI/XC-JITIBII, 3aransaoro XC/XC-JIIIBII,
XC-meJITIBII/XC-JITIBI] Ta anmoB/amoA-I.

TepaneBTuuHuM ePeKT OCATAETHCS MPOTATOM 1 THXKHS IiCIIS MOYATKY 3aCTOCYBaHHS JTiKapChKOT0
3aco0y, 90 % MakcuManbHOTO eheKTy - yepel 2 TUKHi. MakcuManbHu# eheKT 3a3BUYai
OOCSTA€EThCA Yepes 4 THXKHI Ta TPUBAE Hamalli.

dapmakoKiHemuka.
BemokmyeaHHA

MaxkcumasnbHa KOHIIEHTpallisl po3yBacTaTUHy y ma3mi Kposi (C,,,) BoCAraeThCs MPUOIN3HO Yepes 5
TOJMH IIiCIIs IIepopajIbHOTO 3aCTOCyBaHHS. AGCoI0THA 6i0JOCTYIHICTh CTAaHOBUTD MpuOnmu3Ho 20 %.

Po3nodin

Po3yBacTaTvH 3HAQUHUM YHHOM 3aXOIIJIIOETHCS MTEUiHKOI0, TKa € OCHOBHUM MiCILIeM CUHTE3y
xonectepuny Ta kiipency XC-JIITHIII. O6’em po3nofiny po3yBacTaTUHY CTAHOBUTH MpubIu3Ho 134 1.
[Tpu6nusuo 90 % po3yBacTaTHHY 3B'A3YEThCS 3 O6iTKaMu MJ1a3MU KPOBi, TepeBaxHO 3 alb0yMiHOM.

Memab6oai3zm

Po3yBacTaTuH 3a3Hae He3HAYHOr0 MeTabomiamy (mpubmusuo 10 %). [MocmigxkenHss MeTaboi3My in
Vitro i3 BUKOPHCTAHHSIM T'eIaTOIUTIB JTIONUHY CBi4aTh, III0 PO3yBAaCTATUH € CTaOKUM CyOCTpaToM
niist MeTabo1i3My Ha 0CHOBI hepMeHTiB uToxpoMmy P450. OcHOBHUM 3afisHUM i30pepMeHTOM €
CYP2C9, memio meH1ny poib Bigirpatots 2C19, 3A4 ta 2D6. OCHOBHUMM BU3HaUYeHUMHU MeTabosliTaMu
€ N-mecMeTuoBUY Ta TaKTOHOBUM MeTabomiTi. N-gecMeTun-metabommit npudnu3so Ha 50 % MeHIn
AKTHBHMH, HiXK PO3yBaCTaTHH, JAKTOHOBUH MeTabO0IiT BBAXKA€ThCS KIiHIYHO HeakKTHBHUM. Ha
po3yBacTaTuH npumnanae Oinbiae 90 % akKTUBHOCTI IUPKYMI0I04oro inribiTopa I'MI-KoA-penykTasu.

BusedeHHs

[Tpubnu3uo 90 % mo3u po3yBaCTaTUHY BUBOOUTHCS Y HE3MiHEHOMY CTaHi 3 KajoM (pa30M BCMOKTaHa
Ta HEBCMOKTaHa [Iif0Yya peyoBWHA), PellTa BUBOOUTHCS 3i ceuero. [Ipubnu3Ho 5 % BUBOOUTHCS 3i
ceuelo y He3MiHeHi# popmi. [Tepion HamiBBUBeIeHHS i3 M1a3MU KPOBi CTaHOBUTHL NPUOIHU3HO 19
TOJUH i He 30iNbIIyETHCSA IPU MifiBUILIEHH] 103U. CepeHe reoOMeTpUUHE 3HAUEHHS KITipeHCy
JIiKapChKOT0 3aco0y i3 MmIa3Mu KpoBi cTaHOBUTH pubau3Ho 50 n/rop (koeditieHT Bapiatii - 21,7 %).
4k i mopo inmux iuriditopis I'MI'-KoA-penykTa3u, Ie4iHKOBe 3aXOIJIEHHS PO3yBaCTaTUHY
BimOyBaeThCs 3a yuyacTio MeMOpaHHOTo TpaHcnoprepa OATP-C, sikuit Bifirpae BaXJIuBy pPOib y
IIeYiHKOBIM eliMiHaLil po3yBacTaTUHY.

JIiHiTiHicmb

CucTeMHa eKCII03UIlig PO3yBacTaTUHY 30iNbIIYETHCS MPOMOPIIiHO A03i. [Ipu 6araropa3oBoMy



IIOJIEHHOMY 3aCTOCYBaHHi TapaMeTpu GpapMaKOKiHETHKY HEe 3MiHIOIOThCS.
Ocobaugi epynu nauieHmis
Bix ma cmamyb

He crocTepiranocs kiiHiYHO 3HAYYIIOT0 BIIUBY BiKy ab0 cTaTi Ha papMakKOKiHETHKY pPO3yBacCTaTUHY
y mopocnux. PapMakoKiHETHKa PO3yBaCTaTUHY y OiTeH Ta MifJIiTKiB i3 reTepO3UTr0THOIO CIMENHOI0
rinepxonectepuHeMieio Oyia nmogi6bHOIO 10 hapMaKOKiHETUKH Y TOPOCIUX JOOPOBOJIBIIB (OUB. PO3Min
«JIitu»).

Paca

HocnimxeHHS (papMaKOKiHEeTUKY BUSBUIIY, 1110 ¥ MAlliEHTiB MOHTOJIOIAHOL pacH (SMOHIIB, KUTAKUIIIB,
Gbiminminiie, B'€THAMINB Ta KOPEHIliB) MemiaHHi 3HaYeHHS IIJIOIII il apMaKOKiHETUUHOI0 KPUBOIO
«KOHIeHTpanisg-yac» (AUC) Ta C,,, TpubOIM3HO BABIYi BUII, HiXK y €EBPOIEHIIiB; Y iHOINIIB MemiaHHI
3nauenHs AUC Ta C,,,, migBuiieHi npu6nu3Ho B 1,3 pa3a. AHamni3 nonynsniiHol papMaKOKiHETUKY He
BUSIBUB KJIiHIYHO 3HAYYIOl Pi3HUIII MiX IalliEHTaMU €BPOIEOIAHOI Ta HETPOIAHOI pac.

IMopyweHHA pYHKUII HUPOK

Y mocnifKeHHI y MaIli€HTiB i3 Pi3HUM CTyIeHeM NOpYyIIeHHs (YHKIIil HUPOK 3MiH IJ1a3MOBUX
KOHIIeHTPaIliil po3yBacTaTuHy a0o N-mecMeTun-metaboiTy B ocib 3i c;1abKoi0 Y1 MOMipHOI0
HEJOCTATHICTIO Bil3Ha4eHOo He 0ys10. Y malieHTiB i3 TAXKKUMU IOPYIIeHHSIMH QYHKIII HUPOK (KITipeHC
KpeaTuHiny < 30 MJI/XB) IIJTa3MOBi KOHIIEHTpallii po3yBacTaTUHY Oynu B 3 pa3u BUIIi, a piBeHb N-
necMeTun-MeTabomiTy B 9 pa3iB BUILIUH, HiXK y 3[0POBUX JOOPOBOJIBIIIB. PiBHOBaXKHI 11a3M0OBi
KOHIIEHTPallil po3yBaCcTaTUHY y MAalli€HTiB, IKi mepeOyBaloTh Ha remMoxianisi, 6ynu npubau3Ho Ha

50 % BUIIMMHU, HiXK Y 3MOPOBUX NOOPOBOIIBIIIB.

ITopyweHHA pYHKUiI neviHKu

Y mocnifKeHHI XBOpUX i3 pi3HUM CTyIeHeM IOpYyIIeHHS QyHKINI MeYiHKy 03HaK MiiBUILIEHO]
€KCIT03UIlil po3yBacTaTUHY He OyJi0 BUSIBJIEHO Y MAIli€HTIiB, CTaH SIKUX OIliHIOBaBCS y 7 abo MeHIIIe
OasmiB 3a mKkanoro Yainma-I1'10. OmHaK y OBOX MAIli€HTIiB, ssKi HaOpanu 8 Ta 9 6asiB 3a KO0
Yaiinga-I1'10, cucTeMHa eKcno3ulis Oysa IoHalMeHIlle BABiIYi BUllla, HiXK Yy Malli€HTiB i3 MEHIIUMHU
6anamu. [ToCBi 3aCTOCYBaHHSI PO3yBaCTAaTUHY IalliEeHTaM, CTaH SIKUX OI[IHIOETLCS Yy Oinbiie HiX 9
6aniB 3a mKkanoto Yaitnga-I1'10, BigcyTHiH.

I'enemuyHull noaimopgiam

Po3nogin inri6iTopis 'MI'-KoA-penyKTa3u, B TOMY YHCJIi PO3yBAaCTAaTHHY, BiIOYBAETHCS 3a y4aCTIO
TpaHcmopTHux 6inkiB OATP1B1 ta BCRP. Y marienTiB i3 renetuynuM momimopdizamom SLCO1B1
(OATP1B1) Ta/a6o ABCG2 (BCRP) icHye pu3uK MigBUIIEHO] €KCII03UIlil po3yBacTaTUHY. [Ipu OKpeMUx
dopmax monimopgizamy SLCO1B1 ¢.521CC ta ABCG2 c.421AA AUC po3dyBacTaTUHY MigBUIIEHA
nopiBHAHO i3 reHoTHnaMu SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CuerjianbHe TeHOTUIIYBaHHS Y
KJTiHi4Hi# mTpakTuUIl He mepenbadeHe, aje MalieHTaM i3 TaKUM MOIiMOP(i3MOM PEKOMEHIYEThCS
3aCTOCOBYBATH MEHIIy J0OOBY 103y TiKapChKOro 3acoby Osanekc’.

Himu

IIBa mocmimkeHHS (papMaKOKiHETUKY PO3yBacTaTUHY (y BUTTISAAl TabNeToK) y AiTew i3
reTepo3Ur0THO CiMEeNHOI0 rinepxoiecTepruHeMieio BikoM Big 10 mo 17 pokiB abo BikoM Bim 6 mo 17
POKiB ITOKa3asu, 110 eKCI03HIlisd IpernapaTy B fiTed HUXK4Ya a0o momidHa J0 eKCII03ullii y TOPOCIuX



nalrienTiB. Ekcro3utisi po3dyBacTaTuny 0yiia mepen0adyBaHOO BiTIOBIMHO OO 03U Ta TPHUBAJIOCTI
IPUIOMY ITPOTSTOM OiBII HiK 2 POKU CIIOCTEPEXKEHE.

KrinigHi xapaKTepHCTHKH.
Iloka3aHnHs.
JIlixysaHHA 2inepxosecmepuHemii

HopocnuMm, migaiTkaM Ta OiTIM BiKOM Biff 6 POKIiB i3 IePBUHHOIO rinepxonectepureMiecio (tumy Ila, B
TOMY YHCJIi 3 TeTePO3UTOTHOIO CiMeHOI0 rinepxonecTepruHeMielo) abo 3MilIaHo0 AUCimifeMieo
(tTuny IIb) sIK HOTIOBHEHHS [0 AiETH, KOIU NOTPUMAHHS JI€TH Ta 3aCTOCYBaHHS iHIIUX
HeMeIMKaMeHTO3HUX 3ac00iB (Hanpukiaf, GisuyHUX BIPaB, 3HWKEHHS MacH Tijlla) € HEOOCTaTHIM.

IopocmauM, miamiTKaM Ta OiTsSM BiKOM Bif 6 POKiB Ipy TOMO3UTOTHIN CiMelHil rimepxonecrepuHeMii
K OTIOBHEHHS [0 Mi€TH Ta iHIINX Jiif03HUKYBaIbHUX JTiKapChKUX 3ac00iB (Hanpukiap, apepesy
JITTHIII) a6o y BuMlagKaxX, KOIHU TakKe JiKyBaHHS € HEJOPEYHUM.

ITpogpinakmuka cepy,e8o-cyOuUHHUX NOPYWEHD

3anobiraHHs 3HaYHUM CepLIeBO-CYOUHHUM ITOPYIIEHHSIM Y MAI[iEHTIB, SKUM, 3a OLliIHKaMH, 3aTPOXKYE
BHUCOKHU PU3UK IIE€PILOTr0 BUIAKY CEPLIEBO-CYIUHHOTO NOPYIIEeHHS (OUB. PO3MiN
«PapMakoaHaMiKa»), IK OOTIOBHEHHS 0 KOPEKIIil iHKX (PaKTOpiB PU3UKY.

IIpomunoka3aHHA.
Jlikapcekuit 3aci6 O3anekc® IPOTUIIOKA3aHU:

- TAIliEHTaM i3 MigBUIIEHOI0 YYTIHUBICTIO 10 PO3yBacTaTUHY ab0 [0 Oyab-sIKOi 3 JOTOMIXKHUX PEYOBUH
JIiKapchbKoro 3acoby;

- TIalieHTaM i3 aKTUBHUM 3aXBOPIOBAHHSIM II€YiHKU, B TOMY YMCJIi 31 CTIMKUM IiABUILIEHHSIM
CHPOBATKOBUX TPaHCaMiHa3 HEBiloMol eTiooril Ta 6yAb-KKMM MigBUIIEHHSIM TpaHCaMiHa3 y
CHPOBATIIi KPOBi, 1110 Y 3 pa3u IIepeBUlllye BepXHIO MexXy HopMmu (BMH);

- TIAIliEHTaM i3 TSXKKUMU IOPYIIeHHAME QYHKII HUPOK (KJipeHc KpeaTHHiHY < 30 M/XB);
- IIallieHTaM i3 MioIartielo;

- TaIfieHTaM, SIKi OMHOYaCcHO oTpuMyBanu KombiHalliio codocOyBip/BenmnaTacBip/Bokcunamnpesip (IuUB.
po3min «B3aemMomis 3 iHIMMMY TiKapChKUMHU 3aco0aMu Ta iHIIT BUOU B3a€EMOMIIN»);

- TIalieHTaM, gKi ODHOYaCHO OTPUMYIOTh LIUKJIOCIIOPUH;

- y Iepiof BariTHOCTI Ta TOLyBaHHS I'PYALL0, @ TaKOXK KIHKAM PelIPOLYKTUBHOIO BiKY, Kl He
3aCTOCOBYIOTh Ha/leKHi 3ac001 KOHTPAIETIIi.

Io3a 40 Mr mpoTHIIOKa3aHa IallieHTaM 3i CXUJIbHICTIO 10 MiomaTii/pabmomioniay.

o GakTOpiB TAaKOr0 PU3UKY HalekaTh:



- TIOMipHe TopyIIeHHsS QYHKIIl HUPOK (K/IipeHC KpeaTuHiny < 60 MIi/XB);
- TiMoTUpeo3;
- HasBHICTb B 0cO0MCTOMY 200 POIUMHHOMY aHaMHe3i CIIaflIKOBUX M’ SI30BUX 3aXBOPIOBAHE;

- HasIBHICTb B aHaMHe3i MiOTOKCUYHOCTI Ha TJIi 3acTOCyBaHHS iHImMX iHTi6iTopiB I'MI-K0A- penykTasu
abo ¢ibparis;

- 37I0BXKHBaHHS aJIKOTOJIEM;

- CUTYalii, 1110 MOXKYTh IIPU3BECTHU [0 MiIBUIIEHHS KOHIIEHTPallii TikapCchKoro 3aco0y B Iy1a3Mi KPOBi;
- HaJIeXKHIiCTh IO MOHTOJIOIIHOI pacy;

- CYIYTHE 3aCTOCyBaHHs ¢ibpaTis.

(duB. po3minu «®apMakoKiHeTuKa», «B3aemoiis 3 iHIIMMM TiKapPCHbKUMU 3aco0aMu Ta iHIIT BUOU
B3aeMofiii» Ta «OCOoBIUBOCTI 3aCTOCYBAHHSI»).

B3aemodis 3 iHwumMu snikapcobkumu 3acodamu ma iHwi eudu e3aemodiii.
Bnaue cynymHix npenapamis Ha po3y8acmamuH
IH2i6imopu mpaHcnopmHux biakie

Po3yBacTaTuH € cyOCTpaTOM [Jig AeSKUX TPAHCIOPTHUX OiNKiB, y TOMY YMCIIi TeYiHKOBOTO
TpaHcnopTepa 3axomnernHs OATP1B1 ta edpmiokcHoro Tpancrnoprepa BCRP. OpHouacHe
3aCTOCYBaHHST pO3yBaCTAaTHHY 3 JIiIKapCbKUMHM 3aco0aMH, 1110 MPUTHIUYIOTh IIi TPAHCIIOPTHI OiNKH,
MOXKe MMPU3BOOUTH [0 MigBUINEHHS KOHIEHTPAIlil PO3yBaCTaTUHY B IJIa3Mi KPOBi Ta 30ibIIeHHS
pu3uKy Mionarii (muB. po3minu «B3aemopmis 3 iHIMMU TiKapChKUMU 3aco0aMy Ta iHIII BUIU
B3aemofmii», «OcoOnMMBOCTi 3acTocyBaHHA» Ta «CIocib 3acToCyBaHHS Ta HO3U», TaOIHIIO).

LukaocnopuH

Y nepiog cynyTHLOTO 3aCTOCYBaHHST pO3yBaCTaTUHY Ta LUUKIIOCIIOPUHY 3HaYeHHsS AUC po3yBacTaTuHY
Oynu B cepemHbOMY NTPUOIN3HO y 7 pa3iB BUIMMHU, HiX Ti, SKi CliocTepiranucs y 3MopoBUx
noOpoBobLIiB (AUB. Tabnuio ). Po3yBacTaTHH NMPOTUIIOKAa3aHU MMallieHTaM, SIKi OTHOYaCHO
OTPUMYIOTh LIUKJIOCIIOPUH (OUB. po3ain «[IpoTUIOKa3aHHSA»).

CynyTHE 3aCTOCYBaHHS He BIIJINBAJIO HAa KOHIIEHTPALIiI0 IUKIJIOCIOPUHY B IJ1a3Mi KPOBI.
IH2ibimopu npomea3su

Xoua TOUHMHM MexaHi3M B3aEMO/Iil HEBiTOMUM, OQHOYACHE 3aCTOCYBaHHS iHTi6iTOPiB MpoTea3u Moxe
3HA4HO 30i/bIIyBaTH €KCIIO3UIIiI0 PO3yBacTaTUHY (nuB. Tabnuiio). Hanpukmiam, y ocmigKeHHi
(dbapMaKOKiHETUKM OfHOYacHe 3acTocyBaHHsA 10 M po3yBacTaTHHY Ta KOMOiHOBAHOTO JIiKapChKOTO
3aco0y, mo mictuB ABa iHribiTopu mpoteasu (300 Mr aTazaHaBipy/100 Mr puToHaBipy), Y 30OPOBUX
noOpoBOIBLIB cynpoBoaKyBanocs mippuineHusM AUC ta C,,, po3yBacTaTHHY IpuUOIU3HO B 3 Ta 7
pasiB BigmoBigHO. OmHOYACHE 3aCTOCYBaHHS PO3yBAaCTaTHHY Ta HesKuX KoMOiHali iHribiTopiB
IPOTea3y MOXKIIMBE IiC/s PeTebHOro 00MipKyBaHHS KOPEKIIil J031 JTiKapchKoro 3acofy Osanekc”® 3
OTJIAY Ha O4iKyBaHe 3POCTaHHS €KCIIO3UIlil po3yBacTaTUHY (AUB. po3ainu «B3aeMopis 3 iHIMMU



JiKapChKUMH 3acobaMu Ta iHIIi BUOM B3aeMofini», «Oco0IMBOCTI 3aCcTOCyBaHHA» Ta «Cmocio
3aCTOCYBaHHS Ta [03U», TAONHUIIO).

I'em@ibpo3us ma iHwi ainido3HUNCYBANbHI 3aC0OU

OpHoYacHe 3aCTOCYyBaHHS PO3yBacTaTHHY Ta reMdibpo3uny npusBonauio ao 3poctands AUC Ta C,,,
po3yBacTaTUHY B 2 pa3u (OuB. po3fin «Oco6IUBOCTI 3aCTOCYBAaHHS»).

3Baxkal4y Ha [laHi ClelialbHUX JOCTiAXKeHb, GapMaKOKiHETUYHO 3HAYYII0l B3aEMOII 3
dbenodiOpaTOM He 0UiKYETHCS, OQHAK MOXKJIMBa hapMaKoAuHaMiuHa B3aemomis. I'empidpo3ur,
dbenodibpar, inmi pibpatu Ta nimimo3HUKYBaNbHI o3u (> abo piBHi 1 r/mo0y) HianuHy (HIKOTUHOBOI
KUCJIOTH) 30ibIIyI0Th PU3UK MionaTil IpU CyIyTHOMY 3aCTOCyBaHHI 3 iHribiTopamu I'MI'-Ko0A,
MMOBIPHO, 3a PaXyHOK TOT0, 1[0 BOHU MOXKYTh CIPUYNHATH MiONaTiio, KO 1X 3aCTOCOBYIOTh OKPEMO.
Io3a 40 Mr nmpoTHUIoKa3aHa IIpU CyIIyTHbOMY 3aCTOCyBaHHi ¢ibpaTiB (quB. po3minu
«[IporunoxkasanHusa» Ta «OCcoOMMBOCTI 3aCTOCYBaHHS»). TaKUM IallieHTaM TaKOXK CJIifl TOYMHATU
Tepalriio 3 031 5 MT.

E3zemumib

OpgHOYacHe 3aCTOCYBaHHS PO3yBacTaTHHY B 03i 10 Mr Ta e3etumiby 10 Mr namieHTam i3
rinepxonectepuHeMieio nmpusBoauno no 3pocranus AUC po3yBactaTuny B 1,2 pa3a (auB. Tabnuio).
He MoxXHa BUK/IIO4aTH (papMaKogHHaAMIiYHOI B3a€MOIil MiK po3yBaCTaTUHOM Ta €3eTUMiOOM, III0
MOXKe MPU3BECTH 00 HebaxKaHuX ABUII (OUB. pPo3ain «OcoOMMBOCTi 3aCTOCYBaHHSI»).

AHmauuoHi aikapcuvki 3acobu

OpHOYacHe 3aCTOCYBaHHS PO3yBaCTaTHHY i3 CyCIEH3isIMU aHTALU[IB, 1110 MICTATH FiAPOKCUL
asoMiHilo0 abo MarHilo, 3HMKYBaJIO KOHI[EHTPAIlil0 po3yBaCcTaTUHY B IJIa3Mi KpOBi TpubIM3HO Ha
50 %. Lle#t edekT OyB MeHII BUpaKeHUM Y Pa3i 3aCTOCyBaHHS aHTALUOHUX 3ac00iB Yyepe3 2 TONUHU
micist po3yBacTaTuHy. KiliHiuHa 3HAUYYIIICTS 1Ii€l B3a€MOIii He BUBYasIacs.

EpumpomiuyuH

OpHOYaCHe 3aCTOCYBaHHS PO3yBaCTaTHUHY Ta epUTpoMinuey 3HuKyBano AUC po3yBacTaTUHY Ha
20 %, a C,,, - Ha 30 %. LIg B3aeMopis MoxKe OyTH CIPUYMHEHA ITOCUIEHOI0 TIEPHUCTaTbTUKOI0
KUIIIEYHUKY BHACIIIOOK [Iil ePUTPOMIIIUHY .

Tuxkaepenop

Tukarpesnon Moxe CIPAUYUHATA HUPKOBY HEIOCTATHICTh 1 MOXKe BIIJIUBATA HAa HUPKOBY €KCKpeIlilo
PO3yBacTaTHHY, 30ibINYI0YN PU3UK HOT0 HAKOMUYEHHS. Y OesKUX BUMAAKaX CIiTbHUN IPUAOM
THKarpesopy Ta PO3yBaCTaTHUHY IPU3BOOUB [0 3HMXKEHHSA QYHKII HUPOK, MiABUIIEHHS PiBHSA
kpeatundpocdokinasu (KOK) ta pabmomiosnizy. PekoMeHIyETHCS IPOBOAUTH KOHTPOIb (PYHKITI HUPOK
Ta piBHA KOK 1npu ogHOYaCHOMY 3aCTOCYBAaHHI TUKArpesiopy Ta po3yBacTaTUHY.

®epmeHmu yumoxpomy P450

Pe3ynbTaTu gocmigKeHs in vitro Ta in vivo cBig4arTh, 110 pO3yBacTaTUH He iHTiOye i He CTUMYITIOE
izopepmenTu nuToxpomy P450. OKpiM 110T0, pO3yBacTaTUH € CITaOKUM CyOCTPaTOM IUX
i3odepmenTiB. TakuM YMHOM, B3a€MOfil 3 TiKapCHKUMU 3ac00aMU B pe3yybTaTi MeTaldoi3My,
onocepenkoBanoro P450, He ouikyeTbcs. He crocTepiranocs KIiHIYHO 3HAYYIIUX B3aEMOIN MixK
po3yBacTaTHHOM Ta ¢ykoHazosoM (iuribitopom CYP2C9 ta CYP3A4) a60 KETOKOHA30JI0M
(imri6iTopom CYP2A6 ta CYP3A4).



B3aemo0ii, wo sumazarome Kopekuii 0o3u po3ysacmamuHy (0us. makoxc mabauuo)

[Tpu HeoOXigHOCTI 3aCTOCYBaHHS PO3yBaCTATUHY 3 iHIMMUMU JIiIKapCHKUMU 3acobaMu, 30aTHUMU
MiABUIIYBATU MOT0 €KCIO3UIIif0, 03y PO3yBacTaTUHY IOTPIOHO CKOPUTYBATHU. AKIIO OUiKy€ETHCS, 110
AUC nikapcbkoro 3aco0y 3pocte mpubau3Ho B 2 abo Ginbile pasiB, 3aCTOCYBaHHS PO3yBaCTaTUHY
CJIif moyrHaTH 3 703U 5 Mr 1 pa3 Ha moby. MakcumanbHy 1000BY 103y PO3yBacTaTUHY MOTPiOHO
CKOPHUTYBaTH TaKUM YMHOM, 111006 HOr0 04iKyBaHa €KCIIO3Ullid He IepeBUIyBajia eKCI03uIliio, 110
Big3HavaeThCa pu npuiiomi go3u 40 Mr/go0y 6e3 3acTocyBaHHS JIiKapChKuX 3aco0iB, 1110
B3aEMOTIIOTE i3 TiKapChKUM 3ac000M; HaNpUKJIaf, IPU 3aCTOCyBaHHi 3 reM(pibpo3unoM nosa
po3yBacTaTuHy cTaHoBuTHMe 20 Mr (36inbIIeHHS eKcno3ulil B 1,9 pa3a), mpu 3aCTOCYBaHHI i3
kKoMOiHallieto puToHaBip/aTasaHasip - 10 mr (36inbirenHs B 3,1 pasa).

fAxmo mikapceku# 3aci6 36inmbirye AUC po3yBacTaTUHY MEHII HiXK y 2 pa3H, I0YaTKOBY 103y
3MEHIIyBaTU He MOTPiOHO, ajie CIil HOTPUMYBaTUCS 00€ePEeKHOCTI Ipu 30iNbIIIeHH] 103U JIIKapChKOTO
3aco0y O3zanekc® mo monazn 20 Mr.

Tabuis
BnnuB cynyTHIX NTiKapchKUX 3ac00iB Ha €KCIIO3UIIi0 PO3yBaCTaTUHY

(AUC; B nopsgaKy 3MeHIIEeHHS BeIMYMHY) 3a ONMy0JIiKOBaHUMHU JaHUMU KITIHIYHUX [OCHiIXKEeHb

36inpmenHss AUC po3yBacTaTuHy B 2 pa3u abo Oinblie, HixK y 2 pa3u

PexuM mo3yBaHHS JIiKapCchbKOTro 3aco0y, 110 B3aeMofie Pexxum mo3yBanHs  3Minu AUC
PO3yBaCTaTHUHY po3yBacTaTUHY*

CodocOyBip /BenmaTacBip/BoKCHIAIPEBIP 10 mr, omHOpa3oBa T 7,4 pasa

(400 mr-100 mr - 100 mr) Bokcunanpesip (100 mr) 1  gosa

pas Ha moby npoTtsaroMm 15 gHIB

LluknocmopuH Bix 75 Mr 2 pa3u Ha 706y mo 200 mr 2 10 mr 1 pa3 Ha goby, T 7,1 paza

pas3u Ha moly, 6 micsis 10 pHiB

Hapomytamin 600 Mr 2 pa3u Ha go0y, 5 OHIB 5 Mr, omHOPa30Ba 1 5,2 pasa
nosa

Peropacdeni6 160 mr 1 pa3 Ha no0y, 14 gHiB 5 Mr, ogHOpa3oBa T 3,8 pasa
nosa

Arazanasip 300 mr/putonasip 100 mr 1 pa3 Ha mo6y, 10 mr, omHopa3oBa T 3,1 pasa

8 mHiB mosa

Bemnmaracgip 100 mr 1 pa3 Ha mo6y 10 mr, ogHOpa3oBa 1 2,7 pasa
nosa

OwmbitacBip 25 Mr/mapuTtamnpesip 150 Mr/puToHaBip 5 MTI, ogHOpPa30Ba 1 2,6 pasa

100 mr 1 pa3 Ha moOy/macabysip 400 Mr 2 pa3u Ha mosa
no0y, 14 guiB
I'pasonpesip 200 mr/enbacsip 50 mr 1 pa3 Ha mo6y, 10 mr, ogHOopa3oBa T 2,3 pa3a

11 mHiB mosa

I'nekamnpesip 400 mr/miOpenTtacBip 120 mr 1 paz3 Ha 5 Mmr 1 pa3 Ha moby, T 2,2 pa3a

noOy, 7 mHiB 7 OHiB

Jlominagip 400 mr/puTtonasip 100 mr 2 pa3u Ha goOy, 20 mr 1 pa3 Ha mob6y, T 2,1 pasa

17 nuiB 7 OHiB

Knomigorpens 300 mr, notiMm 75 mr yepe3 24 rogpunu 20 Mr, ogHOpa3oBa 1 2 pasu
nosa

Temdibpo3un 600 mr 2 pa3u Ha 0oOy, 7 OHIB 80 mr, ogHopa3zoBa T 1,9 paza

n03a



30inbmenHs AUC po3yBacTaTHHy MeHILe HiX y 2 pa3u
PexuM mo3yBaHHS JIiKapChKOT0 3aco0y, 110 B3aEMOfIi€ PexkuM [03yBaHHS 3minu AUC

pO3yBacTaTUHY po3yBacTaTUHY™*

Entpomb6omnak 75 mr 1 pa3 Ha go0y, 5 [HIB 10 Mr, omHOpa30Ba 7 1,6 pasa
mosa

Hapyuasip 600 mr/putonasip 100 mMr 2 pa3u Ha mo6y, 10 mr 1 pa3 Ha goOy, T 1,5 paza

7 mHiB 7 OHIB

Tunpanasip 500 mr/putoHasip 200 Mr 2 pa3u Ha f00y,10 Mr, ogHopa3oBa T 1,4 pasa

11 nuis Io3a

Iponenapon 400 Mr 2 pa3u Ha 700y Hesigomo 1 1,4 pasa

ITpakona3zon 200 Mr 1 pa3 Ha mo6y, 5 gHIiB 10 Mr, omHOpa30Ba 7 1,4 pa3a **
mosa

E3etumi6 10 mr 1 pa3 Ha mo0y, 14 oHiB 10 mr 1 pa3 Ha moby, T 1,2 pasza **
14 nHiB

3uuxenHsa AUC po3yBacTaTUHY
PexuM mo3yBaHHS JIiKapCchKOT0 3aco0y, 110 B3aEMOfIi€ PexkuM [03yBaHHS 3minu AUC

pPO3yBacTaTUHY po3yBacTaTUHY™*
Eputpowminus 500 mr 4 pa3u Ha 1o0y, 7 OHIB 80 mr, ogHopaszoa | 20 %

mo3a
Batikanin 50 mr 3 pa3u Ha 0o0y, 14 gHiB 20 Mr, ogHOpa30Ba 147 %

mo3a

* [laHi, mpeCcTaBleHi K 3MiHa B X pa3iB, SBISIOTH COGO0I0 CITIBBITHOIIEHHS MiXK 3aCTOCYBaHHSIM PO3yBaCTATHHY
y koM0iHartril Ta okpemo. [laHi, mpencTaBieHi y BUrnsAni % 3MiHu, SABIAI0TH C06010 % Pi3HUIO BiTHOCHO
TIOKA3HUKIB IPU 3aCTOCYBaHHI PO3yBaCTaTUHY OKPEMO.

30iIbIIeHHS ITI03HAYEHO 3HAYKOM T, 3MEeHIIeHHs - | .

** By710 IpoBeIeHO KiTbKa JOCITigKeHb B3aEMOii ITPH Pi3HUX J03axX PO3yBaCTATHHY, B TAOIHUII TOmaHO
HalbinblI 3HAYYIIeE CIiBBiIHOIIEHHS.

Jlikapceki 3acobu /KoMOiHalii, 9Ki He Mau KJIiHiYHO 3HAYYIIOTO BIIMBY Ha criBBigHOmEeHHS AUC
po3yBacTaTHHY IIPU OQHOYACHOMY 3aCTOCyBaHHi: asneryita3ap 0,3 Mr 7 gHiB; ¢peHOodiOpaT 67 Mr 7
nHiB 3 pa3u Ha go0y; piykonason 200 mr 11 gHiB 1 pa3 Ha moOy; ¢ho3amnpenasip 700 Mr/puToHaBip
100 mr 8 guiB 2 pa3u Ha go0y; KeTokoHa3o1 200 Mr 7 mHiB 2 pa3u Ha moby; pudammin 450 Mr 7 gHiB
1 pa3 Ha mo6y; cunimapun 140 mr 5 gHiB 3 pa3u Ha m00y.

Bnaue po3ysacmamuHy Ha cynymHi aikapcoki 3acobu
AHmazeoHicmu simamiHy K

4K i momo inmmx inribitopiB ['MI-KoA-pemykTasu, Ha MO4YaTKy 3aCTOCYBaHHS PO3yBaCTaTUHY abo
IIpU IigBUINEHHI KO0 AO3U Yy MAIli€HTIB, IKi OGHOYACHO 3aCTOCOBYIOTh aHTArOHICTH BiTamiHy K
(Hampukian, BapdapuH abo iHMME KyMapHHOBUY aHTUKOATYISHT), MOXKJIUBE MiIBULIEHHS
MiKHapogHOT0 HopMasni3oBaHoro criBBigHomeHHsa (MHC). [IpunuHeHHS 3aCTOCYBaHHS
po3yBacTaTHHY a00 3MeHIIIeHHs HOoro 03U MOoXKe IMpu3BecTy A0 3HKuXKeHHSI MHC. ¥ Takux Bulagkax
OaxaHuy HanexHU MoHiTOpuHT MHC.

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

OpHOYacCHe 3aCTOCYBaHHSI pO3yBaCTaTUHY Ta IIePOpaIbHUX KOHTPALENITABIB IIPU3BOOUIIO 10
nigsuuierHsa AUC eTuHinecTtpagiony Ta Hoprectpeny Ha 26 % Ta 34 % BignoBigHO. Take MifABUIEHHS
PiBHS y my1a3Mi KPOBi CIIifl BpaxOBYyBaTH IIpH Mif0OO0Pi 03U MepopaabHUX KOHTPALeNTHUBIB. [JlaHUX



mopo hapMaKOKiHETHKH JIiKapChKUX 3aC00iB y MAIli€HTIB, AKi OMHOYACHO 3aCTOCOBYIOTh
po3yBactaTuH Ta I'3T, HEMae, TOMy He MOXKHa BUKJTIOUATH Momi0HOro edekTy. OgHakK KoMOiHallis
IIXPOKO 3aCTOCOBYBAJACs XKiHKaM y paMKax KJIiHiYHUX NOCTIIXKeHb i mepeHocunacs nobpe.

IHwi nixapcvki 3acobu

Hue2okcuH

3a maHUMHU ClielliaTbHUX JOCIigKeHb KITiHIYHO 3HAUyIII0l B3aEMOIil 3 IUTOKCUHOM He OUYiKy€EThCS.
dy3udosa Kucaoma

HocrnigXeHHS B3aeMO{Iil po3yBaCTaTUHY 3 (Py3UA0BOIO KMCJIOTOI He NMPOBOAUNNCS. PU3uK Mionarii, y
T.4. 3 pabpmomiosnizom, Moxke OyTy 30iNbIIIeHNI BHACTIAOK CYIIyTHEOTO 3aCTOCYBaHHS CHCTEMHOI
Gy3umoBol KUCTIOTH 3i cTaTHHaMU. MexaHi3M 1iel B3aeMofii (hapMakoguHaMiuHui abo
dbapmakokiHeTHUHHUH, abo i Te ¥ iHIIE) moTemep He 3’sicoBaHu. IToBigoMIIsIIOCS PO pabmomiosi3
(30KpeMa mesiKi eTanbHi BUTIAAKK) Y MAI[EHTIB, SKi OTPUMYBaIH 1110 KoMOiHaIli1o0.

[TamieHTaM, y SKMX 3aCTOCYBaHHSI CUCTEMHOI (y3UI0BOI KUCIIOTH BBAXKAEThCS HEOOXiTHIM,
JIiKyBaHHSI PO3yBaCTATUHOM CJIifi IPUIIMHUTH Ha BECh TEPMiH JIiKyBaHHSA (y3UA0BOIO KHACIIOTOIO.
Takox guB. po3min «OcoGIMBOCTI 3aCTOCYBaHHS».

Himu

HocnifKeHHS B3a€EMOIil IPOBOAMINCSA NTHIe V Hopocnux. CTymiHb B3a€MOIIl y AiTel HeBiIOMUMN.

Ocob.1ueocmi 3acmocyeaHHsi.
Bnaue Ha HUpkKu

[Tporeinypis, BUsiBIeHa y pe3y/IbTaTi aHaNi3y 3a TeCT-CMyKKaMU Ta IlepeBaKHO KaHa/lblIeBOI0
IIOXOMI2KEHHSI, CIIOCTepiragacs y MallieHTiB, SKi TiKyBalucs BULIIMMU [103aMU PO3yBaCTaTUHY, 30KpeEMa
40 wr, iy GinpiocTi BumaakiB Oyna TUM4acoBo abo mepepuB4acToio. IIpoTeinypis He Oyna
nepeiBiCHUKOM I'ocTpoi abo mporpecyoyoi XxBopobu HUPOK (auB. po3min «ITobiuni peakiii»). YacToTa
TIOBiIOMJIEHD IIPO CEPHO3Hi siBUIA 3 00Ky HUPOK ¥ TOCTMapKEeTHHTOBUX [IOCTII>KEHHSIX BUII[A ITPU
3acTtocyBaHHi 7o3u 40 Mr. V maifieHTiB, AKi MpuiiMaloTh JiKapchKui 3acib y mo3i 40 mr, crig
PETyIIPHO IePEBipITH PYHKIII0 HUPOK.

Bnaue Ha CKe/iemHy MycKyaamypy

[TopyuieHHs 3 60Ky CKelIeTHOI MyCKyJIaTypH, HallpUKJyaj Miaris, MionaTis Ta 3pifgka pabmomioris,
CIoCTepiranucs y Nali€eHTiB, SKi IpuiiManu po3yBacTaTUH y OyOb-KUX f03axX, 0COOIUBO Oinble

20 mr. [IyXe pigko Bumagku paboomioni3y Big3Hadanucs IPU 3aCTOCYBaHHI e3eTuMi0y y KoMOiHarii 3
inribiTopamu 'MTI'-KoA-penykrasu. He MokKHa BUKJIIOYATH MOXK/IUBICTh (hapMaKOAUHAMIUHOI
B3a€eMoil (guB. po3din «B3aeMopmisa 3 iHIMUMY JTiKapChbKUMM 3aC00aM¥ Ta iHIINI BUOYM B3aEMOIii»),
TOMY TakKy KoMOiHaIlilo CITiJl 3aCTOCOBYBaTH 3 00€pekKHiCTIO.

4K i mpu 3acTocyBaHHi iHmux iHribiTopie 'MI'-KoA-penykTasu, 4acToTa IOBiIOMIEHD PO BUIAIKU
pabmoMioni3y, OB’s1I3aHOT0 i3 3aCTOCYBAaHHSAM PO3yBaCTaTUHY, y IIOCTMapPKETUHTOBUH epion Oyia
BUINOI0 IpH 103i 40 Mmr.



PigeHb kpeamuHKIHa3u

PiBenb kpeatunkinasu (KK) He ciig BUMipioBaTH Imics 3HaYHUX (Hi3MYHUX HaBaHTaXXeHb a0o 3a
HasBHOCTI MOXK/IMBUX aJIbTEPHATUBHUX NMPUYUH MiABuieHHS KK, 1110 MOXYTh YCKIIagHIOBATH
iHTepnpeTalito pe3ynbTaTiB. AKIo BuxigHui piBeHb KK 3HauHO mipBumenui (> 5 pasis Buile BMH),
IPOTSATOM 5-7 [HIB HE0OXigHO 3p0OUTH MMOBTOPHUYM aHai3, 00 MigTBepOUTH Pe3ynIbTaTh. AKII0
pe3ynbTaTy MOBTOPHOT'O aHasi3y MifTBePAXKYIOTh, 110 BuxigHe 3HaueHHs KK Oinbie HiX y 5 pasiB
nepesumye BHM, 3acTocyBaHHS JikapChKOT0 3ac0o0y MOYKUHATH He CIIif.

ITeped noyamkom AiKyBaHHA

Po3yBacTartuH, sK i iHmi inribitopu 'MI-KoA-penykTasu, ciif 3 00epekHiCTio TpU3HaYaTH
nalieHTaM 3i CXUIIbHICTIO 00 Miomatii/pabmomionidy. o haKTOpiB TAKOTO PU3UKY HasleXkKaTh:

- IOpPYIIEHHS (PYHKIIil HUPOK;
- rinoTupeons;
- HasIBHICTb B 0cobrcTOMy a00 POAMHHOMY aHaMHe3i CTlafKOBUX 3aXBOPIOBaHb M’'3iB;

- HasABHICTb B aHaMHe3i MIOTOKCUYHOCTI Ha TJIi 3aCTOCyBaHHA iHIMX iHribiTopis I'MI-KoA-
penykTa3u abo ¢ibparis;

- 3JI0BXKMBAHHS aJIKOT'0JIEM;
- BiK > 70 poOKiB;

- CUTYalil, 1110 MOXKYTh IIPU3BECTHU [0 IIiIBUILIEHHS PiBHS JIiKapChKOTro 3aco0y y mjaa3Mi KpoBi (IuB.
po3minu «PapMakKoKiHeTHUKa», «B3aeMomis 3 iHITUMHU JTiKapCbKUMM 3aco0aMu Ta iHIII BUOK
B3aeMoiii» Ta «Crocid 3aCTOCyBaHHS Ta JO3MU»);

- CYIyTHE 3aCTOCyBaHHA ¢ibpaTis.

Y Takux Ialli€eHTiB IOB’sI3aHUY i3 MiKyBaHHSIM PU3UK MOTPIOHO OI[iHIOBATH, IIOPiBHIOIOYH 3
OYiKyBaHOIO KOPUCTIO; TaKOXK PEKOMEHAYEThCS KIIIHIYHUY MOHITOPUHT. AKIIO BUXigHU# piBeHb KK
3HAYHO mifgBUILeHuu (>5 pasis Buile BMH), nikyBaHHSI IOYKMHATH HE CIIif.

Y nepiod aikyeanHs

[TamieHTiB CNif MOMPOCHTU HETaHO IOBIIOMIISATH TIPO M’ g30Bui 6inb, cnabKicTh abo cygoMu
HEeBiIoMO1 eTiosIorii, 0COOIMBO IKII0 BOHU CYIPOBOAXKYIOTHCS HE3AyKaHHAM a00 rapsyko. Y Takux
nauieHTiB noTpi6Ho BuMiptoBaTu piBeHb KK. 3acTocyBaHHS NTiKapchKOT0 3aC00Y CIIifl MPUIUHUTH,
skio piBenb KK 3uauno migBuinenuit (> 5 X BMH) a6o skio cumntToMu 3 60Ky M’s13iB TSIKKi Ta
CIIPUYUHSIOTH IMOJeHHUN TUCcKOoMMOPT (HaBiTh gKIro piBeHb KK < 5 X BMH). V pa3si 3HuKHeHHS
CHMIITOMIB Ta moBepHeHHS piBHS KK 10 HOpME MoXKHa ITOHOBUTH Teparliio po3yBacTaTUHOM abo
anbTepHaTUBHUM iHTiOiTopoM 'MTI-K0A-penmyKTa3u y HaliMeHIIIiN 103i Ta Mif peTeIbHUM HarjsamoM.

PerynsipHo nepeBipsatu piBeHbs KK y acuMnToMaTH4HUX TallieHTiB HeMae oTpebu. [yKe pimko
TIOBiHOMIISITIOCS PO BUIIAOKHU iMyHOOIIOCePeOKOBaHOI HeKpoTu3youoi Miomatii (IOHM) mig yac abo
micnis Teparmii ctaTuHaMU, B TOMY YuCi po3yBactaTuHoM. Kniniunumu nposssamu IOHM e cnabkicThb
IIPOKCUMaJIbHUX M’s13iB Ta MifBUILEHHS PiBHS KpeaTMHKiIHa3M Y CUPOBATILi KPOBI, 1110 36epiraeTbcs
HaBITh MIC/I IPUNVHEHHS 3aCTOCYBaHHS CTaTHHIB.



Y KJTiHIYHUX JOCHIAXKEHHSIX He 0yJI0 OTpHMaHO J0Ka3iB IiIBUIIEHOT0 BIJINBY Ha CKEJIETHY
MYCKYy/IaTypy Y HEBEIUKOI KiTbKOCTI Ialli€HTiB, sIKi IPUMaNy po3yBacTaTUH Ta CyNyTHi JTiKapChKi
3acobu. OgHaK MigBUINEHHS YaCTOTU MiO3UTY Ta MiomaTil Bif3Havyaiocs y MallieHTiB, gKi mpuiimMau
inmi inri6iTopu MI-KoA-penyKTa3u pa3oMm i3 noxiguumu GpibpoeBoi KMCIOTH, B TOMY YHCHI 3
reMpi6po3usioM, UIXKIOCIOPUHOM, HIKOTUHOBOIO KUCJIOTOI, @30JIbHUMU IIPOTUTPUOKOBUMU
npelnapaTaMy, iHribiTopaMu IIpoTea3u Ta MaKpOdifHUMU aHTHOIoTUKamMu. ['eMdiOpo3usn migBuiye
PU3UK MiolaTil Ipu CyIyTHEOMY 3aCTOCYBaHHI 3 geskuMu inribitopamu I'MI-KoA. Tomy
3aCTOCOBYBaTH pPo3yBacTaTUH y KoMbiHalii 3 remdpibpo3unoMm He peKoMeHAy€eThCsl. KopucTthb
TIOfasIbIII0l 3MiHM PiBHS JIMiAIB TP 3aCTOCYBaHHI po3yBacTaTHHY Y KoMOiHatii 3 ¢pibpaTamu ab6o
HiallMHOM IOTPiOHO PEeTEeNbHO 3BaXKyBaTH IOPIBHSAHO 3 IOTEHI[INHUMU PU3UKaMHU, TI0B’I3aHUMHU i3
3aCTOCyBaHHAM Takux KoMmbiHauiid. [Jo3a 40 Mr mpoTUnokKa3aHa IpyU CYyIyTHEOMY 3aCTOCyBaHHI
¢ibpartiB (muB. po3minu «B3aeMofia 3 iHIIKMMY JTiKapChKUMU 3aco0aMy Ta iHII BUAYM B3a€EMOZi» Ta
«ITo6iuHi peakirii»).

Po3yBacTaTuH He CITifl 3aCTOCOBYBATH CITiJIbHO 3i CHCTEMHUMH JTiIKapCbKUMM 3aco0aMu (Gy3umoBoi
KHMCJIOTH ab0 IPOTIroM 7 OHIB IMiCyis MPUIUHEHHS JTiKyBaHHS (y3UI0BOI0 KUCIIOTOM0. [alieHTaM, y
SIKMX 3aCTOCYBaHHSI CUCTEMHOI (y3UI0BOI KMCIOTH BBAXKAETHCSI HEOOXIMHUM, JTIKyBaHHS CTaTHHAMMU
CJIi[l MPUNIMHUTY Ha BEChb TEPMiH JIiKyBaHHS (y3UI0BOI0 KUCIIOTOI0. [ToBimoMIIsiiocs mpo pabmoMmiornis
(y Tomy umcri 3adikcoBaHO [ieKisibKa JieTalbHUX BUIIAKIB) Y MAIiE€HTIB, SAKi OTPpUMYBaIu KoMOiHaIlito
Gy3umoBol KUCTIOTH Ta CTaTUHIB (IUB. po3Ain «B3aeMofiia 3 iHIKUMY TiKapChKUMM 3acob6aMu Ta iHII
BUMM B3aEMOTIN»).

[TamieHTaM CJIifi MOPagUTH HeTalHO 3BEPHYTHUCS 110 MEIUYHY AOMOMOTY, SIKIIO BOHU Bi4yBalOTh OyOb-
SIKi CUMIITOMH M’5130B01 c1abKocTi, 60110 a60 XBOPOO/IMBOi YyTIMBOCTI. Teparito cTaTHHAMKY MOXKHA
IIOBTOPHO IIOHOBUTHU Yepe3 7 OHIB MiC/IS OCTAHHBOL HO3U (PY3UL0BOI KUCIIOTU. Y BUHATKOBUX
BHUIIQ[IKaX, KO HeoOXigHa MpoJoHTroOBaHa CUCTeMHa (Py3uaoBa KUCI0Ta, HATPUKIIa A7 JTiKyBaHHS
TSAKKUX iH(peK1iil, HeoOXigHICTh OQHOYACHOTO 3aCTOCYBAHHS PO3yBaCTaTUHY Ta Py3uUO0BOI KUCIOTH
IIOBMHHA PO3TJISNATUCS TiIbKU B KOXKHOMY KOHKPETHOMY BUNAAKY U Iifi pETeJIbHUM MeTUUYHUM
HaTJISIIOM.

PosyBacTaTuH He CIIif 3aCTOCOBYBaTH IalliEHTaM i3 TOCTPUMHU, CEPUO3HUMU CTaHaMH, 110 CBigqYaTh
PO MiomaTiio abo MOXKIUBICTh PO3BUTKY HUPKOBOI HEIOCTATHOCTI BHACIIMOK paboomioni3y (cercuc,
aprepianbHa TiMOTeH3is, BeluKe XipypriyHe BTpy4YaHHs, TpaBMa, TSIXKKi MeTaOoIiuHi, eHOOKPUHHI Ta
eJIeKTPOTITUYHI po3yagu abo HEKOHTPOILOBAHI CyooMH).

Taocki wKipHi nobiuHi peakuii

[Tpu 3acToCyBaHHi pO3yBacTaTHHY IIOBIHOMJISIIOCS PO TSXKKi MIKipHi mo6iuHi peakiii, BKITIIOYa0Yu
cuHgpoM CriBeHca - [IxoHCOHa (CCJI) Ta MegUKaMeHTO3HY Peaklilo 3 e03MHODITIE€I0 Ta CUCTEMHUMU
nposiBamu (DRESS), siKi MOXKYTb 3arpoKyBaTH KUTTIO a00 MPU3BECTH [0 JIETaJIbHOTO HACTigKy. [Tpu
IIpA3HAYEHHI pO3yBacTaTUHY MallieHTaM CIIf [IOBIIOMIIATH IIPO O3HAKU Ta CUMIITOMHU TAKKUX
IIKipHUX peakllii Ta PeTeIbHO CIIOCTepiratu 3a HUMU. [Ipu mosiBi 03HAK Ta CUMIITOMIB, 1110 BKa3yOTh
Ha IIi peakilil, 3aCTOCyBaHHS pO3yBaCTaTUHY IOTPiOHO HETAWHO MIPUIIMHUTH Ta PO3TISHYTH
aJibTepHATUBHE JIiIKyBaHHS.

SIKII0 y TallieHTa IPY 3aCTOCYBaHHi JTiKapchKoro 3acoly O3anekc” po3BUHYNIACS TaKa CEpHo3Ha
peakuis, sk CCIl a6o DRESS, y Mait6yTHbOMY He CIIiff Yy HbOT'O BiTHOBJIOBATH JTiKyBaHHS
PO3yBaCTaTUHOM.

Bnaue Ha neyviHky

4ki i inmi inribitopu 'MTI-KoA-penykTasu, po3yBacTaTHH CIifl 3 00epeXHICTI0O 3aCTOCOBYBaTH



MaifieHTam, SIKi 3JTOBXKHMBAIOTh aJIKOT0JIeM Ta/a00 MaloTh B aHAMHe3i 3aXBOPIOBAHHA TIeYiHKH.

PexomeH0BaHO epeBipsATH 0ioxiMiuHi MOKa3HUKY (DYHKIIII MeYiHKY mepeq] 0YaTKOM JIiKyBaHHS Ta
yepe3 3 Micsli MTOTOMY. 3aCTOCYyBaHHS PO3yBaCTaTUHY MOTPIOHO IPUIUHUTYA a00 3MEHILIUTH OO3Y,
SIKIII0 PiBEeHBb TPaHCaMiHa3 y CUPOBATI KpoBi Oinblite Hixk BTpuui nmepesuirye BMH. Yacrota
TIOBiTOMJIEHD ITPO CEPHO3Hi siBUIIA 3 00Ky MediHKu (IepeBakHO PO MigBUIIEHHS PiBHS TpaHCaMiHa3
IeYiHKM) Y micsgpeecTpalliiinuit mepion Oysna GinbInoio Ipu 3acToCyBaHHiI fo3u 40 Mr.

Y nmarieHTiB i3 BTOPUHHOIO TillepxoJieCTepUHEMIEI0, 3yMOBJIEHOIO TilOTHPe030M a00 HepPOTUUHUM
CHHIPOMOM, CJIifi CTIOYaTKy BUJIIKyBaTH OCHOBHY XBOpOOYy, MepIll HiXK IMOYMHATH Tepalliio
PO3yBaCTaTUHOM.

Pacosa HanedcHicmy

HocmnigxeHHsT papMaKOKiHETUKU CBif49aTh IIPO 3POCTAaHHS €KCIIO3UIIil y MallieHTiB MOHT0JI0ITHOl pacu
npuOIM3HO BABiUi MOPIBHSIHO 3 €BpONEHIsIME (IUB. po3minu «dapMaKOKiHETHKA»,
«IIpoTunoka3aHHsI» Ta «Cocib 3aCTOCyBaHHS Ta JO3U»).

IH2i6imopu npomea3su

[TinBuIeHa cUCTEMHa eKCIIO3UIIisl 0 pO3yBacTaTUHY CIIOCTepirasacs y ocib, siKi 3aCTOCOBYBajIu
pO3yBacTaTHH CYIYTHHO 3 Pi3HUMHU iHTiGiTOpaMu NMpoTeasy y MOeNHAHHI 3 puTOHaBipoM. Crif
00MipKyBaTH SIK KOPUCTD Bif] 3HMKEHHS PiBHA JiMifiB 3a JOIIOMOT0I0 PO3yBacTaTHHY Y Malli€HTiB i3
BIJI, ki oTpUMYIOTS iHTiOiTOPM IPOTEa3y, TaK i MOXKIIUBICTh MigBUIIIEHHS KOHIIEHTPAIlil
pO3yBaCTaTUHY y IJ1a3Mi KPOBi Ha ITOYaTKY Tepallil Ta Mpu MiABUINEHH] [031 pO3yBaCTaTUHY Y
TalieHTiB, IKi OTpUMYIOTE iHTi6iTOpPH MpoTea3u. OmHOYACHE 3aCTOCYBaHHS JIiIKapChKOT0 3ac00y 3
nessKUMHU iHTi0iTOpaMu ImpoTeasu He PEKOMEHAYETHCS, SKILO 103a PO3yBACTaTHHY HE CKOPUTOBaHa
(muB. po3minu «B3aemofis 3 iHIIMMM TiKapChbKUMM 3aco0aMu Ta iHIIM BUOM B3aEMoMii» Ta «Crocio
3aCTOCYBaHHS Ta AO3W»).

IHmepcmuuianbHa xe8opoba sezeHb

[Tig yac 3acToCcyBaHHS OeSKUX CTaTUHIB, 0COOIMBO IIPX TPHUBAJIOMY JIiKyBaHHi, ITOBiIOMIISAIOCS IIPO
BUHSITKOBI BUIIQ[IKX IHTEPCTUIlIAIbHOI XBOpOoOU nereHs (AuB. po3min «ITob6iuni peakmii»). 1o mposiBiB
11iei XBOpoOu MOXKHA BiJHECTH 3afUIIKY, HEITPOOYKTUBHUY Kalllellb Ta 3arajibHe MOTipIIeHHS CTaHy
(cToMITIOBAHICTh, 3HUKEHHS MaCH Tijla Ta Tapsyka). Y pasi migo3pu Ha iHTepCTUIiaTbHY XBOPOOY
JIereHb 3aCTOCYBaHHS CTAaTUHIB CIIifi IPUIIUHUTH.

Llykposuti diabem

Ieski ¢hakT CcBigYaTh, III0 CTAaTUHY, K KJIaC, MigBUIIYIOTh PiBeHb I'TIOKO3H B KPOBI Ta y AESIKUX
TIALliEHTIB, IKUM 3arPOXKy€e BUCOKUI PU3UK PO3BUTKY LIYKPOBOTO MiabeTy B MalbyTHbOMY, MOXKYTh
CIIPUYMHSTH TilepriikeMilo TaKOTO PiBHS, 3a SKOro HeoOXigHe HalleXHe JTiKyBaHHS IyKPOBOTO
niabety. Lo 3arpo3y, ogHaK, TepPeBUIIY€e 3HUKEHHS PU3UKY CYIUHHUX MTOPYIIeHb IPU 3aCTOCyBaHHi
CTaTHUHIB, i TOMy BOHa He Ma€ OyTH IifCTaBOIO [AJIS IPUIKHEHHS Tepallil cTaTHHaMu. 3a IallieHTaMu
Tpynu pu3uKy (piBeHb III0KO3U HaTire 5,6-6,0 mmons/n, IMT > 30 KT/M°, TTiIBUIIEHUH piBeHb
TPUTJIiLIEePHUiB, apTepiasibHa TinepTeHsisa) CIil BCTAHOBUTH K KJIiHIYHUY, Tak i OioXiMiuHUH
KOHTPOJIb 3TiIHO i3 HalllOHaJIbHUMHU KEPiBHULITBAMHU.

Y mocnipxenni JUPITER 3apeecTpoBaHa 3arajibHa 9acTOTa LYKPOBOro miabeTy ctarHoBuia 2,8% y
Ipyni npuitoMy po3yBacTaTuny Ta 2,3 % — y rpymi miame6o, IepeBaXxHo y MallieHTiB i3 piBHEM
TJII0OKO3M HATIIEe Bim 5,6 o 6,9 MMOIIb/I.



Himu

Ouinka JiHIMHOTO POCTY (3picT), Macu Tina, IMT (iHgekCcy Macu Tifa) Ta BTOpDUHHUX XapaKTEPUCTUK
CTaTeBOr0 A03piBaHHSA 3a TaHHEpOM y AiTel BiKoM Bif 6 10 17 pokKiB, sKi mpuiiManyu po3yBacTaTHH,
o0MezkeHa nepiogoM TPUBAJICTIO 2 poku. ITicng 2 pokiB HOCTigKyBaHOTO JIIKYBAHHS XKOJHOTO BILJIUBY
Ha picT, Macy Tina, IMT abo cTaTteBe mo3piBaHHS BUSBIEHO He OyJ10 (OUB. PO3Min
«PapmakoauHaMika»). Y KIIiHIYHOMY OOCHiAXKEeHH] y giTel Ta HiAIiTKiB, SKi IpUiMaIu po3yBaCTaTUH
npoTsaroMm 52 THXKHIB, nmigBuiieHHs piBHSA KK >10 pagis Buiie BHM Ta cumntomu 3 60Ky M’s13iB micis
¢bisnyHOTrO HaBaHTaXXeHHs a0o migBuUIIeHOl Pi3UYHOI aKTUBHOCTI CIIOCTePiraaucs 4acTille MOPiBHSHO
3 TAKUMHU Y JHOPOCTTUX (OuB. Po3min «[TobiuHi peakiii»).

MiacTeHiq rpaBic/o4Ha MiacTeHid

[Tpu 3acToCyBaHHI CTaTHHIB ITOBiIOMJISIOCH IIPO [IeKibKa BUMlaAKiB BUHUKHEHHS de novo abo
3aroCTpeHHs HasgBHOI MiacCTeHil rpaBic abo ouHoi MiacTeHii (muB. po3min «[Tob6iuni peakiiii»). [Tpuitom
nikapceKoro 3aco0y O3anekc® CIlif IPUIUHUTH y Pa3i IOCUIEHHS CUMIITOMIB 3aXBOPIOBAHHS.
[ToBimoMIIsIIOCS TIPO PELMOUBY XBOPOOU IIPU ITOBTOPHOMY 3aCTOCYBaHHi TOT0 Xk camoro abo iHIIoro
CTaTHHY.

LlonomidcHI pevo8uHu

[IpenapaT MiCTUTh JTaKTO3y. AKIIO y IallieHTa BCTAHOBJIEHA HEIIEPEHOCUMICTh JesKUX I[YKpiB, CIIig
IIPOKOHCYJIbTYBATHUCS 3 JIiKapeM, Iepul Hixk IpuiiMaTy 1el nikapcbKui 3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
PosyBacTaTul nIpoTUIIOKa3aHUU y IIePiof BariTHOCTI Ta TOgyBaHHSA I'PYAAIO0.
2KiHKY penpoayKTUBHOTO BiKy ITOBMHHI BUKOPUCTOBYBATH HajleXKHi 3ac00U KOHTpPALIEIIil.

OCKinbKM XO0JIECTEPHH Ta iHIIi MPOAYyKTH 0i0CMHTE3Y X0JIeCTEPHHY BiflirpaioTh iCTOTHY POIb Y
PO3BUTKY IJI0fla, IOTEHIINHUY pU3UK Bif npurHideHHsa ['MI'-KoA-penyKTa3u mepeBullye KOPUCTD Bif
3aCTOCyBaHHS JIiKapChKOTro 3aco0y B mepiof BariTHOCTI. [aHi mocyigKeHb Ha TBapUHaX 1000
TOKCUYHOT0 BIUIMBY Ha PeNPONYKTHBHY QYHKIiI0 00MexkeHi. fKIo maljieHTKa 3aBariTHie B epiof
3aCTOCYBaHHS IIhOT0 JiKapChKOTo 3aco0y, JTiKyBaHHS CJIi[l HeTaifHO ITPUITUHUTH.

PosyBacTaTuH moTparisie y MOIOKO ITypiB. [laHUX 1000 IPOHUKHEHHS PO3yBaCTaTUHY Y TPyOHE
MOJIOKO JTIONWHY HeMa€E (OUB. Po3in «[IpoTUMIOKa3aHHS»).

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

IocmigXeHHs BIUIMBY PO3yBacTaTUHY Ha 3[aTHICTh KEPYBATH aBTOMOOiIIEM Ta MPAIIOBATH 3 iHIIUMU
MexaHi3Mamu He npoBopunucsa. OgHak, 3 orjsaay Ha apMakKoguHaMiuHi BIaCTUBOCTI JIIKAPCHKOTO
3aco0y, MasIoMMOBIpHO, 110 PO3yBAaCTAaTUH YMHUTHUME BIIJIUB Ha TaKy 37MaTHICTL. [Ipu KepyBaHHI
aBTOTpaHCIOopTOM abo po6oTi 3 iHIIKMU MeXaHi3MaMHU CJIiJ] BpaxOByBaTH MOXKJIUBICTh
3aIlaMOpPOY€eHHA B IIePiof JIiKyBaHHS.



Cnoci6 3acmocyeaHHss ma do3u.

[lepen mo4yaTKOM JIiKyBaHHS ALi€HTY CIIiI NIPU3HAYUTU CTAHOAPTHY Til0X0JIeCTePUHEMIUHY [i€Ty,
SIKOl BiH ITOBMHEH JOTPUMYBATHUCS i TPOTIroM JiKyBaHHS. 103y ciim migOupaTy iHOUBiAyanbHO,
3aJ1eXKHO Bifl MeTH Teparil Ta BiANOBifi malmieHTa Ha JTiKyBaHHS, KEPYIOUUCh peKOMeH alliiMu
MIOTOYHUX 3arajlbHOMPUAHATHAX KEPIBHUIITB.

Jlikapceku# 3acid O3zanekc® MOXKHa npuiMaTH y OyOob-SKUil Yac OHS, He3aJleXkHO Bifl BXKUBaHHS 1Xi.
JIlixysaHHA 2inepxoiecmepuHemii

PekoMeHOBaHa IIOYATKOBA [I03a CTaHOBUTHL 5* a60 10 Mr nmepopanbHOo 1 pa3 Ha Koy SK s
IallleHTiB, fKi paHille He 3aCTOCOBYBaJIU CTaTUHY, TakK i AJI THX, KOT'0 IIepeBeiu Ha JIiIKapChbKUM
3acib 3 mpuiiomy inmoro inribiTopa I'MI-KoA-pengykTasu.

*Qckinbky TaONIeTKa He MiMUThCS, Y BUIIAOKY IPH3HAUeHHS IIpemapaTy B 0o3i MeHIne 10 MT CJtif 3aCTOCOBYBATH
IperniapaTy PO3yBaCTaTUHY 3 MOXKJIUBICTIO TAKOTO TO3yBaHHA.

[Tpu BuGOpi TOYATKOBOI 03U CJIii BpaXOBYBaTH PiBEHb X0JIECTEPUHY B KOXKHOTO OKPEMOT0 TallieHTa
Ta PU3UK CEPLEBO-CYAUHHUX MTOPYIIEHb Y MaOyTHbOMY, & TaKOXK UMOBIPHICTh PO3BUTKY HebaKaHUX
peakiiii. 3a HeoOXiMHOCTI MigBUINYBATH 03y [0 HACTYIIHOTO PiBHS MOXHa 4yepe3 4 TUXHi (IuB.
po3min «®apMakonrHaMika»). 3 OTJIsIAY Ha Te, IO Ha TJIi 3aCTOCYyBaHHS JIiIKapchKOTo 3aco0y B 1031
40 mr, mo0OivHi peakirili BUHMKAIOTh YaCTillle, HiXK MPU MEHIIHNX Ho3aX (ouB. po3min «[1o6iuHi peakirii»),
0CTaTOYHO TUTPYBATH 03y [0 MaKCUMaIbHOI 103U 40 MTI BapTo /ullle MallieHTaM i3 TAXKKOI0
rinepxoieCTEPUHEMIEI0 Ta BUCOKUM PU3UKOM CEPILEBO-CYAUHHUX IIOPYIIEHb (30KpeMa y XBOPUX i3
CIMENHOIO TillepXoJIeCTEPUHEMIEI0), Y AKUX He BOAI0CS OOCATTA MEeTHU JIIKyBaHHS IIPU 3aCTOCYyBaHHI
no3u 20 Mr i gKi mepeOyBaTUMYTh il PETYIAPHUM HariasagoM (OuB. po3min «Oco6auBoCTi
3acTocyBaHHs»). [1ig wac iHinianiii mpuitomy mikapcbkoro 3acoby B mo3i 40 M peKOMeHI0BaHUM
Harasq cIeliaicTiB.

ITpoginakmuka cepy,e8o-CyOUHHUX NOPYUWEHb

Y mocnimKeHHi 3HUKEHHS PU3UKY CepleBO-CyIUHHUX MOPYLIEeHb JTiKapChKui 3acib 3aCTOCOBYBau y
ro3i 20 mMr Ha f00y (muB. po3pin «PapMakoguHaMiKa»).

ITauieHmu nimHb020 BIKY

PekoMeHgoBaHa IMoYaTKOBa 403a OJ1s Malli€HTiB BikoM > 70 POKiB CTAHOBUTH 5* MT (IUB. PO3Mis
«0Oco0IMBOCTI 3aCTOCYBaHHS»). [HIlIa KOPEKIIisl 403U 3 OTISIAY Ha BiK He OTpiOHa.

*Qckinpku TabneTKa He OiMUThCS, Y BUAAKY TPU3HaYeHHs perapaTy B 103i MeHIe 10 Mr cItif 3aCTOCOBYBaTH
IIpeniapaTH PO3yBaCTaTUHY 3 MOXKIIUBICTIO TAKOT'O HO3YBaHHS.

ITauieHmu 3 HUPKOBOIO HEAoCMamHicmio
[TamieHTaM i3 nerkumu abo MOMipHUMH MOPYIIEHHIMH QYHKIII HUPOK KOPEKIIis 1031 He MOTPiOHa.

PekxoMeHgoBaHa IMOYaTKOBa 403a OJ1S MALi€EHTIB i3 MOMiIpHUMU MOPYIIEHHIMU QYHKII1 HUPOK
(kmipeHC KpeaTUHiIHY < 60 MJI/XB) CTAaHOBUTE 5* MT.



*Qckinbku TabnmeTKa He OiMUThCS, Y BUMAAKy TPU3HaYeHHs MperapaTy B 103i MeHIne 10 Mr cItif 3aCTOCOBYBaTH
IpernapaTd PO3yBacTaTUHY 3 MOXJIUBICTIO TAKOTO JO3yBaHHS.

Io3a 40 mMr nmpoTUIOKa3aHa MallieHTaM i3 IOMIpHUMY IOPYIIEeHHAMHU QYHKIIl HUPOK. 3aCTOCYBaHHS
NiKapchKOoro 3acoby O3ayekc’ malieHTaM i3 TAKKMMH HOPYIIEeHHSAMY QYHKIII HUPOK MPOTUIIOKA3aHO
y Oymb-gKuX mo3ax (ouB. po3minu «PapMakoKiHeTHKa» Ta «[IpoTUIIOKa3aHHS»).

ITauieHmu 3 nopyweHHAMU PYHKUiIl NevyiHKU

Y nauieHTiB i3 mopymeHHsIMy QYHKIII MedinKy, 110 oliHoBanucs y 7 abo MeHe 6asiB 3a IIKaIo0
Yaitnpma-I1't0, migBUIlleHHS CUCTEMHOI eKCII03HIlii po3yBacTaTHHY He criocTepiranocs. OgHak B ocib i3
nopyiieHHAMY ¥ 8 Ta 9 O6aniB 3a mkanoo Yainma-I1'to cucTeMHa eKCIIO3UIIis 3pocTaia (OuB. PO3Min
«PapMaKOKiHETHKa»). Y TaKUX MalLi€HTiB JOUIIbHOIO € OLiHKA (PYHKIII HUPOK (OUB. PO3Min
«OcobnmuBoCTi 3acToCyBaHHS»). [JOCBil 3aCTOCYBaHHS TiKapChKOTO 3aco0y nallieHTaM, sKi Habpanu
Ginbine 9 Ganis 3a mkanow Yainma-I1'to, BigcyTHil. Jlikapcekui 3aci6 O3anekc® IpoTUIOKa3aHIi
IalieHTaM i3 aKTUBHUMHU 3aXBOPIOBAHHSIMHU IEYiHKM (IUB. Po3gin «IIpoTUIIOKAa3aHHS»).

Pacoea HaaedxcHicmb

Y narieHTiB MOHTOJIOIIHOI pacy CIIOCTepiranacs migBuilleHa CUCTEMHA €KCIIO3UIIisT JTIKapChKOTO
3aco0y (muB. po3minu «®apMaKoKiHeTHKa», «[IpoTunokasanHs» Ta «OCcoBIUBOCTI 3aCTOCYBAHHS»).
PekxoMeHgoBaHa MoYaTKOBa 403a OJIS MalliEHTIB MOHTOJIOITHOL Pacy CTaHOBUTH 5 MT; mo3a 40 mMr
TaKWM Tal[iEHTaM IIPOTHIIOKa3aHa.

I'enemuyHull noaimopgpiam

[TeBHi TUIN TEHETUYHOTO MOIIMOP(PI3MYy MOKYTh IPU3BOOUTHU [0 MigBUIIEHHS €KCIO3UIIil
po3yBacTaTUHY (OuB. po3ain «PapMakokiHeTuKa»). [TalieHTaM i3 BifOMOIO HasBHICTIO TAKWX TUIIIB
noiMopdi3My peKOMeHIy€EThCS 3aCTOCOBYBATH MEHIIy HOGOBY HO3Y JiKapchKoro 3acoby O3amekc’.

ITauieHmu 3i cxusnvHicmio 0o po3sumky mionamii

PexomeH0BaHa mOYaTKOBa [03a OJ15 MAI€HTIB i3 (haKTOpaMu pU3UKY PO3BUTKY MiONaTil CTAHOBUTH
5* Mr (guB. po3min «OcoGIUBOCTI 3aCTOCYBAHHS»).

*Qckinpku TabneTKa He OiMUThCS, Y BUMA[KY TPU3HaYeHHs perapaTy B 103i MeHIe 10 Mr cItif 3aCTOCOBYBaTH
IIpenapaTH PO3yBaCTaTUHY 3 MOXKIIUBICTIO TAKOT'O HO3YBaHHS.

Io3a 40 Mr mpoTHUIIOKa3aHa OesSKUM i3 TaKMX MallieHTiB (AUB. po3min «[IpoTunokasaHHI»).
CynymHe 3acmocy8aHHA

Po3yBacTatuH € cyOCTpaTOM Pi3HUX TpaHCHOPTHUX Oinkis (Hanmpukiam, OATP1B1 ta BCRP). Pusuk
Mmiomartii (y ToMmy uucii pabmomionidy) 3pocTae mpu CyIyTHbOMY 3aCTOCYBaHHI JTiKapChKOT0 3aco0y
Ozasnekc® i3 meBHUMHU JiKapChKUMU 3aco0aMu, 110 MOXKYTh IiIBUILITyBaTH KOHIIEHTPAIIif0
pO3yBacTaTHHY ¥ IIJIa3Mi KpOBi BHACIIZOK B3a€MO{il 3 IIMMU TPAHCIIOPTHUMHU OinKaMH (HalpUKag,
IIMKJIOCIIOPUMHOM Ta IIeBHUMU iHTibiTOpaMu NpoTeasy, B TOMY YUCJIi KOMOiHAIliIMU PUTOHABIPY 3
aTa3aHaBipoM, JTomiHaBipoM Ta/abo TUIpaHaBipoM; OAUB. po3minu «OcoOIMBOCTI 3aCTOCYBAHHSI» Ta
«B3aeMopmis 3 iHIMMMH JTiKapChKUMHK 3ac00aMMu Ta iHIIi BUOKM B3aeMOfin»). IT0 MOXKIUBOCTI, CITif



PO3TISHYTU 3aCTOCYBaHHS aJlbTepPHATUBHUX JIIKAPCHKUX 3ac00iB Ta y pa3i He0OXiAHOCTI THMYacOBO
TepepBaTy Tepario JiKapchkuM 3aco6om O3anexc”. JKINo CyIyTHLOTO 3aCTOCYBAHHS IUX
NiKapChKKX 3ac00iB i3 NiKapchkuM 3aco60M O3anekcoM” YHUKHYTH HEMOXKIIMBO, IOTPIGHO peTebHO
3BaKUTU KOPUCTH Ta PU3UK Bill CYIyTHLOTO 3aCTOCYBAaHHS Ta BiANIOBIIHUM YHMHOM BiIKOpEryBaTH
03y JiKapchKOro 3acoby Osanekc” (uB. po3fin «B3aeMofia 3 iHIIMMHY TiKapCHKAMH 3aC06aMH Ta
iHIIT BUOM B3aEMOIIN»).

Himu.
3acToCcyBaHHS JTIKapChKOT0 3aco0y HiTSM Ma€ IMIPOBOIUTH JIUIIE CIIeIliaicT.

Hity Ta migmiTky BikoM Bif 6 1o 17 pokis (ctamis Tanuepa ° II-V).

['eTepO3UTOTHA CiMelHa TimepxolecTepruHeMis

3BuYaliHa II0YaTKOBa M000Ba mo3a OIS [iTel Ta MiIIiTKiB i3 reTep0o3UroTHOI0 CiMENHOI0
rinepxonecTepuHeMi€l0 CTaHOBUTD 5* MT Ha 00y .

*Qckinbku TabnmeTKa He OiTAThCS, Y BUMAAKy IPU3HaYeHHs MMperapaTy B 103i MeHIne 10 Mr cItif 3aCTOCOBYBaTH
IpenapaTd PO3yBaCcTaTUHY 3 MOXKJIUBICTIO TAKOTO TO3yBaHHS.

. 3BMYaiiHa [03a OJId OiTed BIKOM Bif 6 0 9 pOKiB i3 reTepo3uUroTHOI CIMENHO0
rinepxonecTepuHeMie€l0 CTaHOBUTE Bif 5 Mr go 10 Mr nmepopanbHo 1 pa3 Ha mo6y. be3neka Ta
e(eKTUBHICTb 3aCTOCYBaHHS JTiIKapChKOTO 3aco0y y mo3ax Ginbire 10 Mr y 1iit momymnsiti He
OOCIIiAKYBaJIUCS.

. 3BUYarHa f03a [ giTer BikoM Bim 10 go 17 pokiB i3 reTepO3UTOTHOIO CIMEMHOIO
rinepxonecTepuHeMiel0 CTaHOBUTE Bif 5 Mr go 20 Mr nepopanbHo 1 pa3 Ha mo6y. be3neka Ta
e(heKTHUBHICTh 3aCTOCYBaHHS JIiKapChKoro 3acoly B go3ax Oinbire 20 Mr y Iifl monymsLil He
IOCTiAKyBaIuCs.

[TipBumyBaTH gO3Y CIif BigMOBIIHO [0 iHAMBIAyanbHOI BiANOBiAl AUTUHY Ha JIIKyBaHHS Ta
IIePEeHOCUMOCTi JTiIKapChKOTO 3ac0o0y, JOTPUMYIOUYKNCH PeKOMEHAIliH 1010 TiKyBaHHS HOiTel (IuB.
po3min «Oco6auBOCTi 3aCTOCYBaHHS»). [lepen moyaTKOM Teparii po3yBaCTaTUHOM [HiTSAM Ta MifgIiTKam
NOTPiOHO MPU3HAYKUTU CTAHOAPTHY Till0X0JIeCTePUHEMIYHY [i€Ty, SIKOI MAIliEHTH MalOTh
OOTPUMYBATUCH 1 IPOTATOM JIIKYBaHHS.

['oM03UTOTHA CiMelHa TilepxX0neCcTepUHEeMIs

PekomeHnnoBaHa MakcHUMallbHa [03a OJId OiTed BIKOM Bif 6 70 17 POKIiB i3 TOMO3UTOTHOIO CiMENHOIO
rinepxonectepuHeMieio ctaHoBuTh 20 Mr 1 pa3s Ha o0y .

PekoMeH[I0BaHa [TOYATKOBA 403a CTAHOBUTL Bif 5 Mr 1o 10 Mr 1 pa3 Ha moby 3ayexkHo Bif BiKy, Macu
TiJla Ta MOMepPegHbOr0 3aCTOCYBaHHS CTaTHHIB. [TigBuIyBaTH [0 MakKCUManbHO1 103U 20 Mr 1 pa3 Ha
no0y cIIif BigmoBimHO MO iHAMBiAyanbHOI BiAMOBIAl AUTUHY Ha JIIKyBaHHS Ta IePeHOCUMOCTI
pemnapary, JOTPUMYIOUYKUCh peKOMeH allil o0 TiKyBaHHS AiTel (uB. po3min «OcobauBOCTi
3acTocyBaHHS»). [lepen moYyaTKOM Tepatil po3yBaCTaTUHOM [iTIM Ta MifAJiTKaM CJIiff IPU3HAUYUTH
CTaHOapTHY TiN0X0JeCTEPUHEMIUHY AI€TY, IKOl NalieHTH Mal0Th HOTPUMYBATHUCS i IPOTATOM
JIIKyBaHHS.



IocBin mikyBaHHS ITi€l monynsLii y mo3ax Oinbire 20 Mr oOMeKeHU .
Tabnerku 1o 40 Mr He 3aCTOCOBYIOTh IiTSM.

ITiTk BiKOM 10 6 POKiB

Beamneka Ta e(peKTUBHICTh 3aCTOCYBaHHS JTIKAPCHKOT0 3aC00y AiTSM BiKOM /10 6 POKiB HE BUBYAJIUCH.
TakuM 4MHOM, JTiIKapChKHUM 3aCi0 Ozasnekc® He PEKOMEHAYETLCA 3aCTOCOBYBATHU HiTAM BIKOM [0
6 pOKiB.

Ilepedo3yeanHsi.

Crneuudiunoro nikyBaHHS Ilepefo3yBaHHSI HeMa€. Y pa3i nepeno3yBaHHS Malli€HTa CIIif JTiKyBaTH
CUMIITOMaTUYHO Ta y pa3i HeoOXigHOCTI BXKUTHU MiATpUMY0UUX 3axofiB. [T0TpibHO KOHTPOIIOBATH
¢byskil nevinky Ta piBeHb KK. EdQekTuBHICTE reMopianisy MajioiMoBipHa.

ITob6iyHi peakuii.

KaTeropis 4acToTu BU3HAYaA€ETHCS TAKUM YMHOM: OyXke 4acTo (= 1/10); gacto (= 1/100 - < 1/10);
HeyacTo (= 1/1000 - < 1/100); pigko (= 1/10000 - < 1/1000); gyxe pigko: (< 1/10000); wactora
HeBimoMa (HeMOXKJIMBO BCTAHOBUTH 3 HASIBHUX JAHUX).

3 60Ky kposi ma aimpamuyHoi cucmeMu: Pioko - TPOMOOIUTOIIEHis.
3 60Ky iMyHHOI cucmemu: PiOKo - peakilii rinepYyTNIUBOCTi, B TOMY YKCIIi aHTiOHEBPOTUYHMM HaOPSIK.

3 60Ky eHOOKPUHHOI cucmemu: 4acTo - IyKPOBHi fiaber .

ITcuxivyHi po3adu: YaCcTOTa HEBiloMa - Jempecis.

3 6oky Hepeoeoi cucmeMu: 4acTo - TOJIOBHUY 0ilb, 3aTITaMOPOYEHHS; OYKe PIIKO - MOTiHeBPOIaTis,
BTpaTa IlaM'siTi; YacToTa HeBifoMa - neprdepruyHa HEeBPOIaTis, po37agy CHy (B TOMY YXCIi O€3COHHSA
Ta Hi4Hi )Xaxu), MiaCTeHis rpasic.

3 60Ky opaaHis 30py.
HesBigomo: 04Ha MiaCTeHis.

3 boky OuxaabHOi cucmemu, opa2aHie 2py0HOI KAimKu ma cepedoCmiHHA: YaCTOTa HEeBioMa -
KallleJlb, 3aJUIIKa.

3 60Ky mpasHoi cucmeMu: 4acCTo - 3am0p, HygoTa, abmoMiHambHuM 6inb; PIOKO - MTAHKPEATHT;
YyacToTa HeBiZloMa - fiapes.

3 6oky 2enamobisiapHoi cucmemu: PiOKo - MOBUINEHHS PiBHS MEYiHKOBUX TPaHCaMiHa3; OyKe PiIKo
- JKOBTSIHUIIS, TETIATHUT.

3 6oky wkipu ma niOwKipHoi KAiMKOBUHU: HEYACTO - CBepOiXK, BUCHUIIAHHS, KPOIIMB'SHKA; YaCTOTa
HeBifmoMa - cuHapoM CriBeHca-[[2)KOHCOHA, MeIMKaMeHTO3Ha Peakllis 3 e03uHodiien Ta
cucteMHuMu nposiBamu (DRESS).



3 60Ky ckesemHoi MycKyaamypu ma cnoAy4YHOi MKAHUHU: YacTo - Mianris; pimko - miomaTis (y Tomy
yucii Mio3ut), pabgomioni3, BOBYaKOMOAIOHUHM CUHIPOM, PO3PUB M’sI3iB; OyKe PIOKO - apTparis;
YacTOTa HeBifloMa - IOPYIIeHHS 3 00Ky CyX0XKuJIb, iIHKOJIU YCKIIafHEeH] pO3pHUBaMH,
iMyHOOTIOCEpPEIKOBaHa HEKPOTU3Yl04a MiomnaTis.

3 60Ky HUPOK ma ce4osudinbHOI cucmeMu: OyxKe PiIKo - reMaTypis.

3 60Ky penpodyKkmueHoi cucmemu ma MOA0YHUX 3d/103: OyXKe PilKo - TiIHeKOMacCTis.

3azanbHi po3aadu ma cmaH Micysa 88e0eHHS: 4aCTO - aCTEHis; YaCTOTa HeBioMa - HaOpsK.

YacToTa 3ay1eKUTh Bif HAsIBHOCTI ()aKTOPiB PU3UKY (PiBeHB I/IFOKO3U HaTile = 5,6 MMomb/1, IMT >
30 Kr/M’, IiBUINeHNH PiBeHb TPUTIIILEPHAiB, apTepiaabHa TilepTeH3is B aHaMHe3i).

4K i mpu 3acTocyBaHHi iHmKX iHTi6iTOPiB 'MI-KOA, YacToTa mobOiYHUX peakIliii Ma€ TeHAEHIIi0
3anexaTy BiJl MO3H.

Bnaue Ha HUpKu

[Tporeinypis, BUsiBIeHa y pe3y/IbTaTi aHai3y 3a TeCT-CMyKKaMU Ta IlepeBaKHO KaHa/lblIeBOTI0
IIOXOOKEHHS, CIIoCTepiranacs y Malfi€HTiB, IKi 3aCTOCOBYBaJId pO3yBacTaTUH. 3MiHU BMICTY Oifka y
ceui Big Hyns abo crifiB mo 3HaueHHs abo Ginbiue criocTepiranucs y < 1 % malieHTiB nepioguydHo y
Ipotieci 3aCToCyBaHHS JiKapchKoro 3aco0y B go3ax 10 mr ta 20 Mr ta npubnusHo y 3 % - mpu fo3i
40 mr. HeBenuke 30inbllIeHHST YaCTOTH 3MiHU BMICTY Bif Hy/ns abo CifiB 0 3HaYEHHS
crocTepiranucs mpu gosi 20 mr. Y 6inbinocTi BUnagkiB npoTeiHypis 3MeHIITyBanacs abo 3HWKala
CIIOHTAHHO IIPY IIPOJOBXKEHHI Tepamil. 3a JaHNUMU KITiHIiYHUX [OCTIiIKEeHb Ta IOCTMapKEeTUHT OBUX
CIIOCTEpPEeXkKEeHb JOoTellep He BUSIBIEHO IPUYMHHO-HACTIIKOBOI0 3B’ 13Ky MiX IIPOTEIHYPi€I0 Ta
rocTpuM a0 IPOrpecyoyuM 3aXBOPIOBAHHSIM HUPOK.

Ha T71i 3acTocyBaHHS po3yBacTaTUHY Bil3HAYE€HO BUMAAKU reMaTypil, 3a JaHUMU KTiHIYHUX
[OCIIiXXeHb YacToTa 1l Mana.

Bnaue Ha CKe/semHy MycrKyaamypy

YpaxkeHHS CKeJIeTHOI MyCKy/IaTypH, Taki SIK Mianris, MionaTis (y TOMy YKCIIi MiO3UT), Ta 3pifKa
pabmomiosni3 i3 roCcTpoo HUPKOBOIO HENOCTaTHICTIO YU 6e3 Hel Oyiu 3adikcoBaHi Ipu 3aCTOCYBaHHI
Oymb-IKUX 003 PO3yBacTaTUHY, 0COOIMBO P Ao3ax > 20 Mr.

Y nanieHTiB, AKi IpuiiManu po3yBacTaTUH, CIOCTEPIraaocsa fo3o3anexkHe 3pocTtanHsd piBHA KK; y
OinbInocTi BUMagKiB siputile 0y10 cnabKuM, aCUMITOMAaTUYHUM Ta TUMYacoBUM. AKIro piBens KK
nigBuineHuy (> 5 pasis Buille BMH), nikyBaHHS cllig NpUNUHUATY (OUB. Po3ain «Ocob6nmuBOCTi
3aCTOCYBaHHS»).

Bnaue Ha neyiHky

4k i mpu 3actocyBaHHi iHmux inribitopie 'MI'-KoA-penykTasu, y HEBEIMKOI KiIbKOCTi MallieHTiB, SKi
IpuiManu po3yBacTaTHH, Bil3Hayanocs f0303anexkHe 30i/blIeHHS PiBHS TpaHCcaMiHas; y Oi/bInocTi
BUIIQIKiB sgBuUIIe Oyi0 c1abKuM, aCUMITOMAaTAYHUM Ta TUMYaCOBUM.

Ha T71i 3acTocyBaHHS OesKUX CTaTUHIB Bif3Hayanucs Taki moOidyHi peakilii: po3naj cTaTeBol QYHKII,



OKpeMi BUTIagKM iHTEPCTHUIiaIbHOI XBOPOOU JIereHb, 0COOIMBO IIpX TPHMBAJIOMY 3aCTOCYBaHHi (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

YacToTa noBifomMieHb IIpo pabmomiosi3, ceplio3Hi mopymeHHS 3 00Ky HUPOK Ta MeYiHKY (IIepeBaxkHO
TiABHUINEHHS aKTUBHOCTI MeYiHKOBUX TpaHCcaMiHa3) OilbIlla Py 3aCTOCYBaHHi JTiKapchKOro 3acoby B
no3i 40 mr.

Himu

[TipBuimeHHs piBHA KpeaTuHKiHa3u >10 pagis Buiie BMH Ta cumntomu 3 60Ky M’'A3iB micis
Gbi3znyHOro HaBaHTaxXeHHs abo0 migBuUIeHOl Gi3UUHOI aKTUBHOCTI CIIOCTepiraaucs Jacrime y 52-
THXKHEBOMY KJIIHIYHOMY AOCITifI?KEHH] 3a y4acTIO AiTel Ta MifJiTKiB MOPiBHSHO 3 JOPOCIUMH (OUB.
po3min «Ocob6uBOCTI 3aCTOCYBaHHS»), TPOTe Mpodinb Oe3meku po3yBacTaTHHY y [iTel Ta MiTiTKiB
OyB OMiOHUM [0 TAKOTO Y JOPOCIHX.

[ToBigoMIIeHHS PO Mimo3pIoBaHi mo6ivHi peakirii

[ToBimomnenHs mpo mobiuHi peakiril micns peecTpaitlii Tikapchkoro 3aco0y Ma€ Benvke 3HaYeHHs. Le
[la€ 3MOT'y IIPOBOAUTYA MOHITOPUHT CIIiBBiIHOIIEHHS KOPUCTH/PU3UK IIPUA 3aCTOCYBaHHI [IbOTO
JiKapchbKOro 3aco0y. MeguyHUM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpefCTaBHUKAM CJIif] IOBiJOMJISITH IIPO YCi BUMTAaAKU Mif03PI0BaHUX MOOIYHNX Peakllii Ta
BificyTHOCTi e(heKTHUBHOCTI JIiKapchKOT0 3aco0y yepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dhapMakoHarisAgy 3a MoCuIaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

2 POKH.

YMmoBH 30epiraHHsi.
30epiraTu npu Temnepartypi He Bute 25 °C.

30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

YnakosBka.
Tabnerku no 10 mr: o 14 tabnerok y 6mictepi. ITo 2 abo 6 6ricTepiB y KAPTOHHIN YIIaKOBIIi.

Tabnetku o 20 mr Ta o 40 mr: o 14 Tabnmetok y 6mictepi. [To 2 6ricTepu y KapTOHHIN YIIaKOBLI.

Kareropis Bigmycky.

3a pelemnToM.


https://aisf.dec.gov.ua/

BupoOHHK.

TOB «KYCYM ®APM» (mnst molyBanHs 10 mr, 20 mr, 40 mr).

Micue3HaxoKeHHsI BHPOOHHKA Ta ajipeca MicClsi IpoBaIXKeHHs MOro Iis/IbHOCTI.

40020, Ykpaina, Cymchka ob6nacts, M. Cymu, Byn. CkpsibiHa, 54.

abo

BupOOHHK.

TOB «['JIEO®APM JITH» (ansa go3yBanHsg 10 mr, 20 mr).

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCllsi IPOBaXKeHHS HOro Jis/IbHOCTI.

40020, Ykpaina, Cymceka o6macth, M. Cymu, Bys. [JaBumoBChKOTO I'puropis, 54.



