Ckian

Oitoua peuosuHa: rosuvastatin;

1 TabrmeTka MicTUTh polyBacTtaTuHy 10 Mr y BUrnsmdi po3yBacTtaTuHy Kanbilito 10,40 Mr
abo po3dyBactaTtuny 20 Mr y BUTISAi po3yBacTaTuHy Kainbilito 20,80 Mmr;

OONOMIJICHI pedyo8UHU: JTaKTO3a MOHOTiApaT, 1ejioio3a MiKpOKpHCTalidHa, Kalablliio
rigpodocdat, KpoCIoBimOH, MOBITOH, MarHii cteapart, onagpau II 85F poxesuii.

JIikapcbKa ¢opMma

TabneTKu, BKPHUTI IJIIBKOBOIO 000JIOHKOIO.

OcHoBHI (pi3uko-ximiuHi 81acmuesocmi: TabneTKu KPyriaol ¢opMu 3 IBOOITYKIIOHO
ITOBEPXHEI0, BKPUTI MITiIBKOBOIO 000JIOHKOIO POXKEBOT'0 KOJILOPY.

®dapMaKoTepalneBTHYHA rpymna

lnomininemiuHi 3aco0u.

[uribiTopu 'MI'-KoA-penykTa3u. PosyBactatun. Kog ATX C10A A07.
®dapMaKoJI0riuyHi BJIaCTHBOCTI

dapmakoOuHamika.

PosyBacTaTuH — 1ie CeJIEKTUBHUU Ta KOHKypeHTHUH iuriditop 'MI-KoA-penyKTasy,
(epMeHTy, 1110 BU3HAYA€E IMIBUOKICTh PeakKliil Ta IepeTBOPIOE 3-TigpoKcH-3-
METUITIyTapuiI KopepMeHT A y MeBaJIOHAT, ITONIepeqHUK X0necTepruHy. OCHOBHUM
MicIleM fil po3yBacTaTUHY € MeYiHKa: OpraH-MillleHb OJIsT 3MEeHIIeHHS PiBHA
XOJIECTEPUHY.

PosyBacTaTuH 30inbIIIyE KiTbKICTh PEIENITOPIB JIIMMOMPOTEINiB HU3bKO] IIiJTbHOCTI
(JITTHIIT) Ha rmoBepXxHi KIIiTUH MeYiHKH, TOCUIIOI0YHN 3aXO0MJIeHHS Ta KaTabomi3m
JITTHIII, Ta npurHiyye me4iHKOBUM CUHTE3 JIIMOIIPOTEIdiB Ay2Ke HU3bKO]1 IIiJIbHOCTI
(JITIIHIL), TakuM Y4WHOM 3MEHIIYIOYM 3arajabHy KiIbKiCcTh YacTuHOK JITIITHIII Ta
JITTHIII.

JlikapcbKu# 3acib 3HUKYE MiABUILIEeHUN piBeHb xonecTtepuny JITTHII (XC-JITTHIIL),
3arajpHOro xosjectepuny ta tpuriitepunis (TT) i migBuillye piBeHb XOJIE€CTEPUHY
JIinmonpoTeiniB BUCOKOI 1IiibHOCTI (XC-JITIBIIL). BiH Tak0K 3MEHIIIYE PiBEHD
aminomnpoTeiny B (anmoB), XC-uwe JITIBII, XC-JITIOHIL, TT-JITIOHII Ta migBuirye



piBeHb aninomnporteiny A-1(amoA-I), BinnoBigHi gaHi 3a3HadeHi y Tabmui 1.

JlikapcbKu# 3acib TakoxkK 3MeHIye cuiBBigHomenHss XC-JITTHII/XC-JITIBIII,
3aranbHum XC/XC-JITIBIII, XC-ue JITIBIII/XC-JITIBIII Ta crmiBBimHOIIEHHSI anoB/amoA-I.

BignmoBigps Ha mo3y y MAalli€EHTiB i3 MepBUHHOIO TrinepxonecTtepuHemieio tuny Ila ta I1b

(BipKOpHUTroBaHa CepeqHbOBIICOTKOBaA 3MiHa MOPIBHAHO 3 BUXiHHUM PiBHEM)

Tabmuns 1

Mosa N XC- 3araneHuu | XC- T XC- ATIoB amoA-
JITTHIIT | XC JITIBIIT He JITIBII I

ITnamne60|13 o 7 -5 3 e« 3 |-7 e 3 |0

5 ; e 45 e 33 13 e 35| 44 e 3814

10 17| e 52 e 36 14 e 10| 48 e 4214

20 ; 55 e 40 8 e 23| 51 * 465

40 18| 63 e 46 10 e 28| 60 e 540

TepaneBTUYHUMN €PEKT OOCATAETHCS IMIPOTATOM 1 THUKHSA MiCIsA HOYaTKy 3aCTOCYyBaHHSA
JlikapchbKoro 3aco0y, 90 % MakcuMaJibHOTO eheKTy - yepe3 2 TUXKHI. MakcuManbHUN
edeKT 3a3BUUaM JOCATAETHCS Yepe3 4 TUXKHI Ta TPHUBAE Hamalli.

dapmaKoKiHemuKa.
BcmokmyeaHHA

MaxkcuMarnibHa KOHIIEHTpAalliss pO3yBaCTaTUHY Y I1JIa3Mi KPOBI (Cmax) OOCATaETLCA
npuOIN3HO Yepe3 5 TOAWH ITiCIIsA TepopaibHOTO 3aCTOCyYBaHHSA. AOCOMIOTHA
0iogoCTyIHICTh CTAaHOBUTH pubIHU3HO 20 %.

Po3noodin



Po3yBacTaTuH 3HaYHOIO MipOI0 3aXOIMIIOETHCS MEYiHKOIO, iIKa € OCHOBHUM MiCIlleM
CUHTEe3y xoJjiecTepuHy Ta Kiipency XC-JITTHIII. O6’em po3nofiny po3yBacTaTUHY
cTaHOBUTH MpubMu3Ho 134 1. bnu3bko 90 % po3yBacTaTUHY 3B’SI3YETHCS 3 OiKaMu
IJIa3MM KPOBi, TepeBaxHO 3 aIbOyMiHOM.

Memaboaizm

Po3yBacTaTuH 3a3Ha€ He3HAYHOT0 MeTabomiamy (mpubnusso 10 %). [MochimxeHHs
MeTabos1i3My in vitro i3 BUKOPUCTAHHSIM I'elaTOIIUTIB JIIOOUHU CBigYaTh, 110
pO3yBacTaTUH € cjlabKuM cyOcTpaToM st MeTaboIi3My Ha OCHOBi (hbepMEHTIB
nuToxpoMmy P450. OcHoBHUM 3afigsHuM izopepmeHTOM € CYP2C9, memio MeHIILy pPOJib
BimirparoTs 2C19, 3A4 ta 2D6. OCHOBHUMHU BU3HaYeHUMHU MeTabomiTamMu € N-
OEeCMETUJIOBUM Ta TaKTOHOBUY MeTaboniTu. N-mecMmeTun-meTabomiT IpUubIn3HO Ha
50 % MeHIII aKTUBHUM, HiXK PO3yBaCcTaTHH, TaKTOHOBUM MeTabOJIiT BBAzKaETHCS
KJTiHiYHO HeaKTUBHUM. Ha po3yBacTtaTul npunagae 6inbire 90 % aKTUBHOCTI
IIMPKYI004oro inribitopa 'MI'-KoA-pengyKTa3u.

BugedeHHA

[MTpubnusuo 90 % mo3u po3yBacTaTUHY BUBOOUTHCS Y HE3MiHEHOMY CTaHi 3 KaJioM
(pa3oM BCMOKTaHa Ta HEBCMOKTaHa [Ail0Ya PeYOoBUHA), a pelliTa BUBOOUTHCH i3 cedelo.
[Tpubnu3Ho 5 % BUBOOUTHLCSA i3 ceyelo y He3aMiHeHoMy Burnsmi. ITepion
HalliBBUBEOEHHS i3 MJIa3MU KPOBi CTAHOBUTH NPUOIM3HO 19 roguH i He 30iNbITYETHCS
IpHu migBullleHH] no3u. CepenHe reoMeTpUYHE 3HaYEHHS KJIIPEHCY JIIKapChKOT 0
3aco0y i3 mna3Mu KpoBi cTaHOBUTH Mpubnau3Ho 50 n/rox (KoedillieHT Bapiatiii -

21,7 %). 4k i B pasi 3acTocyBaHH4 iHmux iHridiTopie I'MI-KoA-pegykTa3u, Ie4iHKOBe
3axO0MJIEHHS PO3yBacTaTUHY BilOyBa€eThCS 3 y4acTi0O MeEMOPAaHHOT O TPaHCIOPTEPa
OATP-C, sikui1 Bifjirpa€e BaKJIMBY POJIb y IIE€YiHKOBIM ejliMiHAallil po3yBaCTaTUHY.

JIiHITIHICMDb

CucTteMHa eKCII03UIlisi pO3yBaCTaTUHY 30ilbIIYETHCSA MPOIIOPIIIAHO OO0 A03U. [Ipu
6araTopa3oBOMY IIIOAEeHHOMY 3aCTOCyBaHHI mapaMeTpu (papMaKOKiHETUKHY He
3MIHIOIOTBCH.

Ocob.usi epynu nauieHmis

Bik ma cmamb

He cmoctepirasnocs KiiHiYHO 3Ha4yIIOT0 BILIUBY BiKy ab0 cTaTi Ha hapMaKOKiHETUKY
po3yBacTaTUHY y mopocinux. PapMaKOKiHETHKA PO3yBaCTaTUHY y AiTel Ta HifJIiTKiB i3
reTEepPO3UT0OTHOIO CiMEMHOIO0 TilepxonecTepuHeMieio Oyia momidbHoo A0
(bapMaKOKiHETUKM y DOPOCIUX HOOPOBOJIBIIB (OUB. PO3Tin «IliTu»).



Pacosa HanedcHicMb

[ocnigxkeHHS ¢papMaKOKiHETUKM BUSBUIIHU, IIO V IIAILliEHTIB MOHTOJIOITHOL pacu
(amoHIIIB, KUTAUIIIB, (PLIINITIHINB, B’€THAMIIIB Ta KOPEUI[iB) MediaHHI 3HaYeHHS ITIJIOIIi
Iig KpUBOIO «KOHIIeHTpalisg-dac» (AUC) Ta CmaX MpuOIN3HO BOBIYi BUII, HiXK y
IIpeACcTaBHUKIB €EBPOIIEOIAHO] pacyu; B iHOyCiB MefianHi 3HaueHHsI AUC Ta Cmax
migBuIieHi mpu6musHo B 1,3 pal3a. AHali3 monynsiiHol ¢papMaKOKiHETUKY HE BUSIBUB

KJIiHIYHO 3HAYYIOl Pi3HUII MiXK ITalliEHTaMM €BPOIIEOIOHOI Ta HETPOIAHOI pac.
ITopyweHHAa pYyHKUIT HUPOK

Y mocnimkeHHi 3a y4acTIO IalliEHTIB i3 Pi3HUM CTyIeHeM IOPYIIeHHs QYHKITiI HUPOK
3MiH I1JTa3MOBUX KOHIIEHTpAallii po3yBacTaTuHy abo N-gmecmeTusn-MmetabomiTy B 0cio 3i
c1abKo10 abo MOMipHOIO HEAOCTATHICTIO Bifl3HaUYeHO He OyJi0. Y Malli€eHTiB i3 TAXKKUMU
MOPYIIeHHSAMHU PYHKII1 HUPOK (KITipeHC KpeaTuHiHy < 30 MJI/XB) I1JTa3MOBIi
KOHIIeHTpallil po3yBacTaTuHy Oynu y 3 pa3u Buillli, a piBHi N-mecmeTtun-merabonity y 9
pas3iB BUIIIUMHU, HiXK y 300POBUX TOOPOBOJIBIIB. PiBHOBaXKHi I171a3MOBi KOHIIeHTPAITil
poO3yBacTaTUHY y MAlli€HTIB, AKi mepeOyBalOTh Ha reMofianisi, Oynau npubaInu3HOo Ha

50 % BUIIMMHU, HiK y 300POBUX HOOPOBOJIBIIIB.

INauienmu 3 neuiHKO080K HEAoCMAamHicmio

Y mailieHTiB i3 pi3HUM CTyIlleHeM I1e4iHKOBOI HEIOCTAaTHOCTI 3 6ajioM 7 Ta HUXKYE 3a
mkanow Yainpa-I1'1o He BUsiBieHO 30iIbIIIeHHS IePioay HaliBBUBEIEHH
po3yBacTaTuny. OOHaK y MalliEHTIB 3 OIiHKOIO 8 i 9 6aJriB 3a mKanowo Yannma-I1'1o
OyJi0 Bim3HA4YEeHO MTONOBXKEHHS IIePioay HaIlliBBUBEEHHS MPUOIM3HO y 2 pa3u
IIOPIBHSAHO 3 aHAJIOTIYHUM ITOKAa3HUKOM Y IALli€HTIB i3 HUXKYMMU [I0OKa3HUKaMU 3a
mkasow Yaunga-I1'10. [ocBig 3acTOCYBaHHS PO3yBAaCTaTUHY MHallieHTaM i3 6ajioM BHUIIe
9 3a mkasioo Yaunpga-I1'10 BigCyTHIN.

I'enemuy4Hutl noaimopgiam

Poznogin iuriditopis 'MI'-KoA-pegyKTasu, B TOMY YHMCJIi po3yBaCTaTUHY, BifOyBa€eThCSA
3 yuacTio TpaHcnopTHUX 0inkiB OATP1B1 Ta BCRP. ¥ nailieHTiB i3 reHeTUYHUM
nonimopgdizmom SLCO1B1 (OATP1B1) ta/abo ABCG2 (BCRP) icHy€e pu3UK IMiOBUIIEHO1
ekcno3uilil po3yBactatuHy (AUC). B okpemux Bunagkax nonimopdismy SLCO1B1
c.521CC ta ABCG2 c.421AA ekcno3ullisg po3yBacTaTUHY HifBUIlleHa IIOPIBHSIHO 3
regotunamMu SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CneniajibHe TeHOTUIYBaHHS Y
KJIiHiYHIiN IIpaKTUIli He mepenbdadeHe, ajie mallieHTaM i3 TaKuM I1ojIiMopdizmMoM
PEKOMEHOYEThCS 3aCTOCOBYBATU MEHIIy 0OOBY HO3Y JIiIKapChKOTO 3aco0y.

Himu



dapMakoKiHeTHYH] TapaMeTpu y giTeu BikoM Bifg 10 go 17 pokKiB i3 reTepoO3UrOTHO
CiIMEHNHOIO TilIepXxoJIeCTEPUHEMIEIO TOBHICTIO HE BU3Ha4YeHi. HeBennke OOCTiaKeHHS
dbapmakokiHeTuku po3lyBacTtaTuHy (y ¢dopmi TabieTok) 3a yuacTi 18 nailieHTiB
OUTSYO0TO0 BiKy mokasaio, mo AUC mikapchKoro 3aco0y y giteit momioua go AUC y
OOPOCIIUX IalieHTiB. TaKOXK pe3yJbTaTU CBiAYAaTh, 110 3HAYHUX BIAXUJIEHb
IIPOMIOPLINHO HO03aM He OYiKYEThCH.

IToka3aHHA

JIikysaHHA 2inepxosiecmepuHemii

IHopocnum Ta giTaM BikoM Bifm 10 poKiB i3 IEPBUHHOIO TillepPX0OIeCTEPUHEMIEIO (TUT
IIa, B TOMYy 4HCIIi i3 TeTEPO3UTOTHOIO CiMEMHOIO TirepxonecTepuHeMieio) abo
3MimmaHoio gucainigeMmieio (tum IIb) SK DOIOBHEHHS OO0 Oi€TH, KOMW OOTPUMAaHHS Oi€TU
Ta 3aCTOCYBAHHS iHIINX HEMeINKaMeHTO3HUX 3ac0o0iB (Hanmpukian, GisnyHuX BIpas,
3HUIKEHHS MacCH Tijla) € HeJOCTaTHIM.

[Tpu roMO3UTOTHIM CiMelHil rinmepxoiecTepuHeMil IK DOIIOBHEHHS [0 Oi€THU Ta iHIIUX
JIMimo3HUKYBalbHUX 3ac00iB NiKyBaHHSA (Hampukiaz, adepes3 JITTHII) abo y pasi,
KOJIU TaKe JIiIKyBaHHS € HEJOPEYHHUM.

ITpoginakmuka cepueso-CyOUHHUX NOPYWeHb

3anobiraHHs 3HaYHUM CEPLIEBO-CYIUHHUM IIOPYIIEHHSM y Nalli€HTiB, SKUM 3arpoiKye€
BHCOKUU PU3UK MEPIIOTr0 BUNAOKY CEPLIEBO-CYOUHHOTO IOPYIIEHHS, SIK JOIIOBHEHHS
OO0 KOPEeKIlil iHmuX (pakKToOpiB PU3HUKY.

HpOTHHOKaBaHHH

e l'imepuyTnuBicTh mO po3yBacTaTuHy ab0 A0 OyOb-IKMX iHIITUX KOMIIOHEHTIB
JIiIKapChbKOT0 3aco0y;

e 3aXBOPIOBaAHHS IEeYiHKM B aKTUBHIN (a3i, cepen IKUX CTiliKe ODigBUIIIEHHS
CHUPOBaTKOBUX TpPaHCaMiHa3 HEBIOMOI eTionoril Ta Oyab-AKe IMiOgBUIIEeHHS
TpaHCcaMiHa3 y CUPOBATIIi, 110 Y 3 pa3u HepeBUIIYE BEPXHIO MeXKYy HOPMU;

e TSIJKKI IOpPyLIEeHHS (QYHKIIl HUPOK (KiIipeHC KpeaTuHiny < 30 MJI/XB);

e MiomaTis;

e OHOYACHE 3aCTOCYBAHHS 3 LIMKJIOCIIOPUHOM;

e TIepiof BariTHOCTI abo romyBaHHS rpyanio. JIikapcbKul 3acid mpoTUIIOKa3aHUM
XKiHKaM penpoOyKTUBHOTO BiKYy, sIKi He 3aCTOCOBYIOTh HaJIeXKHi 3acobu
KOHTpAaUeIIIil.

IHo3a 40 Mr mpoTUIIOKAa3aHa IalliEHTaM 3i CXUJIBHICTIO Mo MiomaTii/pabmomionizy. 1o
(bakTOPiB PU3UKY MOXKYTh HaleKaTH:



e IOPYyLIEHHS (PYHKIIl HUPOK IIOMIpPHOI TAXKKOCTI (KJIipeHC KpeaTuHiHy < 60 MII/XB);

e TIIOTHUPEO3;

e HASIBHICTH B iHAMBIOyaIbHOMY ab0 CiMeMHOMY aHaMHe3i CIagKOBUX M’ I30BUX
3aXBOPIOBaHb;

e HASIBHICTh B aHaMHe31 MiOTOKCUYHOCTI, CIIPUYUHEHOI 3aCTOCYBaHHSIM iHIITHX
inribiTopiB 'MI'-KoA-penykTa3u abo ¢pibpaTamu;

e 3JI0BXKUBAHHSA aJIKOr0JieM;

e CHUTYyallil, II0 MOXKYTb IPU3BECTU OO0 MiABUIIEHHS KOHIIEHTPAIll pO3yBaCTaTUHY Y
1y1a3Mi KpoBi;

e IIPMHAJIEXKHICTh MAIli€HTIB 10 MOHTOJIOITHOI Pacy;

e CyIyTHE 3aCTOCyBaHHS (iOpaTiB (ouB. po3finu «B3aemMopis 3 iHIIIUMU
JIiIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3a€MOiti», «OcoOmuBOCTI
3aCTOCYBaHHS»).

B3aemonisi 3 iHONIMMH JTiKapChbKHMH 3aC00aMHu

Bnaus cynymHix siKkapcvkux 3acobis Ha po3ysacmamuH

IH2i6imopu mpaHcnopmHux 6isiKis

PosyBacTaTuH € cyOCcTpaTOM ISl AesIKUX TPAaHCIOPTHUX OiNKiB, Y TOMY YHCITi
MeYiHKOBOro TpaHcropTepa 3axormeHHss OATP1B1 Ta edmioKcHOro TpaHCIOpTEPa
BCRP. OgHOoYacHe 3aCTOCyBaHHS JIiKapChKOro 3aco0y 3 mperapaTaMu, 110
MMPUTHIYYIOTH IIi TPAHCIOPTHI OiIKM, MOKe IPU3BOOUTH OO0 IMiABUILEHHS KOHIIEHTPAallil
poO3yBacTaTUHY Yy IJIa3Mi KPOBi Ta 30ilIbIlIeHHSA PU3UKY MiomaTil (IUB. po3dinu
«B3aemogist 3 iHIMMMU TiKapChbKUMHU 3aco0aMu Ta iHII BUOU B3a€EMOMIN>»,
«Ocob6MBOCTI 3acTOCYyBaHHA», «Criocib6 3acToCcyBaHHS Ta A03U», OUB. Tabmuirio 2).

IHukaocnopuH

Y nepion cynyTHBOTO 3acTocyBaHHSA 3HaueHHI AUC po3yBacTtaTuHy Oynu B
cepegHbOMY IMPUOIU3HO y 7 pa3iB BUIIMMM, HiXK Ti, IKi CliocTepiraaucs y 3IO0pOBUX
mobpoBonbIliB (quB. Tabnuio 2). JlikapchkKui 3aci® MPOTUIIOKA3aHUM MMalliEHTaM, SKi
OJHOYaCHO 3aCTOCOBYIOTH LIUKJIOCIIOPUH (OUB. PO34in «[IpoTUIOKa3aHHI»).
OpgHoYacHe 3aCTOCYBaHHS He BIIJIMBAJIO Ha KOHIIEHTPALI0 LIUKJIOCIIOPUHY V IJla3Mi
KPOBI.

IH2ibimopu npomeasu

XoYa TOYHHM MexaHi3M B3a€MOZil HEBiMOMUM, CYIyTHE 3aCTOCYBaHHS iHTi0OiTOPiB
ImpoTea3u Moxke 3HauHOo migBuinyBaTu AUC po3yBacTaTuny (auB. Tabmuilo 2).
Hanpukmnapg, y mociigxeHHi ¢apMaKOKiHETUKN OJHOYaCHe 3aCTOCyBaHHA 10 Mr
pO3yBacTaTUHY Ta KOMOIHOBAHOTI'O JIiIKapChKOTro 3aco0y, 1110 MiCTUB ABa iHTibiTOpPU



nmpoTtea3u (300 mr aTtazaHaBipy/100 Mr pUTOHABIPY), ¥ 3MOPOBUX JOOPOBOIIBIIIB
cynposBoazxyBasnocs migsuiieHHaM AUC ta Cmax po3yBacTaTuHy npubnu3Ho B 3 Ta 7
pa3siB BinnmoBigHO. OmHOYACHE 3aCTOCYBaHHS JIIKapChKOTr0 3aco0y Ta AesiKUX
KoMOiHaIi¥ iHTi6iTOPiB IMpOoTEea3u MOKIIUBE ITiCJIA peTeJIbHOTO 0OMipKyBaHHS KOPEKIIil
OO3U JIiKapChKOT0 3aco0y, 3BaKalo4yM Ha o4dikKyBaHe 3pocTaHHs AUC po3yBacTaTUHY
(muB. po3minu «B3aeMomis 3 iHIIUMHY JTIKAPChKUMH 3aco0aMu Ta iHII BUON
B3aemopii», «OcoBGIMBOCTI 3acTOCYyBaHHS», «CI10Ci6 3aCTOCYyBaHHS Ta OJO3U», MUB.
Taobmnuio 2).

I'em@ibpo3us ma iHwi nini003HUMCYBANbHI 3acobu

OpmHoO4YacHe 3aCTOCYBaHHS PO3yBaCTaTUHY Ta reM@iOpO3uIy IPU3BOOUIIO [0
3poctanHga AUC Ta Cmax po3yBacTaTUHYy B 2 pa3u (OuB. po3ain «OcoOmuBoCTi
3aCTOCYBaHHS»).

3rigHO 3 JaHWMU CIielliaJIbHUX OOCHimXKeHb, (hapMaKOKIiHETUYHO 3HAYYIII0l B3aEMOZI] 3
dbenodibpaToM He OUIKY€ETHCSI, OMHAK MOXKJIMBa (papMaKogUHaMiuHa B3a€EMO/Iisl.
I'em¢ibpo3un, penodidbpar, inmri ¢pidpatu ( = 1 r/moby) 36iNbITYIOTh PU3UK MiomaTil
IIPY CYIIyTHBOMY 3aCTOCyBaHHi 3 iHribiTopamu ['MTI'-KoA-pengykTa3u. [1o3a 40 mr
IpoTUNOKa3aHa Ipu CyIyTHOMY 3aCTOCyBaHHi ¢ibpaTiB (DUB. po3minu
«ITpoTunokasanHsa» Ta «OcoOIMBOCTI 3aCTOCyBaHHsI»). TaKUM IalliEHTaM TaKOXX CITifI
PO3IMOYHHATHU Teparllio 3 JO3U 5 MT.

Ezemumi6b

OnmHOYacHe 3aCTOCyBaHHS Ipenaparty B mo3i 10 Mr Tta e3etumiby 10 Mr mailieHTaMu 3
rinmepxonecrtepuHeMieio mpu3Boauio ao 3poctaHHsa AUC po3yBacTtaTuHy B 1,2 pasa
(muB. Tabnuino 2). He MoXHa BUKIIOYaTH (papMaKOOMHAMIUYHOI B3a€EMOIil Mixk
PO3yBAaCTaTUHOM Ta €3eTUMiOOM, IIT0 MOXKe ITPU3BECTH [0 HeOaxKaHUX SBUII (OUB.
po3min «OcobIMBOCTI 3aCTOCYBAaHHS»).

AHmauuodHi npenapamu

OpHO4YacHe 3aCTOCyBaHHS pPO3yBaCTaTUHY i3 CyCHEH3i€10 aHTAaUOHOI'O JIIKapChKOT O
3aco0y, 110 MiCTUTh FiAPOKCHU[ aJllOMiHiI0 ab0 MarHiio, 3HNXKY€E KOHIIEHTpPAIlilo
po3yBacTaTUHY y nna3Mi KpoBi Ha 50 %. Lle#r edpeKT MeHIII BUpaxkKeHHU! y pa3i
3aCTOCYBaHHS aHTAUMOHUX 3aco06iB uepe3 2 rOOWHU ITiC/Is 3aCTOCYBaHHS
po3yBacTtaTtuHy. KiIiHIYHY 3HAYyLIiCTh IIi€l B3aEMO[il He BUBYAJIN.

EpumpomiuuH

OmHOYacHe 3aCTOCyBaHHS JIiIKapChKOT0 3aco0y Ta epuTpoMiliuHy 3HUKyBajsio AUC
po3yBacTtaTtuHy Ha 20 %, a Cmax - Ha 30 %. 11 B3aeMomia Moxke OyTH CIIpUYUHEHa
IIOCHUJIEHOIO ITEPUCTAIbTUKOIO KMIII€YHUKY BHACIIIJOK [il EpUTPOMIIIUHY.



®epmeHmu yumoxpomy P450

PesynbTaTu OociigXKeHb in vitro Ta in vivo cBiguaTh, 1110 JIiKapChbKuUM 3acib He iHTiOyeE i
He CTUMYJIIO€E i3odpepMmenTH 1mutoxpomy P450. OKpim 11bOT0, pO3yBaCTaTUH € CIaOKUM
cybcTpatoMm 11ux i3odepmeHTiB. ToMy B3aeMofil 3 TikapChbKUMU 3aco0aMu B pe3yIbTaTi
MeTaboni3Mmy, ormocepegkoBanoro P450, He odikyeThcsi. He cmmocTepiranocst KiIiHi4HO
3HAUYYIINX B3aEMOIiN MiXK po3yBacTaTHHOM Ta (piykoHa3onoM (inridiTopom CYP2C9
ta CYP3A4) a60 keTokoHa3oyioM (iHri6iTopom CYP2A6 tTa CYP3A4).

B3aemo0ii, w,o sumazarombs Kopekuii 003U po3ys8acmamuHy

Y pa3si HeoOXigHOCTi 3aCTOCYBaHHS PO3yBaCTaTUHY 3 iHIIUMU JTiIKAPChKUMHU 3acobaMu,
3pmaTHUMHU migBuinyBaTu AUC po3yBacTaTUHY, 003y JIIKAPChKOT0 3ac0o0y ITOTPiOHO
ckopuryBaTu. AKimio odikyetbes, 1m0 AUC po3yBacTaTUHY 3pOCTe IPUOIKU3HO B 2 ab0o
Oinbliile pa3iB, 3aCTOCYBaHHS CJIif] MOYMHATHU 3 03U 5 MI' 1 pa3 Ha mobOy. MakcuManbHy
moOOoBy O3y PO3YBACTATHUHY CJIi CKOPUTYBATH TaKUM YHMHOM, 11100 ouikyBaHa AUC
po3yBacTaTuHy He nepesulllyBasia AUC, 110 Big3Ha4yaeThCA IPU Npumomi nosu 40
Mr/mo0y 6e3 3aCTOoCyBaHHS IIpenapariB, 10 B3aEMOIIOThH i3 JTiKapChbKHUM 3CacoboM;
HaIpuKJaf, IpU 3aCTOCyBaHHI 3 reMdpiOpo3mnIOoM fJ03a PO3yBacTaTUHY CTAHOBUTUME
20 Mr (36inbiIeHHST eKcro3uliii B 1,9 pas3a), Ipu 3aCTOCyBaHHI 3 KoMOiHalli€o
putoHaBip/aTalzaHaBip - 10 mr (36inbirenHs B 3,1 pasa).

Bronus cymnyTHIX miKapchbKuX 3aco0iB Ha €KCIT03UIlil0 PO3yYBAaCTAaTUHY

(AUC; B mOopsAOKYy 3MEHIIEHHS BEJINYNHN)

Tabnuisa 2
PexxuM go3yBaHHS JTiKapChbKOro 3acoly, |Pexum mo3yBaHHS 3minu AUC
III0 B3a€EMOJIE 3 pO3yBaCTaTUHOM po3yBacTaTUHY po3yBacTaTuHy*

LukmocmopuH Big 75 Mr aBiui Ha gody |10 Mr omguH pa3 Ha

.. . : . T 7,1 pasa
mo 200 mr gBiui Ha moOy, 6 MicsaliB no0Oy, 10 oHiB
Peropadenio 160 mr ogun pa3 Ha goOy, |5 MT, ogHOpa30Ba
. T 3,8 paza
14 guiB mosa
ATtazanaBip 300 mr/putoHasip 100 mr 10 Mr, ogHOpPa30Ba
T 3,1 pasa

oOuH pa3 Ha Oo0y, 8 mHiB mo3a




10 mMr, ogHOpPa30Ba

Benmnaracsip 100 Mr oguH pa3 Ha mo0y 1033 2,7 pa3sa
OwmbiTacsip 25 mr/napuTtanpesip 150 mr/
putoHasip 100 Mr oguH pa3 Ha D M, O/IHOPa30Ba 2,6 pasa
moOy/maca0byBip 400 mr aBigi Ha moOy, 14 fiosa
IHIiB
I'pazomnpesip 200 mr/enbacBip 50 Mr 10 Mr, ogHOpPa30Ba 7 3 pasa
onuH pa3 Ha noOy, 11 guis mo3a 2 P
I'nmekamnpesBip 400 mr/mi6penTacBip 120 |5 Mr oguH pas Ha 2 2 pasa
MT" OOMH pa3 Ha no0y, 7 OHiB no0y, 7 mHiB 4P
Jloninasip 400 Mmr/putoHaBip 100 mr 20 Mr oguH pa3 Ha 21
,1 paza
nBiui Ha moOy, 17 mHiB noby, 7 nHiB P
Knonigorpens 300 Mr, moTiMm 75 Mr 20 Mr, ogHOpPa30Ba 2 pas
u
yepes 24 TOOUHU mo3sa P
IF'emdidbpo3un 600 Mr aBiui Ha goOy, 7 80 Mr, ogHOpPa3oBa
. 1,9 paza
AH1B 0o3a
Entpombormak 75 Mr oguH pa3 Ha gody, |10 Mr, ogHOpas3oBa
. 1,6 paza
5 mHIB mo3sa
HapyHasip 600 mr/putonasip 100 Mr 10 Mr oguH pa3 Ha 1 5 pasa
nBiui Ha moOy, 7 OHIB moby, 7 nHiB P
Tunpanaip 500 mr/putonaBip 200 mr |10 Mr, ogHOpPa30Ba 1 4 pasa
OBigi Ha moOy, 11 mHIiB mo3a =P
Iponemapon 400 Mr nBiui Ha mOOY Hesimomo 1,4 paza




ITpakoHaszosn 200 Mr oguH pa3 Ha [o0y,

10 mMr, ogHOpPa30Ba

OJ03a

. T 1,4 paza **
5 OHiB mo3a
E3etumi6 10 Mr oguH pa3 Ha moOy, 14 10 Mr oouH pa3 Ha
. ) T 1,2 pa3za **
OHIB no6y, 14 oHiB
®ozammpeHasip 700 mr/putoHasip 100 |10 Mmr, omHOpa30Ba
g
MT OBidi Ha moOy, 8 mHiB mo3a
Anermnitazap 0,3 Mr, 7 OHIB 40 mr, 7 oHiB o
Cunimapus 140 mMr Tpudi Ha mo0y, 5 10 Mmr, ogHOpPa30Ba o
IOHIB mo3a
denodibpar 67 mMr Tpuui Ha moby, 7 ouiB |10 Mr, 7 OHiB o
Pudawmrmin 450 Mr ogus pa3 Ha ody, 7 |20 Mr, ogHOpa3oBa
L d
IHIB 0o3a
KeTtokonazon 200 mMr nBiui Ha moOy, 7 80 Mr, ogHOpPa3oBa o
OHIB mo3a
®dnykonazon 200 Mr onuH pa3 Ha moby, |80 Mr, ogHOpasoBa
g
11 gHiB mo3a
Eputpowminusa 500 Mr yotupu pa3u Ha |80 Mr, omgHOpa3oBa L 20 %
mo0y, 7 mHiB mo3a °
. ) ) . 20 Mr, omgHOpPa30Ba
Baiikanin 50 Mr Tpudi Ha moOy, 14 oHiB 147 %

* IlaHi, TpeAcTaBlIeHi Y BUTJIAAI 3MiHU B X pa3iB, ABJIAIOTH COO0I0 CIiBBIHOIIEHHS MiXK

3aCTOCYBaHHSIM pPO3yBacTaTUHY y KOMOiHallil Ta okpeMo. [laHi, mpeacTaBieHi y

BUTTIAAl % 3MiHH, ABISIOTH CO00I0 % Pi3HUIIO BiTHOCHO MMOKA3HUKIB ITPY 3aCTOCyBaHHI

PO3yBacTaTUHY OKPEeMO.




30inbIlIeHHS MO3HaYeHe 3HaKoM T, BiICYTHICTh 3MiH <, 3MeHIIIeHHs - |

** 3a maHUMU OOCIIiAXKeHb B3a€EMOZII ITPU Pi3HUX mo3ax po3yBacTaTUHY, B Tabnui 2
IMogaHO HaubiNbII 3HaYyllle CIiBBiIHOIIEHHS.

Bnaus po3ysacmamuHy HA CynymHi AiKapcwvki 3acobu

AHmaeoHicmu gimamiHy K

Ak i mopgo inmux inriditopiB 'MI-KoA-penykTa3u, Ha MO4YaTKy 3aCTOCyBaHHS
JIiIKapchKOTO0 3aco0y abo0 mpu MiABUIIEHH] MOTr0 J03U Y IalliEHTIB, SKi 0MHOYaCHO
3aCTOCOBYIOTh aHTaroHictu Bitaminy K (Hanmpuknazn, Bapdapus abo iHImMH
KyMapUHOBHUU aHTUKOATYJISHT), MOXKJIUBE HiABUIIIeHHS MiXKHapOgHOT O
HopMastidoBaHOro crisBigHoineHHs (MHC). [IpunvHeHHs 3aCTOCyBaHHSA JIiIKapChKOT O
3aco0y ab0 3MEeHIIIeHHS UOT0 03U MOXKe ITpu3BecTH A0 3HuxKeHHsI MHC. YV takux
BUIIagKaX PeKOMEHOYEThCA HajlexXHUuu MoHiTopuHr MHC.

ITepopasavHi KOHMpauenmuasu/20pmoHo3amicHa mepanisa (I'3T)

OmHOYacHe 3aCTOCYBaHHS JIiIKapChKOT'0 3aco0y Ta mepopaibHUX KOHTPAIleNTHUBIB
npussoguiio no mipsuiieHHA AUC eTUHINecTpanionny Ta HoprecTpeiny Ha 26 % ta 34 %
BigmoBigHO. Take migBUIIeHHS MJ1a3MOBHUX PiBHIB KPOBi CIii BpaXxOoByBaTH MpHU mimgbopi
OO3M IIepopabHUX KOHTPAIeNnTUBIB. [laHUX 11000 (papMaKOKiHETUKU TiKapChKUX
3aco0iB y Ialli€eHTiB, sIKi 0HOYACHO 3aCTOCOBYIOTh po3yBacTaTuH Ta ['3T, HeEMa€e, TOMY
He MOXKHa BHKIII04YaTu noaioHoro epekty. OgHak KoMOiHaITliio IITMPOKO 3aCTOCOBYBAJIU
XKiHKaM y MexKaX KJTiHIiYHUX OOCJIigXKeHb i BOHa IepeHocunacs goope.

IHwWi nikapcovKi 3acobu

Iu2okcuH
3a JaHMMU OOCIHIAXKEeHb i3 B3a€EMOJil, He O4iKy€eThCS KITIHIYHO 3HA4YyI0l B3a€EMO/l.
dy3udosa Kucsioma

[ocnigKeHHs B3a€EMOil po3yBacTaTUHY 3 Py3UIOBOIO KUCJIOTOIO HE IPOBOOUIIN.
Pusuk miomarii, y T.4. 3 pabmomMionizom, Moxke OyTHU 30iIbIlI€eHUM BHACITIIOK
CYIIyTHBOTO 3aCTOCYBaHHS CUCTEMHOI py3UAOBOI KMCJIOTH 3i CTaTUHaAMU. MexaHi3M
11i€el B3aeMopil (papmMakonouHaMiuHMi ab0 hapMaKOKiHeTHUYHMM, abo i Te, 1 iHIIIe) TOKHU
He 3’scoBaHui. [ToBigoMIsiu Mpo BUNAAKU PabaoMiosi3y (B TOMY YUCIHi 3 IeTaJlbHUM
HaCIiIKOM) y Halli€eHTiB, SIKi OTpUMYBaJIu 1110 KOMOiHallif0. AKIIIO0 CUCTEMHE
3acToCcyBaHHS Qy3uO0BOI KMCJIOTH HEeoOXiHe, TiKyBaHHS PO3yBacTaTUHOM OazkKaHo
OPUNIUHUTY IPOTATOM yChOTO TEPMIiHY JIIKyBaHHS (Py3UO0BOX0 KHUCIIOTOIO.

Iimu



IocmiaKeHHs B3aEMOil IPOBOOUNM IUllle y gopocnux. CTymiHb B3a€EMOIIl y giTen
HEBIOOMUMN.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

Bnaus Ha Hupku

[TpoTelnypis, BUsABJIEHaA y pe3ybTaTi aHali3y 3a TECT-CMy>KKaMU Ta IIepeBaKHO
KaHAaJIbIIeBOI'0 IOXOOXKEHHsI, CIIOCTepirajacsa y Mali€eHTiB, sIKi JIIKyBaJIUCs BUIIUMU
oo3aMM po3yBacTaTuHY, 30KpeMa 40 Mr, i y OinbIIOCTi BUNaaKiB Oyjia TUM4YacoBOO abo
rmepepuB4YacToio. [IpoTeinypisi He Oyya rmepeaBiCHUKOM I'OCTPOl abo XBOPOOU HUPOK,
1110 Imporpecye (auB. po3min «[1o0iuHi peakirii»).

Heb6axkaHi ssBuIlla 3 60Ky HUPOK IIPOCIiTKOBYBaIUCS YacCTillle IPY 3aCTOCYBaHHi I03u
40 mr. ITamienTam, sSKi IpUUMalOTh JTiKapChKuM 3acid y mo3i 40 Mr, ciim peryiasipHo
nepeBipATH QYHKITiII0O HUPOK.

Bnaue Ha ckesiemHy MycKy/1amypy

[Mopy1ieHHs 3 00Ky KiCTKOBO-M’'sI30BO1 CUCTEMU, HAaIPUKJIaA: Mianris, MiomaTis, 3pigka
— pabmoMioni3, cnocTepiraaucs y Mali€HTiB, sKi IpUuiiMalnyd po3yBacTaTUH y OyOb-
SIKUX mo3ax, 0co0muBo Oinbirie 20 mr. [ykKe pigko Bumagku padmomMiosisy Bim3Hauvamu
IIPU 3aCTOCyBaHHi e3eTuMiOy y KoMmOiHa1ii 3 inribitopamu I'MI'-KoA-penyKkTa3su.
OCKinbKM € MOXKJIUBICTh (hapMaKOAMHAMIUHOl B3a€EMO/Iil, TaKy KoMOiHaIlito ciif
3aCTOCOBYBaTU 3 00ePEKHICTIO.

Ak iy pasi 3acTocyBanHs iHmux iHridiTopiB I'MI'-KoA-pegyKTa3u, TOBiHOMIIEHHS IIPO
BUIIaAKM pPabAOMioJIi3y, MOB’I3aHOT0 i3 3aCTOCYBaHHSM pPO3yBacCTaTUHY, TPAILJISAJINCS
YacTile Ipu 3acTocyBaHHI 1o3u 40 mr.

BusHaueHHs pieHAa kKpeamuHpocgokiHa3u (KDK)

PiBenbr K@K He ciig BUMiploBaTH ITicjig 3HAYHUX Pi3MYHUX HaBaHTaXXeHb abo mIpu
HasgBHOCTI MOXKJIUBUX aJIbTEPHAaTUBHUX INPUYUH miasuilileHHA KOK, 1110 MOXYyTH
YCKJIaAHIOBATH IHTEpIpeTaLiio pe3yabTaTiB. AKII0 noyaTkoBul piBeHb KOK 3Ha4YHO
migBuIieHu# ( > 5 pasiB Big BepXHBOI MeXKi HOpMH), IPOTATOM 5-7 OHIB HEOOXiTHO
3po0UTH MOOATKOBUM ITiATBEPHOXKYBaIbHUN aHai3. fAKIo pe3ysbTaT IIOBTOPHOTO
aHasi3y IMiaTBEePAXKy€E IMOYaTKOBUU PiBEHDb > 5 pas3iB Big BEPXHBOI MEXKi HOPMH,
IIOYUHATH JIIKYBaHHS He CIIif.

ITeped nouamkom AiKy8aHHA

PosyBacTaTuH, $K i pemrty iHrioitopiB 'MI'-KoA-penykTasu, ciig 3 00epekHiCTIO
NpHU3HavYaTHU HallieHTaM i3 pakTopaMH, 10 COPUUYUHSIIOTH PO3BUTOK



MiomnaTii/pabmomiosnizy.
ITo Takux paKTOPiB HajleKaThb:

e IIOPYILIEHHS (PYHKIIl HUPOK;

e TIIOTUPEO3;

e HASIBHICTh B iHOUBiOyanbHOMY ab0 CiMelHOMY aHaMHe3i CIIafJKOBUX M’ SI30BUX
3aXBOPIOBaHb;

e HasSIBHICTh B aHaMHe3i MiOTOKCUYHOCTI Ha TJIi 3aCTOCYBaHHS iHIIUX iHTiGiTOPIB
'MTI'-KoA-penykTa3u abo ¢pidparTis;

e 3JI0BXKXUBAHHSA aJIKOroJjieM;

e BiKk > 70 pOKiB;

e CUTYyallil, II0 MOXKYTh IIPU3BECTHU [0 MiABUIIEHHS PiBHSA PO3yBaCTaTUHY Y IJIa3Mi
KpoBi (ouB. po3ninu «PapMakoKiHeTHKa», «B3aeMopisa 3 iHIMMMU JTIKAPCBKUMU
3acobaMu Ta iHIII BuOu B3aeMomiii» Ta «Croci® 3aCTOCYBaHHS Ta MO3U»);

e OJHOYACHE 3aCTOCyBaHHS (ibpaTiB.

Y Takux mallieHTiB MOB’sI3aHUM i3 JIIKYyBaHHSM PU3UK IIOTPIOHO OIiHIOBATH,
MIOPIBHIOIOYY 3 OYiKyBaHOIO KOPUCTIO; TAKOXK PEKOMEHOYETHCS KITIHIYHUN MOHITOPHUHT.
Aximo nmoyatkosi piBHI KOK 3HauyHo migBumieHi ( > 5 pa3iB Big BEepXHbOI MeXi HOPMHU),
JIIKyBaHHS PO3IIOYUHATU He CIIif.

Y nepioo aikysanHsa

[NanieHTiB cim monepenuTyU NPO HEOOXiAHICTH HEralHO ITOBIMOMIISITH CBOTO JTiKaps
mpo M’s130BuM 0inb, cimabKicTh abo cygoMu HEBigoMOl eTionorii, 0cOOIUBO SKIIO BOHU
CYIIPOBOMXKYIOThCS HE3OyKaHHSIM a00 rapsiuykoi0. Y IIUX Malli€HTiB CIIif BUMipSITH
piBerb K®K. 3acTocyBaHHS JTiIKapChKOT0 3aC00y CHIifl IPUIIUHUTH, SIKIIO piBeHb KOK
3HAYHO ImigBuIlleHuu ( > 5 pasiB Big BepXHHOI MexkKi HOpMU) ab0 SIKIIIO CUMIITOMU 3
00Ky M’sI3iB TSIXKKi Ta CIIPUYUHSIOTH IIIOOAEeHHUM NUCKOM@OPT (HaBITh SKIO PiBEHb
K®K = 5 Big BepxHbOI MexXi HOpMHU). Y pa3i 3HUKHEHHSI CUMIITOMIB Ta HOpMaJi3aiiil
piBHa KO®K MOXHa ITOHOBUTHU Tepalliio po3yBacTaTUHOM abo0 ajibTepHAaTUBHUM
inribiTopom I'MI'-KoA-penykTa3u y HaMeHIIIiN 0031 Ta IIif peTeIbHUM HarJIsagoM.
Perynsipauit KoHTponb piBHI KOK y naiienTiB 6e3 BKa3aHUX CUMIITOMIB HEIOTPiIOHMIA.
[ly>ke piagKO MOBiAOMIISIIA PO BUMAAKU IMyHOOIIOCEPEOKOBAHOl HEKPOTUIYIOYO01
mionarTii (IOHM) mig wac a6o micns Tepartil ctaTUHaMu, B TOMY YHCITi
po3yBactatTuHoM. Kniniuaumu nposiBamMu IOHM € cnaOKicTh IpOKCUMaIbHUX M S13iB Ta
migBunieHHs piBHA KOK y cupoBaTili KpOBi, 1110 30epira€eThCs HaBiTh Mic/Ig BigMiHM
3aCTOCYBaHHSA CTATHUHIB.

Y KimiHiYHUX OOoCTigXKeHHSIX He OyJI0 OTPUMaHO [A0Ka3iB MigBUILEHOTO BIIJIUBY Ha
CKeJIeTHY MYCKYJIaTypPy V HEeBEeJIMKO]1 KiTbKOCTi MaIli€HTIB, IKi IpUUMaIu
po3yBacCTaTUH Ta CyNyTHIi npemnapaTtu. OgHak MiABUILEHHSA YaCTOTU MIO3UTY Ta



MiormaTil Bii3Hauvasocs y Mali€eHTiB, siki npuiimManu iumi inriditopu 'MI-KoA-
penyKTa3u pa3oM i3 moxigHumu ¢pidpoeBOl KUCIOTHU, B TOMY YHKCIIi remMdpidpo3unomM,
IIMKJIOCIIOPUHOM, HiIKOTMHOBOIO KHCJIOTOI0, a30JIbHUMU IIPOTUTPUOKOBUMU
npenapaTaMu, iHridiTopaMu nmporea3u Ta MaKpPOJIiAHUMU aHTUOIOTUKAMHU.
I'eMm¢piOpo3un migBUIllye PU3UK MionaTil Ipu CyIyTHbOMY 3aCTOCYBaHHI 3 HeIKUMU
inribiTopamu 'MTI'-KoA-penykTa3u. ToMy 3aCTOCOBYBaTU pO3yBacTaTUH y KoMOiHalrii 3
remMmdpi6bpo3unIoM He peKOMeHOYEThCsa. CIIPUATIUBUM BIIJIMB MOOAJIBIINX 3MiH PiBHSA
JIITOiB ITPY OMHOYAaCHOMY 3aCTOCYBaHHI po3yBacTaTuHY 3 pibpaTamMu abo HiallMHOM
MOTPiOHO MOPIBHATH 3 MOTEHIIIMHUMU PU3NKAMU IPU 3aCTOCYBaHHI TakKol KOMOiHaIrii.
OnmHouyacHe 3acToCcyBaHHs (iOpaTiB Ta po3yBacTaTUHY B A403i 40 MT IIPOTUIIOKA3aHO.

He cnig 3acTocoByBaTy po3yBacTaTUH OOQHOYACHO 3 CUCTEMHUMU JIIKAPCHKUMU
3acobamu ¢Gy3uUa0BO1 KMCJIOTH abo MIPOTSIroM 7 OHIB ITiCIsI IPUIIMHEHHS JTiKyBaHHS
¢y3upoBow kucnoTor. [lamieHTaM, y SKMX 3aCTOCyBaHHSI CUCTEMHOI (Py3ug0BO1
KHMCJIOTU BBaKa€ThCS KUTTEBO HEOOXIMHUM, JTIiKyBaHHS CTaTUHAMHU CJIi TPUIUHUTU Ha
BeCh TEPMiH JIiKyBaHHS (Py3UIOOBOIO KUCJIOTO. [ToBimOMISAIM PO BUIIaOKU
pabmoMioni3y (B TOMY YMCIIi 3 IeTaJlIbHUM HACJIiAKOM) V Ialli€HTIiB, SKi OTPUMYBaJIH 110
KoMmOiHartito. [TanienTaM ciiif mopaguTy HeraHo 3BEPHYTUCS 10 MEOUYHY OOIIOMOTY,
SIKIIIO BOHU Bif4yBalOTh Oy[b-IKi CUMIITOMHU M’s130BO1 cj1abKOCTi, 601110 ab0o
XBOPOOJIMBOI YyTIMBOCTI. Teparito cTaTuHaMU MOXKHa IIOBTOPHO IIOHOBUTH Yepe3 Cim
OHIB IiC/IsT OCTAaHHBOL HO3U (PYy3UOO0BOL KUCJIOTU. Y BUHITKOBUX BUIIaJKaX, KON
HeoOXxiHa IPOJIOHTOBaHa CUCTEMHa (y3ugoBa KUCJIOTa, HalpUKIIaf, OJid JIiKyBaHHS
TSKKUX 1H(pEeKIIi, HeoOXigHICTh 0OHOYACHOT0 3aCTOCYBaHHS PO3yBaCTaTUHY Ta
(y3umoBOl KUCJIOTH CIIif PO3TJISAOATHU TiIIbKU B KO2KHOMY KOHKPETHOMY BUIIAOKY i ITif
peTeIbHUM MeOUUYHUM HarJIsigoM.

JIikapcbKui 3acib He CJIif 3aCTOCOBYBATH ITAlliEHTaM i3 TOCTPUMU, CEPHO3HUMHU
CTaHaMH, 110 CBig4YaTh MPO MiomaTiio abo MOXKJIMBICTh PO3BUTKY HUPKOBOI
HeIOOCTaTHOCTi BHACJIiAOK pabaoMioni3dy (TaKuMHU, SIK CEIICUC, TilIOTEeH3is1, BeJIuKe
XipypriuyHe BTpy4YaHHS, TpaBMa, TAXKKi MeTaOO0JIiuHi, eHOOKPUHHI Ta eJIEKTPOIiTUYHi
po3nanu abo HEKOHTPOJILOBAHI CyqOMH).

Bnaue Ha neuiHKy

Axi i igmi iuriéiTopu 'MI'-KoA-pegykTa3u, po3yBaCTaTHUH CIIif 3 00epekHiCTIO
3aCTOCOBYBATH MalliEHTaM, SKi 3T0BXKWBAIOTh aJIKOT0oJieM Ta/ab0 MaloTh B aHaMHe3i
3aXBOPIOBaAHHS MEYiHKU.

PekoMeHpoBaHO mepeBipsaTH 0i0XiMiuHiI MOKa3HUKHU (QPYHKIIIl IEeYiHKY ITeped I09aTKOM
JIIKyBaHHS Ta 4yepe3 3 Micali JIiKyBaHHA. 3aCTOCYBaHHs IIpenapaTy CJIif IPUIUHUTU
ab0 3MEHNIIUTHU O03Y, SIKIIO PiBeHb TPpaHCaMiHa3 Y CUPOBATII KPOBi OinbIlle HixXK yTpuyi
IIePEeBUIIYE BEPXHIO MeXKy HOpPMHU. HacToTa IIOBiOMJIEHDb IIPO CEPHO3Hi ABUIIa 3 O0KY
MMeYiHKM (IepeBaxkHOo PO ITiTBUINEHHS PiBHS TpaHcaMiHa3 IMediHKu) OinbIa mpu



3acTtocyBaHHi 0o3u 40 Mr.

Y narieHTiB i3 BTOPUHHOIO TinmepxoJjieCTepUHEMi€l0, 3YMOBIE€HOIO TimoTUPeo30M abo
HepPOTUYHUM CUHIPOMOM, CJI[I CIIOYATKy BUJIIKYBaTU OCHOBHY XBOPOOY, IepII Hixk
MOYMHATU Tepalliio pO3yBaCTaTAHOM.

3pigKka IMoBigOMIISIIIN ITPO JIeTalbHiI ab0 HeJleTanbHi BUNaOKHU ITe4iHKOBOI1
HEeOOCTATHOCTI y HallieHTiB, Kl NpUiMaJu CTaTUHU, B TOMY YUCJIi pO3yBaCTaTUH.
Ax110 Ha Tl IiKyBaHHS PO3yBaCTaTUHOM PO3BUBAETHCS CEPUO3HE YPaKeHHS IIeUiHKU
3 KJTIHiYHOI0 CUMIITOMaTUKOIO Ta/abo rirnepbinipybiHeMieio UM XKOBTSITHUIIEIO, CIIif
HeranvHO NPUNUHUTY 3aCTOCYBaHHS PO3yBacCTaTUHY. fAKINO IHII IPUYWHYU HE
BUSIBJIIEHO, HE CJIiT IIOHOBIIOBATH JIIKYyBaHHS PO3yBaCTaTUHOM.

Pacosa HanedcHicMb

Bigomo, 1m0 y Xofi gocrminkeHb (papMaKOKiHETUKM criocTepiranocs 3poctaHHsa AUC y
MalieHTiB MOHTOJIOIMHOI pacu MPUOJIM3HO BABiUi MOPiBHSAHO 3 IIpeICcTaBHUKAMU
€BPOIIEO0InHOI pacu. [IJ1g TaKuX NallieHTiB HeoOXifTHa KOPEKIIisd 03U PO3yBaCTaTUHY
(muB. po3pinu «®apMakokKiHeTuka», «[IpoTunoka3saHHs» Ta «Crocib 3acTocyBaHHS Ta
IO3U»).

IH2i6imopu npomea3su

[TigBuIleHa CUCTEMHA €KCIIO3UIIisl JO PO3yBaCTAaTHUHY CIIOCTepirasnacs B ocib, sKi
3aCTOCOBYBAJIM PO3yBACTAaTUH Pa30M 3 pisHMMMU iHTiOiTOpaMu MpoTeasu, y MOETHAHHI
13 puToHaBipoM. CIIiff 3BaXKUTU AK KOPUCTDH BiJl 3HUKEHHS PIBHA JIIIiAiB 3a JOIIOMOI 00
po3yBacTaTUHY y mallieHTiB i3 BIJI, gKi oTpuMyioTh iHTiOiTOPU ITpOTEea3u, Tak i
MOZKJIUBICTD ITiABUILIEHHS KOHIIEHTPAllil po3yBacTaTHUHY y MJia3Mi KPOBi Ha mO4YaTKy
Tepalrii Ta Ipu MigBUIIIEeHH] MO3U ITpenapaTy y MalliEHTIB, siKi OTPUMYIOTH iHTiGiTOPU
nmpoTea3u. OgHOYaCHe 3aCTOCYBAaHHS PO3yBAaCTAaTUHY 3 iHribiTopamMu mpoTeas3u He
PEKOMEHAYEThCS, AKIIO A03a JIIKapChKOT0 3aco0y He CKOpUTroBaHa (OUB. PO3Tinu
«B3aeMopmist 3 iHmIMMM JTiKapChbKUMHK 3acoO0aMu Ta iHII BUAM B3aeEMOMi» i «Criocib
3aCTOCyBaHHS Ta OJO3U»).

IHmepcmuu,ia/lee 3dXBOPHOBAHHA /1€2€Hb

[Tig yac 3acToCcyBaHHS OEeSIKUX CTAaTHUHIB, 0COOIUBO ITPU TPUBAJIOMY JTiKyBaHHI,
TTOBigOMJISAJIM TIPO BUHSATKOBI BUIIQIKU iHTEPCTHUIliaIbHOI XBOPOOU JIETEeHb (AUB. PO3MiN
«IToGiuHi peaxki1iii»). [1o mposiBiB I1iel XBOPOOU MOKHA BifHECTHU 3a[UIIIKY,
HEeNPOAYKTUBHUU Kallle/lb Ta 3arajbHe MOTripIIeHHs CTaHy (CTOMJIIOBaHICTh, 3HUXKEHHS
MacH Tijla Ta rapsiyka). Y pa3i [Iigo3pu Ha iHTepCcTullialbHy XBOPOOy IereHb
3aCTOCYBaHHS CTATHUHIB CJIi IPUIIMHUTHU.

Llykposuti diabem



Ilesiki gaHi cBigYaTh, 110 CTaTUHU IIiIABUIIYIOTH PiBEHb I'JIFOKO3U B KPOBIi Ta Y HEeAKUX
MallieHTiB, IKUM 3arpoKy€ BUCOKMNU PU3UK PO3BUTKY AiabeTy B MaliOyTHbOMY, MOXKYTh
CIPUYUHSTHU TilepriikeMiio TaKOT0 PiBHS, IIPU SKOMY HeoOXigHe HaJjlexKHe JIiKyBaHHSA
niabety. Ll10 3arpo3y, OgHaK, IepPEeBUILY€E 3HUKEHHS PU3UKY CYOUHHUX OPYIIEHb IIPU
3aCTOCyBaHHI CTaTHHIB, TOMy BOHA He MOBMHHA OyTU MiCTaBOIO AJII IPUNUHEHHS
Teparil cTaTUHaMH. 3a NalliEHTaMU I'PyIyd pU3UKYy (piBeHb I'JIIOKO3U HaTIe 5,6-6,9
MMOJIb/JI, iHOgeKc Mmacu Tina (IMT) > 30 KI"/M2, HigBUILIEHUU PIBEHb TPUTIIILIEPUMIIB,
apTepianbHa rinepTeH3is) ciIim BCTAaHOBUTH KITiHIYHKYM Ta 0ioXiMiuHMYM KOHTPOIIb.

Y mocnigxenni JUPITER 3apeecTpoBaHa 3arajibHa 4aCTOTa IIyKPOBOTO miabeTy
crtaHoBuna 2,8 % y rpymi npuiioMmy po3yBacTaTuHy Ta 2,3 % — y rpyrmi nnaueb6o,
IepeBazKHO y MAllieHTiB i3 piBHEM IJIIOKO3M HaTIe Bif 5,6 0o 6,9 MMOIIb/II.

MiacmeHia epasic/ouHa miacmeHis

Y nooguHOKUX BUITAOKaX MOBIMOMIISIIOCS, IO CTAaTUHU iHOYKYIOTh «de novo» abo
3aroCTpPIOIOTh BXKe iCHYI0UYy MiacTeHiio rpaBic abo 04HY MiacTeHito (OUB. PO3Mis
«[TobGiuny peakxiiito»). ¥ pasi 3arocTpeHHsI CUMIITOMIB CJIiff IPUIIMHUTUA IPUHAOM
nikapcbkoro 3aco0y PO3YBACTATHUH-ITAPHUILIA. [ToBimoMisisiocs IpPO pelUAUBYU ITPHU
ITOBTOPHOMY 3aCTOCYBaHHi TOro caMoro abo iHIIIOTO CTaTUHY.

Iimu

Owinka HiHiMHOTO POCTY (3picT), Macu Tina, iHgekcy macu Tina (IMT) Ta BTOpUHHUX
XapaKTEepPUCTUK CTaTEBOIo Jo3piBaHHA 3a TaHHepoM y aiTeu BikoM Bif 10 mo 17 pokis,
sIKi IpU¥Malii po3yBacTaTUH, oOMexkKeHa IepiogoM TpuBanicTio 1 pik. 3a BKa3aHUU
nepiopn KOOHOTO BILIMBY Ha picT, Macy Tina, IMT abo ctaTeBe mo3piBaHHS BUSBJIEHO
He OyJo. [JoCBif KITiHIiYHUX OOCITigXKeHb 3aCTOCYBaHHS IIpenapaTy miTsAM Ta ITigimikam
oOMexKeHUM, TOBroTpUBali eeKTH 3aCTOCYyBaHHSA po3yBacTaTUHY (>1 poKy) Ha
cTaTeBe O03piBaHHS HEBIOOMI.

Y miteu Ta migIiTKiB, SKi IpUUWManId po3yBacTaTUH, NigBuileHHA piBHA KOK > 10
pa3siB BHUIlle BEPXHbOI MEXKi HOPMU Ta CUMIITOMU 3 OOKY M’s13iB ITicis pi3MYHOTO
HaBaHTaXXKeHHSA a0o migBuileHol pi3snYHOl aKTUBHOCTI CIIOCTEPIranncs dacTille
TMOPiBHSTHO 3 TaKUMHU Y HOpociux (auB. po3min «I[1o6iuHi peakirii»).

Baoicauea iH¢popmauia npo OONOMIdHCHI pedoBUHU.

Po3yBactaTuH-lapHUILIA MICTUTh JIaKTO3y MOHOTIApaT, TOMY SKIIIO y IaljieHTa
BCTAHOBJIEHA HETIEPEHOCUMICTh OEesIKUX ITYKPiB, HEOOXiAHO MPOKOHCYIbTYBATUCS 3
niKapeM, IepII Hixk mIpuiiMaTy Ieil TiKapchKuii 3aci6. Foro He ciif 3acToCOByBaTH
MalfieHTaM i3 piAKiCHUMHU CIIafKOBHMHU ITpoOjieMaMU HEIePEeHOCUMOCTI raJlaKTO3H,
nedinuTom nakrasu Jlanma abo IJII0K030-TajlaKTO3HOI0 MajibabcopOlIIi€to.



3acmocysaHHsa y nepiod sazimHocmi abo 200y8aHHA 2py0010.
JIikapcbKui 3acib IpoTUIIOKAa3aHUM Y ITepion BariTHOCTI abo romyBaHHS IPYAOIO.

2KiHkaM pernpoayKTUBHOI'O BiKy HeOOXiHO 3aCTOCOBYBaTH HaJleXKHi 3acobu
KOHTPAIIEIIIii.

OCKiTbKM XOJIECTEPUH Ta iHIII TPOAYKTU 0i0OCMHTE3y X0JIeCTEPHUHY BiirpaloTh iCTOTHY
POJIb y PO3BUTKY IJI0ZQ, TOTEHLIIMHUYU PU3UK Big npurHidveHHs ['MI'-KoA-penykTa3u
TIePEBUIIYE KOPUCTH Bil 3aCTOCYBaHHSA JIiKapChKoT0 3aco0y y nepion BariTHocTi. [aHi
OOCIIiI?KEeHb Ha TBapMHAaX II0J0 TOKCUYHOT0 BIJIMBY Ha PENIPOOYKTUBHY (QYHKIIIIO
oOMexKeHi. AKIIOo mallieHTKa 3aBariTHIi€ B Iepion 3aCTOCYBaHHS 1IOTO JIiIKApPChKOTO
3aco0y, miKyBaHHS CJIil HErallHO IIPUIIUHUTH.

OCKINBKY IHITNUY JTIKAPChKUHU 3aci0 IIOr0 KJIaCcy IPOHUKAE Yy TPyAHE MOJIOKO JIIOOUHHU,
Ta BpaxoByiouH, 110 iHri6itopu 'MI'-KoA-penyKTa3u MOXKYTh CIIPUYUHSITA CEePHO3Hi
HeOakaHi peakilil y HEMOBIIST, )KiHKaM, SKi MOTPeOyIOTh IiKyBaHHS PO3yBaCTaTUHOM,
CIIiI peKOMEeHAyBaT!u YTPUMYBATUCS Bifl TOOYBaHHA I'PYALIO.

Po3yBacTtaTuH NpoHMKAE y MOJIOKO IIIypiB. [flaHUX 1100 IIPOHUKHEHHS JIIKAPChKOI' 0
3aco0y y TpyoHe MOJIOKO Y JIIOOWHYU HeMa€ (OuB. po3min «I[IpoTumoka3aHHSI»).

30amHicmb 8naueamu Ha weuodKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
IHWuUMuU mMexaHiamamu.

Iocmim»XeHHs BIIJIMBY PO3yBacTaTUHY Ha 3[IaTHICTh KepyBaTu aBToMOOiieM Ta
IpaloBaTu 3 MexaHi3MaMu He mmpoBogunu. OgHakK, 3 OrisaAny Ha papMakKoguHaMIidHi
BJIACTUBOCTI IpemnapaTy, MaJIOMMOBIpHO, III0 PO3yBaCTaTHUH BOJIMBAaTUME Ha TaKy
3maTHicTh. [Ipu KepyBaHHiI aBTOTpaHCOIOPTOM ab0 poOOTi 3 iHIMMMHU MexaHi3MaMU CJIif
BpaxoOByBaTH MOXKJIMBICTh 3allaMOPOYEHHS y IIePiof JIIKyBaHHS PO3yBaCTaTUHOM.

Cmoci6 3acTocyBaHHS Ta I03H

ITepen moyaTKOM JIiKyBaHHSA IALlIEHTY CJIiA IIPU3HAYUTU CTaHOAPTHY
X0JIECTEPUHO3HUIKYBAJIbHY HIETY, KOl HEOOXiMHO JOTPUMYBATHCSH i IPOTIATOM
JmikyBaHHS. 103y ciig nigOupaTy iHOUBimyabHO 3aJIesKHO Big MeTHu Teparii Ta
BiOMOBizi mallieHTa Ha JIiKyBaHHS, Oepydu [0 yBaru NOTOYHI peKOMeHallil.

JlikapchKui 3aci6 MOXKHa IpuiiMaTu y OyOb-IKUU Yac OHS, He3aJIesKHO Bill BXKMBaHHS
1xi.

JIikysaHHA 2inepxosiecmepuHemii

PekomeHpOoBaHa Mo4YyaTKOBA O03a CTaHOBUTHE bMr* abo 10 Mr mepopankHOo 1 pa3 Ha
noOy sIK [JIs MalliEHTiB, SIKi paHillle He 3aCTOCOBYBA/JIM CTAaTUHH, TaK i mepeBemeHuxX Ha



MIPUMOM pPO3yBaCTaTUHY 3 IIpuiioMy iHIoro inri6itopa 'MI-KoA-penykrasu. [1pu
BHOOpPi MOYATKOBOI O3 CJIi BpaXOByBaTH PiBEHb XOJIECTEPUHY B KOKHOTO OKPEMOTO
naljieHTa Ta PU3UK CEepIeBO-CyAUHHUX NOPYIIEeHb Y MalilOyTHHOMY, @ TaKOK
iMOBIpHIiCTb PO3BUTKY HeOaKaHUX peakliiii. Y pa3i HeoOXigHOCTI migBUIITyBaTU J03Y A0
HaCTYyIHOTO PiBHS MOXKHa 4depe3 4 TUXKHI (ouB. po3nin «PapMakoguHaMika»).
BpaxoByrwouu Te, I1I0 Ha TJIi 3aCTOCYBaHHS JIiIKapChKOro 3aco0y B mo3i 40 Mr HeOaxKaHi
peaxiiil BUHMKAaIOTh YacTille, HiXK ITpU MeHIIUX Ho3ax (OuB. po3min «[1o6iuyHi peakiiii»),
OCTaTOYHO TUTPyBaTHu O03y A0 40 Mr BapToO JIMIle HallieHTaM i3 TSIXKKOI0
rinepxojeCTeEPUHEMIEI0 Ta BUCOKUM PU3UKOM CEPLIEBO-CYOUHHUX OPYILIEHD (30KpeMa
y IALi€EHTIB i3 CIMEMHOIO TilepX0oJeCTEPUHEMIEID), Y IKUX HEe BOAJIOCA OOCATTH METH
JIIKyBaHHS ITPU 3acTOCyBaHHi g03u 20 Mr i gKi mepeOyBaTUMYTh ITifl PETYIAPHUM
HarasgoMm (ouB. po3min «OcobGIMBOCTI 3acTOCYBaHHS»). Ha mo4yaTky npuiiomy
JIiKapchKOT0 3aco0y y mo3i 40 MIr peKOMeHAOBaHUM HarIs[ CIellialiCTiB.

IIpoginakmuka nopyweHs 3 6OKY cepueso-cy0uHHOI cucmemu

Y mocnimkeHHi OJig 3HUXKEHHS PU3UKY MTOPYIIEHb 3 O0KY CeplieBO-CyAUHHOI CUCTEMU
poO3yBacTaTUH 3aCTOCOBYBanu y Ao3i 20 Mr Ha mo0y.

ITauieHmu AiMHbLO20 BIKY

PekomeHpoBaHa moyaTKOBa O0O3a [OJIA HAllieHTiB BiKOM > 70 POKiB CTAHOBUTH O Mr*
(muB. po3min «Oco6GIMBOCTI 3aCTOCYBaHHS»). [HITa KOPEKIIisd M0o3KU 3 OrJIsiAy Ha BiK He
nmoTpibHa.

ITauieHmu 3 HUPKOBOK HedoCcmamHicmio

[NamieHTaM i3 terkuMu ab0 ITOMipHUMU MTOPYIIEHHAMHU (PYHKII1 HUPOK KOPEKIlis J03U
He moTpiOHa.

PekomeHpoBaHa moyaTKOBa [03a IOJIs MAIE€HTIB i3 MOMIpHUMHU NOPYLIEHHAMU (QYHKIIi1
HUPOK (KJIipeHC KpeaTuHiHy < 60 Mi/xB) cTaHOBUTH 5 Mr*. [lo3a 40 mr
IMPOTUIIOKAa3aHa MNallieHTaM i3 MOMipHUMM IOPYIIeHHSIMU QYHKITiI HUPOK.
3acToCyBaHHS PO3yBaCTaTHUHY MHalliEHTaM i3 TAXKKNUMU OPYIIEHHAMU HUPKOBUX
(yHKI1Iil TpoTUNIOKa3aHo y OyOb-AKUX Ho3ax (OuB. po3ninu «I[IpoTumoka3aHHSI» Ta
«®apMaKOKiHEeTHUKa»).

ITauienmu i3 nopyweHHAMU PYHKUII neyiHKu

Y nailieHTiB i3 nopymeHHEAMY QYHKIIII ITIeYiHKY, 110 OLiHIOBaNnucsa y 7 abo MeHIle 6aJiB
3a mkarsnorw Yaunga-I1'1o, migBUIlleHHS CUCTEMHOI €KCII03UIlil pO3yBacTaTUHY He
crocTepiranocsi. OgHak B 0ci0 i3 mopymeHHaMu Y 8 Ta 9 6asiB 3a mkanoio Yaunga-
IT’t0 cucTeMHa ekcrno3ullisg 3pocTtaia (quB. po3gi «®PapMaKOKiHETUKa»). Y TaKUX
MallieHTiB OOILIILHOIO € OlliHKa (QYHKIII HUPOK (AuB. po3min «OcobauBOCTi



3acTocyBaHHs»). [I0CBiI 3aCTOCYBaHHS Ipelapary IallieHTaM, siki HaOpanu 6inbiie 9
OaiB 3a mkanor Yarnma-IT'1o, BimcyTHi#. Po3yBacTaTHUH NPOTUIIOKA3aHUM MalliEHTaM
3 aKTUBHMMH 3aXBOPIOBaHHSMMU II€UiHKHU (OUB. po3min «[IpoTUIIOKa3aHHSI»).

Pacosa HanedicHicMb

Y mailieHTiB MOHTOJIOIMHOI pacH CIIoCTepiraaacs IigBUIlleHa CUCTEMHAa €KCIIO3UIlis
npenapaty (ouB. po3ginu «®apMakKoKiHeTuKa», «I[IpoTumokasanHs» Ta «OcoOIUBOCTI
3aCTOCyBaHHS»). PeKOMeHIOBaHa MoYaTKOBa [03a [JIs TaKUX IIalliEHTIB CTAHOBUTD 5
Mr*. 3actocyBaHHsa no3u 40 Mr TakuM IalieHTaM IIPOTUIIOKA3aHe.

I'enemuy4Hut noaimop@ism

[leBHI TUIIM TEHETUYHOTO MOJIIMOP(}i3My MOXKYTh IPU3BOAUTH OO HifgBuineHHs AUC
po3yBacTaTuHy (OuB. po3nu1 «®apMaKoKiHeTUKa»). [TallieHTaM i3 BifOMOIO HasIBHICTIO
TaKUX TUITIB MTOTiMOP}izMy peKOMEHAYEThCSA 3aCTOCOBYBAaTU MEHIIY JOOOBY mO3Yy
po3yBacTaTUHY.

ITauienmu 3i cxuavbHicmio 00 po3sumky mionamii

PekomeHpoBaHa moyaTKOBa OO3a OJIA MAIli€HTIB i3 (paKTOpaMu PU3UKY OO PO3BUTKY
MiomarTii CTaHOBUTh 5 MT* (OuB. po3Minn «OcobIMBOCTI 3aCTOCYyBaHHSI»).

Io3a 40 Mr mpoTUIloKa3aHa IallieHTaM 3i CXUIbHICTIO 0 MiomaTii/pabmomioni3y (ous.
po3nin «IIpoTunokazaHHa»).

OO0HouyacHe 3acmoCcyB8aHH A

PosyBacTaTuH € cyOCTpaTOM Pi3HUX TpPaHCIOPTHUX OinkiB (Hanpukiag, OATP1B1 ta
BCRP). Pusuk miomnarii (B ToMy 4ucIti pabmoMiosnidy) 3pocTae IIpu OOHOYaCHOMY
3aCcTOCyBaHHi po3yBacTaTUHY 3 IIEBHUMHM JIiKapChbKUMM 3aco0aMu, 10 MOXKYTh
MigBUNTyBaTH KOHIIEHTPAIliI0 pO3yBaCTaTHUHY y IJIa3Mi KPOBi BHACIiJOK B3aEMOil 3
IIMMM TPAHCIIOPTHUMHU OinkKaMu (HampUKIal, MUKJIOCIIOPUHOM Ta II€BHUMU
iHribiTopamMu npoTeasu, B TOMY YHCJIi KOMOiHaIliIMU PUTOHABIPY 3 aTa3aHaBipoM,
JIoTliHaBipoM Ta/abo TunpaHaBipoM, OuB. po3ginu «OcoOBIMBOCTI 3aCTOCYBaHHS» i
«B3aeMopmist 3 iHmIMMU JTiKapChKUMHU 3acoO0aMM Ta iHIINI BUOM B3aeMOin»). ITo
MOZKJIMBOCTI CJIiff PO3T/ISTHYTH 3aCTOCYyBaHHS aJlbTE€PHaTUBHUX JIiKapPChKUX 3ac0O0iB Ta y
pa3i HeoOXigHOCTI TUMYAaCOBO MepepBaTH TepPamilo PO3yBaCTAaTUHOM. fAKIII0
CYIIyTHBOTO 3aCTOCYBaHHS IIUX JIiIKapChKUX 3ac00iB i3 po3yBacTaTUHOM YHUKHYTHU
HEMOZKJIUBO, CJIi PeTeJIbHO 3BaXKUTU KOPUCTH Ta PU3UK BiJl CYIIyTHBOT'O 3aCTOCYBaHHS
Ta BIAMOBIAHUM YMHOM BifKOperyBaTH A03y po3yBacTaTUHY (OUB. po3ain «B3aemopis 3
IHIIMMY JTiKapChbKUMH 3aco0aMu Ta iHIIi BUOU B3aEMOI»).

*3aCcTOCOBYBaTH JIiIKapChKUM 3acil y BiANIOBIZIHOMY JO3yBaHHI.



Iimu.
[Tpu3HavYeHHs TiKapChKOTro 3aco0y OiTSAM ITOBUHEH IIPOBOAUTH JIUIIE CIIEIliaIiCT.

3acToCcoByBaTH OiTSAM Ta IifjiTkam BikoM Bif 10 mo 17 pokiB (XJIOMYMKU Ha CTamil
po3BuTKy Il Ta Buille 3a TaHHEpPOM Ta [iBUaTa, B IKMX MEHCTpPYyallil Todaaucs
IIIOHAMEHIIIE PiK TOMY).

3BUYaiiHa ImovyaTKoBa 4o0OOBa [03a AJIsA OiTeM Ta MimmiTKiB i3 reTepo3UroTHOO
CiMeNHOIO0 TilepxojiecCTeEpUHEMI€I0 CTAaHOBUTEL 5 Mr* Ha go0y. Jlikapcbkuit 3acib ciin
IIpUNMaTH IIepopasibHO B go3ax Bim 5 mr* go 20 mr 1 pa3 Ha moOy. ITigBuIyBaT mo3y
CIIi BiAIIOBimMHO OO0 iHOUBiOYyanbHOI BiAMOBiAi MUTHMHU Ha JIKyBaHHS Ta IT€PEHOCUMOCTI
npenaparty, JOTPUMYIOUYKUCh PEKOMEHJallii III0A0 JIiIKyBaHHS OiTelu (OUB. pO3Tin
«OcoOnMUBOCTI 3acTOoCyBaHHSA»). [Ilepen mo4yaTKOM Teparlril po3yBaCTaTUHOM HiTSM Ta
MigIiTKaM CJIif IPU3HAYUTU CTAHAAPTHY TillOX0JIECTEPUHEMIYHY OIi€TY, IKOI MAlliEHTH
IIOBUHHI JOTPUMYBATHUCS i IPOTATOM JIiKyBaHHS. be3neka Ta e(peKTUBHICTH
3aCTOCYBaHHS JIiIKapChKOTro 3aco0y y mo3ax Oinbirne 20 Mr y 11i#i monyJsdiii He
pociigxkyBanucs. [JosyBaHHs 40 MI 3aCTOCOBYBaTHU OIiTSAM.

Ilimu sikom 0o 10 pokia

Iocsig nikyBaHHs miTel BikoM mo 10 pokiB oOMexkeHui. Jlikapcbkuit 3acib He
PEKOMEHOYEThCS 3aCTOCOBYBATHU AiTAM BikoM mo 10 pokis.

Ilepeno3yBaHHA

CrnenudigHOro IiKyBaHHS IIepefo3yBaHHsS HeMae. JIiKkyBaHHSA CUMIITOMaTU4YHE,
peKoMeHoBaHa migTpuMyioda Tepamnisd. [IoTpiOHO KOHTPOIOBaTH (PyHKIIi] TIEe4YiHKY Ta
piBers KOK. EdekTuBHICTE TeMoOfianidy Majio¥MOBipHa.

ITo6iuni epexkTHn

HebaxaHi AgBHUIlQ, 1110 Bif3HA4YalOThCSA IIPU 3aCTOCYBaHHI JIikapChbKOTo 3acoly,
3a3BUYaM JIETKi Ta TUMYacoBi. 4K i mpu 3acTocyBaHHi iHmuX iHribiTOpiB I'MI-KO0A-
penyKTal3u, 4yacToTa HeOaxkaHUX peakllii 3aJIe’XUTh Bif O03H.

Yci no6iuHi peakiiil puBeOeHO 3a CUCTEMOIO KJIaCiB Ta OpraHiB Ta 4aCcTOTOIO: YaCTO
(= 1/100 - < 1/10), HeugacTo (= 1/1000 - < 1/100), pigko (= 1/10000 - < 1/1000),
pimkicHi (< 1/10 000), yacTtoTa HeBimoMa (He MOXKYTh OyTH OIliHEHi 3a HaABHUMU
OAHUMH).

3 60Ky opeaaHis 30py:

YaCTOTa HeBijoMa: OUHa MiaCTeHis.



3 60Ky pecnipamopHoi cucmemu, op2aHiae 2pyo0HOi KaimKu ma cepedoCmiHHs:
4yacToTa HeBiJoMa: Kallelb, 3aJullIKa.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy:

4acTo: 3amop, HyooTa, abgoMiHanbHUN Oifb;

PiOKO: TaHKpPEaTHuT;

4YacToTa HeBigoMa: giapes.

3 60Ky nediHKU i #08Y0BUBIOHUX W 15Xi8:

PiOKoO: IMiOBUINEHHS PiBHA IIE€YiHKOBUX TPaHCaMiHas3;
PIOKICHI: JKOBTSHUILIS, TeIIaTuUT.

3 60Ky HUPOK ma ceuosuodinbHOI cucmemu:
PiOKiCcHI: reMaTypis.

3 60Ky eHOOKpUHHOI cucmemu:

4acTo: HYKPOoBUM AiabeT (YacToTa 3aJIeXKUTh BiJl HasABHOCTI (haKTOPiB PU3UKY: PiBEHD
TJII0KO3M HaTile = 5,6 Mmoib/ia, IMT > 30 Kl"/Mz, MigBUILEH] PiBHI TPUTTILIEPUIIB,
apTepianbHa TillepTeH3isg B aHaMHe3i).

3 60Ky Hepsosoi cucmemu:
YaCTO: TOJIOBHUY 0ilb, 3alIaMOPOYEHHS;
PigKicHi: mToiHeBpomaTisa, BTpaTa I1aM’sTi;

4acToTa HeBimoMa: nmepudepuyHa HEBPOIIATisi, po3naau cHY (B TOMY 4YucCJli 6€3COHHS
Ta HiYHIi XKaXiTTs), MiaCTeHisa rpasic.

3 60ky ncuxiku:

4YacToTa HeBioMa: Oelpecid.

3 60Ky kpoei ma aimpamuuHoi cucmemu:
pigKo: TPOMOOIIUTOIIEH .

3 60Ky iMyHHOI cucmemu:

pPimKo: peaxiiii rimep4yyTIuBOCTi, B TOMY YUCJIi aHTIOHEBPOTUYHUM HaOPSIK.



3 60Ky wKipu ma niOwWKIipHOI KAIMKOBUHU:

He4dacTo: CBepOixK, BUCUIIAHHS, KPOIIUB STHKA;

4acToTa HeBigmoMa: cuHapoMm CTiBeHca-II2KOHCOHA.

3 60Ky ONOpHO-pyx080i cucmemu ma CNOAYYHOI MKAHUHU:
4acTO: Miasris;

pigKo: miomarTist (B TOMy 4mCIIi Mio3uT), pabmoMiosi3, BOBYaKOMOOiOHUM CUHOPOM,
PO3pUB M’A3iB;

PiOKicHIi: apTpanris;

4acToTa HeBijoMa: IMOpyHIeHHS 3 00Ky CYX0XKUJIb, iHKOJIM yCKJIaJHEeHi pO3puBaMu,
IMyHOOIIOCepeIKOBaHa HEKPOTU3yl04a MionaTid.

3 60Ky penpoOdyKmueHoi cucmemu ma pyHKUii MOAIOUYHUX 3AN03:
PigKicHi: TiHEeKOMaCTis.

3azanvHi po3aadu:

4acTO: aCTEHid;

YyacToTa HeBimoMa: HaOpsIK.

Bnaus Ha Hupku

[IpoTelnypis, BUsBIeHa y pe3yJbTaTi aHali3dy TeCT-CMyXKKaMU Ta IIepeBakKHO
KaHAaJIbIIeBOI'0 IOXOOXKEHHsI, CIIOCTepirajacs y Mali€eHTiB, sIKi 3aCTOCOBYBaIu
po3yBacTaTHUH. 3MiHU BMicTy Oifika y cedi Bim Hyns abo ciifiB go 3HaueHHS ++ abo
Oinbirre cnoctepiranucsa y < 1 % malieHTiB y messKUX 4aCOBUX TOYKaX Y IIPOIleci
3acTOCyBaHHS JIiKapChKoro 3acoby B mo3ax 10 mr ta 20 mr i npubnusuo y 3 % - npu
no3i 40 mr. HeBenuke 30inbllIeHHS YaCTOTH 3MiHU BMICTY Bif HyJisg abo CIifiB oo
3HAYEeHHS + CIlocTepirasnocs mpu mo3i 20 Mr. ¥ GibIIOCTi BUNAOKiB IPOTEiHYpis
3MeHIIIyBasnacs abo 3HMKaJsla CIIOHTAaHHO ITPYU NPOAOBXKEHHI Teparil. 3a JaHUMU
KJIIHIYHUX OOCIIIXKEeHb Ta [IOCTMapKeTUHIOBUX CIIOCTEPEXEeHb Ha NaHUU 4ac He
BUSIBJIEHO IPUYMHHO-HACIAKOBOTO 3B’ I3KYy MiXK IIPOTEiHypi€lo Ta rocTpuM abo
[IPOrPECYI0OYUM 3aXBOPIOBAHHSAM HUPOK.

Ha Tni 3acTocyBaHHS mpemnapaTy CIOCTepiraaucs BUMIAAKU reMaTypii; 3a JaHUMU
KJIiHIiYHUX OOCJIimXXeHb YacToTa 11 MaJa.

Bnaue Ha ckesemHy MycKyaamypy



YpaxkeHHs CKeJIeTHOl MyCKyJaTypH, Taki K Mianrisi, mionaTisa (y TOMy 4HCIIi MiO3HUT),
3pimka — pabaomiosi3 i3 rocTpor HUPKOBOIO HEOOCTAaTHiICTIO abo 6e3 Hel, Oynu
BiI3Ha4YeHi IIpu 3aCTOCyBaHHi OyOb-IKUX M03 PO3yBaCTaTHUHY, 0COOIUBO IPHU mo3ax >
20 mr.

Y nailieHTiB, fKi npuiiMain po3yBaCTaTUH, CIIOCTEPIrajgocs go303ajiekHe 3PpOCTaHHSA
piBas K®K; y GinbiiocTi BunankiB sBuille 0yno cj1abKuM, aCUMIITOMaTUYHUM Ta
TuM4YacoBuM. Akmio piBeHb KOK migBumienuit (> 5 pasiB Bif BEpXHbHOI MeXKi HOPpMH),
JIIKYBaHHS CJIig IPUIIMHUTHU (OUB. po3min «OcoBIMBOCTI 3aCTOCYBaHHSI»).

Bnaue Ha neviHKy

Ak i mpu 3acTtocyBaHHi iHmux iHridiTopiB 'MI-KoA-penykTa3u, y HEBEJIMKOI KiTbKOCTi
Mali€eHTiB, Ki IpUK¥Maau po3yBacTaTUH, Bij3HAYAJIOCA O0303aJieXXKHe MigBUILIeHHSA
piBHS TpaHcaMiHa3; y OiNbIIIOCTI BUMAAKIB siBUIlle OY/I0 CIa0KUM, aCUMITOMAaTUYHUM
Ta TUM4YacoBUM. [Ipu 3aCcTOCyBaHHI pO3yBacTaTUHY TAaKOXK Bil3Ha4YasloCs IMiABUIIIEHHS
piBHSI HbAlc.

Ha mai 3acmocysaHHs 0esikux CmamuHie 8i03Ha4aaucs maki HebaxcaHi ssuula:

e po3yaj cTaTeBOl QYHKIIl;
e OKpeMi BUITAAKM iHTEPCTHUIliaTbHOI XBOPOOU J1ereHb, 0COOJIMBO IPU TPUBAIOMY
3acTocyBaHHi (OuB. po3min «OcoBGIMBOCTI 3aCTOCYBAaHHS»).

YacToTa noBifoMIIeHb ITPo pPabooMiosti3, cepiio3Hi MopyIeHHsT 3 60Ky HUPOK Ta
MMe4viHKM (IepeBakHO MigBUINEHHS aKTUBHOCTI ITeYiHKOBUX TpaHcaMiHa3) OinbIlla Ipu
3aCTOCyBaHHI ITpenapaTty B 7o3i 40 mr.

Iimu

[TigBumenHs piBugd KOK > 10 pa3iB Bullle BEepXHbO1 MeXKi HOPMH Ta CUMIITOMHU 3 OOKY
M’s13iB micist Gpi3MYHOro HaBaHTaXKeHHS abo ImigBuieHol Gi3snyHOl aKTUBHOCTI
CIIOCTepirasaucs 4YacTillle y OiTel Ta IMiAJIiTKiB IOPiBHSIHO 3 JOPOCIUMHU (OUB. PO3Min
«OcobmuBOCTi 3acTocyBaHHsa»). [IpoTe mpodine 6e3neku po3yBaCTaTUHY y OiTel Ta
MiaIiTKiB OyB MOAiOHUM [0 TaKOTr0 y MOPOCIUX.

ITogi0oMma1eHHA npo ni0o3prosaHi nobiuHi peakuii.

[ToBigoMIieHHS IIPO Mimo3pioBaHi MoOiuHi peaxiiil micss peecTpaitiii TiKapCcbKOTro
3aco0y € BaXKJIMBOIO IIpoienypoio. Lle mo3Bosie mMpoaoBKyBaTH MOHITOPUHT
CIIiBBiDHOIIEHHS «KOPUCTL/PU3UK» OJIS BiAMOBIMHOIO JIiKapChKOro 3aco0y. MeguyHuM
ImpalliBHUKaM HeoOXigHO MOBimOMISATH PO Oymb-sAKi Mimo3pioBaHi mobiyHi peakiiii
Yyepes HalllOHaJIbHY CUCTEMY IIOBIJOMJIEHE.



TepMiH NpHIATHOCTI
3 POKH.
VYMoBHM 30epiranas

30epiraTtu B opuTiHanbHiM yIIaKOBIIi ITpu TeMIepaTypi He Buiile 25 °C.

30epiraty y HeQOCTYIIHOMY [JIs1 OiTeU MicCIi.
YnakoBka

ITo 10 TabreTOK Y KOHTYPHili YapyHKOBi# yIIakoBIli; 1o 3 abo mo 9 KOHTypHUX
YapyHKOBUX YIIaKOBOK B IaylIli.

Karteropisi Biognycky
3a peLenTom.
BupoOHUK

[TpAT «®apmaneBTudHa pipma «[lapHUILIST».

Miciie3Haxo/dKeHHsI BHPOOHHMKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOTr 0
IisIIHLHOCTI.

Vkpaina, 02093, m. KuiB, Byn. bopucninscbka, 13.



