IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

MEPTEHIJI

(MERTENIL®)

CKnao:
ditoua peyosuHa: po3yBaCTaTHH;

1 TabneTka MicTUTh po3yBacTatury 5 Mr, 10 mr a6o 20 mr, mo ekBiBaneHTHO 5,2 Mr, 10,4 mMr abo
20,8 Mr po3yBacTaTUHY KaJblIiio;

0onoMidCHI peuoBuUHU: TAKTO3W MOHOTIAPAT, I1eJII0/103a MiKpOKpUCTasligyHa, MarHilo TiTPOKCHU],
KPOCITIOBiIOH, MarHito cTeapart; IIiBKOBa 000JI0HKA: CIUPT MOJiBiHiTOBUY, TuTaHy miokcum (E 171),
MaKpOTOJI, TaJlbK.

JIikapcbka ¢opma. TabmeTKH, BKPUTI IITiBKOBOIO 000JI0HKOIO.

OcCHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:

MeprTeHin, TabneTKy, BKPUTI ITiIBKOBOIO 06010HKOI0, 110 5 Mr: 6ii abo Matizke 6ifti, KpyTiti, OBOOIYKJTi
TabNeTKH, BKPUTI IIiBKOBOIO 000JI0OHKOIO, liaMeTpoM IpubIKU3Ho 5,5 MM. 3 ofHOTO OOKY TabJIeTKH €
rpaBitoBaHHSA «C33».

MepTeHin, TabneTKy, BKPUTI I1iIBKOBOIO 06010HK010, 110 10 Mr: Gini ab6o Maiixke Oimi, KpyTi,
IBOOMYKJIi TaONeTKy, BKPUTI IJIIBKOBOIO 000JI0HKOI0, JiaMeTpoM Npubau3Ho 7 MM. 3 OHHOTO OOKY

TabNeTKY € rpaBifoBaHHsA «C34»,

MepTeHin, TaOneTKN, BKPUTI IIiIBKOBOIO 06010HKO10, 110 20 MT: Oini abo Maiixke Oimi, KpyTi,
IOBOOMYKJI TaONeTKH, BKPUTI MTiIBKOBOIO 000JI0HKOI0, miaMeTpoM mpubau3Ho 9 MM. 3 0IHOT0 OOKY
TabNeTKY € rpaBifoBaHHsA «C35».

PapMaKoTepaneBTHYHA rpyma. [linomimigemiuni 3acobu, MOHOKOMIIOHEHTHI.
Iuribitopu 'MI-KoA-penmykTta3u. PosyBactatun. Kog ATX C10A AQ7.

®apMaKoIOriyHi BJIaCTHBOCTI.
®apmakoOuHamika.

MexaHi3m 0ii. Po3yBacTaTHH € CeJIeKTUBHUM i KOHKypPeHTHUM iHribiTopom 'MI'-KoA-pengykrasu,
(bepMeHTYy, 110 IePeTBOPIOE 3-TiHPOKCU-3-METUTTIOTaPUIIKOEH3UM A B MeBaJIOHAT, KU €



IOTIEPETHUKOM X0JiecTepuHy. OCHOBHUM MicClleM [Iii po3yBacTaTHHY € MeYiHKa - MillleHb Ail
Ipenaparis, 1[0 3HUXKYIOTh PiBEHb X0JIeCTepuHy. Po3yBacTaTHH HifBUIIYE KiNbKICTh perenTtopis XC-
JITTHIII Ha moBepXHi KIIITHH MeYiHKH, TOCHITIOIYY 3aX0IUIeHHS Ta KaTabosmiam XC-JITTHIII, i
npurHiuye cunte3 XC-JITIIHII B neuinIli, TOMy 3HUXKY€E 3arajibHy KiibKicTh yacTuHOK XC-JITIIHIIT i
XC-JITTHII,.

®apmakoOuHamiyHi 81acmueocmi.

Bigomo, 1110 po3yBaCcTaTUH 3HUXKYE MiOBUIIIEeHUH BMICT Xonmectepuny - JIITHII (XC-JITTHIL),
3aranbHOro xojectepuny i tpurninepupis (TT), miguinye smict XC-JIIIBIIL, a Tak0XK 3HUXKYE
BMicT amnoninonpoTteiny B (AmoB), XC-ueJITIBIT, XC-JITIOHII, TT-JITIOHII Ta 30inbmye
piBeHb anoninonporelny Al (AnmoA-I). PosyBactatua  3HUMXKye  choiBBigHOuleHH — XC-
JITIHII/XC-JITIBII,  3arambrum  XC/XC-JITIBIH, XC-meJITIBIT/XC-JITIBIT i BigHOIIEHHS
AnoB/AmoA-I.

TepaneBTUYHUY e(PEKT [OCATAETHCA IPOTATOM OJHOTO TUXKHS MIiCNA TOYATKY JIIKyBaHHS, 4epes 2
TUXKHI focsaraeTbcd 90 % Big MakCHMaIbHO MOXKIIUBOTO eeKTy. 3a3Budall MaKCUMaJIbHO MOXKJIMBUN
TepaneBTUYHNN e(EeKT HOCATAEThCS Yepe3 4 TUXKHI i MiATPUMYEThCS Ha JOCATHYTOMY PiBHI Ipu
IIOfaJIbIIOMY 3aCTOCYBaHHI IIpenapary.

dapmaKoKiHemuka.
Abcopbuis. MakcuMasbHa KOHIIEHTpPALlis pO3yBaCTaTHHY B IJIa3Mi JOCSATAEThCS MIPUOIM3HO Yepe3

5 TOJMH TiCJIs TepopabHOTO 3aCTOCyBaHHS. AGCOIOTHA 0i0JOCTYIIHICTh CTAHOBUTD MpuOINU3HO 20
%.

Po3nodia. Po3yBacTaTvH aKTUBHO 3aXOIIJIIOETHCS IIEYiHKOI), IKa € OCHOBHUM MiCLIeM CUHTE3Yy
X0JIecTepuHy i nepepodku xonectepuny JIITHII. O6Gcsar po3mnofiny po3yBacTaTUHY CTAHOBUTD
npubnu3no 134 n. Bineu Hik 90 % po3yBacTaTHHY 3B'SI3yEThCS 3 GiTKaMU IJ1a3MU KPOBi, TEpeBaXkKHO
3 anmpOyMiHOM.

Memabosizm. Po3yBacTaTuH MigmaeTbCsa oOMexeHoMy MeTabostiaMy (mpubmuzso 10 %).

Po3yBacTtaTuH He € cyOCTpaTOM, SKUI aKTUBHO MeTabo0Ii3yeThCs (hepMeHTaMU CUCTEMU IUTOXPOMY
P450. CYP2C9 € ocHOBHUM i30epMeHTOM, siKui Gepe ydacTh y MeTaboi3mi, Toni gk i3opepmMeHTH
CYP2C19, CYP3A4 ta CYP2D6 3anyueHi y MeTaboni3aM MeHIII00 Mipoio. OcHOBHI MeTaboiTu - N-
OeCMeTHII Ta JJaKTOHOBI MeTaboiTu. MeTaboimit N-gecmeTnt npubnu3Ho Ha 50 % MeHIN aKTUBHUH,
HiX po3yBacTaTuH. JJaKTOHOBI MeTaboiTu papMakKonorivno HeakTuBHi. Binbine 90 %
(dbapMaKoJIOoTiuHOl aKTUBHOCTI Moo iHTiOyBaHHS HKUpKy/oo4dol [MI-KoA-penykrasu 3abe3nedyeTbcs
PO3yBaCTaTHHOM, pelITa - HOTo MeTabosiTaMu.

BusedenHs. [Tpubnusno 90 % Big IpuiHATOL 403U PO3yBacTaTUHY BUBOOUTLCS 3 OPraHi3My y
He3MiHEHOMY CTaHi Yyepes3 KUIIeUYHUK (BKII04aloyu abcopboBanuil Ta HeabcopOoBaHMiA
pPO3yBacTaTHH), a YaCTUHA, 1[0 3a/INIINUIIacs], BUBOOUTHCS Y HE3MiHEHOMY BUTIISIAI HUPKaMU.
[TpubnusHo 5 % BUMINAETHCA i3 ceyero B He3MiHeHOMY BUTIsAi. [lepion HamiBBUBeIeHHS i3 MJIa3MU
(T,,) cranoBuTh 19 roguH i He 3MiHIOETHCS Npu 30inbIIeHH] 03U mpemapaTy. CepenHs
reoMeTpUYHa BeJMYMHA KJIiPEHCY Ija3MU CTaHOBUTH Npubnu3Ho 50 n/roguny (KoedirieHT



Bapiaii 21,7 %). 4k i y Bunagaky 3 inmumMu inribiTopamu I'MI'-KoA-penykTasy, y Ipoliec ne4iHKoBOTro
3aXOIJIEHHSI PO3yBaCTAaTUHY 3a/ly4eHud MeMOpaHHUM IEPEHOCHUK XOJIECTEPUHY Yepe3 MeMOpaHu -
TpaHcnopTHuu npoTeid C opra"iynux aHioHiB (OATP-C). Lle#t nepeHOCHUK Biflirpa€ BeIUKY POIb Y
BUBE[EHHI PO3yBaCTaTHUHY M1E€YiHKOIO.

JlinitiHicmb. CuCTeMHa Hisl pO3yBacTaTUHY 30iNbIYETHCS MPOIOPIIINHO 1031 pemapaTy. 3MiH
(bapMaKOKiHEeTUUHUX ITapaMeTpiB Ipu MPUiioMi Ipenapary feKinbka pa3iB Ha 0o0y He Biil3HAYa€ThCH.

Oco06nuBi TPyIY NAlliEHTIB

Bix i cmamvb. He 6y10 BUSIBJIEHO KJTiHIYHO 3HAYYLIOT0 BIJIUBY BiKy Ta CTaTi Ha apMaKOKiHETUKY
pPO3yBacTaTUHY.

Paca. TlopiBHANBHI focHigXeHHS HapMaKOKiHETUKY IToKa3anu 30i/bIIeHHS Y 2 pa3u CepeqHbOro
3HaueHHsd AUC i C,,,, y IaIlieHTiB MOHTOJIOINHOL pacy (AMOHIL, KUTauI, GimimiHii, B'eTHaMI i
KOpeiilli) IOpiBHSHO 3 IOKa3HMKaMH y IPeACTaBHUKIB €BPOIeOifHOl pacu. B iHgyciB Oyso Bif3HaYueHO
nepeBuieHHs npubnusHo B 1,3 pa3a cepegnroro 3uauenHs AUC i C,,,. [Ipu ubomy aHarmi3
IIOKa3HUKIB (hapMaKOKIiHETUKH IJIS1 BCi€l OCIIiIZKyBaHOi I'PYIIX MAI[iEHTIB He BUSBUB KIIIHIYHO
3HAUyIMIUX BiIMiHHOCTeH ¥ hapMaKOKiHeTHIl IpenapaTy Cepel €BPOIENIliB Ta TEMHOIIKIPUX
Malli€HTIB.

Hupkosa HedocmamHicmy. Y TaALli€HTIB 3 JIETKAM Ta IIOMipHUM CTyIIeHEM HUPKOBOI HEOCTATHOCTI
KOHIIEHTpallis po3yBacTaTuHy abo N-mecmeTun MeTaboIiTy B Iy1a3Mi KPOBi iCTOTHO He 3MiHIOETHCS. Y
MAIEHTIB 3 TAKKOI0 HUPKOBOIO HEOCTATHICTIO (KJIipeHC KpeaTHuHiIHY <30 MJI/XB) CIIOCTEpIranocs
nigBUINeHHS V 3 pa3u KOHIeHTpalil i B 9 pa3iB nmigBuineHHs KoHIeHTpallil N-mecMmeTus MeTaboIIiTy B
T71a3Mi KPOBi MOPIBHSHO 31 30poBUMH 00OPOBOIBIIMU. KOHIIEHTPAIlis po3yBacTaTUHY B IJla3Mi
KPOBIi y TaIli€eHTiB, AKi mepeOyBaioTh Ha reMopianisi, Oyna npubausHo Ha 50 % BUILOI0, HiX ¥
3[00POBUX TOOPOBOJIBLIIB.

ITeuinkosa HedocmamHicmy. BifcyTHI naHi Ipo 30inblIeHHS CUCTEMHOI Iil po3yBacTaTHHY Y 0Ci0 3
OLiHKO0 7 OasiB abo HUKYe 3a ImKasow Yainmga - [1'10. OgHak y marfieHTiB 3 ouiHkow 8 i 9 HasmiB 3a
mkajsot Yaitnga - [1'10 6yso Big3HaYeHO OMOBXKEHHS mepiony HaniBBuBeneHHs (T,,) mpubau3Ho B 2
pasu MOPiBHSIHO 3 aHAJIOTIYHUM IIOKa3HUKOM Y TAI[iEHTIB 3 Oi/IbII HU3BKUMU ITOKa3HUKaMHU 3a
mkasoio Yaiinga - [1'10. [IocBimy 3acTOCyBaHHS IIpenapary [AJisd JIiKyBaHHS 0Cib 3 e4iHKOBOIO
HepocTaTHicTio Bulle 9 GaniB 3a mkanoio Yannma - [1'10 HeMae.

I'enemuyuHul noaimopgiam

IuribiTopu I'MI'-KoA-pemyKTa3y, BK/IIOUAI0YX PO3YBACTATHH, 3B’I3YIOThCS 3 TPAHCIIOPTHUMHU GiTKaMu
OATP1B1 Ta BCRP. V mariienTiB 3 nonimopdizmom reris SLCO1B1 (OATP1B1) ta/abo ABCG2 (BCRP)
icHye pU3UK MigBUINEHO] eKCII03ullil po3yBacTaTuny. [1pu okpeMux gopmax nosnimMmopdizmy SLCO1B1
€.521CC ta ABCG2 c.421AA excno3uiisa po3yBactatury (AUC) nigBullleHa MOPiBHAHO i3
redotunamu SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CneuianbHe TeHOTUNIYBaHHS B KITiHIUHIN
IPaKTUlli He Nepen0ayeHe, ajie MallieHTaM i3 TakKUM Mo1iMOP(i3MOM PeKOMEHAYETHCS 3aCTOCOBYBATH
MeHIITy 1000BY 103y PO3yBaCTaTUHY.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JIiKyeaHHA 2inepxosecmepuHemii



MepTeHin npu3HavyaloTh JOPOCIUM, MiANiTKaM Ta AiTaM BikoM Bifg 10 poKiB i3 mepBUHHOIO
rinepxosnectepunemiero (tuny Ila, 3a BUHATKOM CiMENHOI reTepO3UTOTHOI rinepxojecTepuHeMmii) abo
3MillIaHow0 gucinigeMieto (tuny IIb) K HOTIOBHEHHS [0 Ai€TH, KONMY NOTPUMaHHS Ji€ETH Ta
3aCTOCYBaHHS iHINNX HEMeAUKaMEHTO3HUX 3ac00iB (HampuKiag Gi3suYHUX BIIPaB, 3HUKEHHS MacH
Tisa) € HegoCcTaTHIM.

[Tpu TOMO3UTOTHIM CiMEWHIN rimepxonecTepuHeMil SIK TOIIOBHEHHS OO MiETH Ta iHIIUX
TMnigo3HKUKYI0UMX 3aco0iB ikyBaHHS (Hanpukian adepesy JITTHII) abo y Bumagkax, KOjau Taka
Teparisi HegoCTaTHLO e(heKTUBHA.

ITpoginakmuka cepu,e8o-CyOUHHUX NOPYWEHb

MepTeHin npu3HayvaloTh A 3ano0iraHHs 3HaUHUM CEPLIeBO-CYIUHHUM IOPYIIEHHSIM Y MallieHTiB,
SKUM, 3a OLIiHKaMH, 3arP0Ky€ BUCOKUY PU3UK IIE€PILIOTr0 BUIAKYy CEPLEBO-CYyIUHHOTO IOPYIIEeHHS
(muB. po3min «®apMakoguHaMiKa»), SIK TOIMOBHEHHS OO0 KOPEKIIii iHIIUX GaKTOPiB PU3UKY.

IIpomunoka3aHHs.
* T'imepuyTIUBiCTh M0 po3yBacTaTHHY ab0 [0 Oyab-sIKOi 3 JOMTOMIXKHUX PEYOBHH IIperapary;

* 3aXBOPIOBaHHA II€UiHKY B aKTUBHIY (ha3i, B TOMy YHCJIi HEBIOMOI €Ti0NOoril, 31 CTIMKUM
IiABUINEHHSIM aKTHBHOCTI ITeYiHKOBHX TPaHCaMiHa3, a TaKOX MigBUIIEHHSIM PiBHS Oyab-SKOI
TpaHCaMiHa3M y CHpPOBATILi KPoBi Oifibill HiXK y 3 pa3u BifHOCHO BEPXHHOI MeXKi HOPMU;

* TSIXKKe MOpYyIIeHHS (PyHKIIil HUPOK (KiipeHC KpeaTuHiny < 30 MIi/XB);
e Miomaris;
* OOHOYACHUY MPUNOM IIUKIIOCIIOPUHY;

* IIepiof BariTHOCTI i TOOyBaHHA IPYAAI0, & TaKOXK XKIHKaM PelnponyKTUBHOIO BiKYy, AKi He
3aCTOCOBYIOTh HaMliHUX 3aC00iB KOHTPAIEIIii;

* CTIaKOBa HETIePeHOCUMICThb TalaKTO3H, TaKTa3Ha HEeNOCTATHICTh, TTII0K030-TalakKTO3Ha
Masibabcopoiris.

[Tpu3HaueHHd npenapaTy B f03i 40 MI IPOTUIIOKA3aHO MAaIlieHTaM 3 (paKTopaMHu, 10 CIPUSIOThH
PO3BUTKY MiomnaTii/pabmomionizy. Taki pakTopu BKIIOUAIOTh:

* IOMipPHO BUpPaXeHi NopyleHHs (YHKIIl HUPOK (KJIipeHC KpeaTuHiHy < 60 M/XB);
* TIMIOTUPEO3;
* HasBHICTh B iHAMBiAyanbHOMY ab0 ciMeiHOMY aHaMHe3i CITafIkOBUX M'SI30BUX 3aXBOPIOBaHE;

* HasIBHICTh B aHaMHe3i MIOTOKCUYHOCTI Ha Tji mpuiioMy iHmux inriditopis 'MI'-KoA-penykrasu ab6o
Gbibparis;

¢ 3JIOBXHWBaAHHS aJIKOT'OJIEM,

* CTaHM, SKi MOXKYTb IPU3BOOUTH [0 MiOBUINEHHS KOHIIEHTpALlil PO3yBacTaTUHY Y IJIa3Mi KPOBi;



* IpPYHAJEXKHICTh O MOHTOJIOIOHOI pacy;

* ofHOYacHuM mpuiioM ¢ibpaTis (quB. po3minu «OcobIUBOCTI 3aCTOCyBaHHSI» Ta «B3aeMofis 3
iHITMMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUOYM B3aEMOIiii»).

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

BonmuB CcymyTHIX IIpenapariB Ha PO3yBACTATUH

IaribiTOpY TpaHCIOPTHUX OiNKiB

Po3yBacTaTuH € cyOCTpPaTOM A7 AeSKUX TPAHCIIOPTHUX OiNIKiB, B TOMY YKCIIi TIeYiHKOBOTO
TpaHcnopTepa 3axonneHHs OATP1B1 ta edmiokcHoro Tpancnoprepa BCRP. OnHouyacHe
3aCTOCYBaHHST PO3yBAaCTATHHY i3 JTiIKapCbKUMHM 3aco0aMH, 110 MPUTHIUYIOTh IIi TPAHCIIOPTHI OiNKH,
MO2Ke TTPU3BOAUTHU [0 MiABUILEHHS KOHIIEHTpPAIlill po3yBacTaTUHY B IJla3Mi KPOBi Ta 30iblIeHHS
pu3uky mionarii (guB. po3ninu «Crocib 3acTocyBaHHS Ta Bo3u», «OCOOIMBOCTI 3aCTOCYBAHHS»,
«B3aeMopmis 3 iHIMMMY JTiKapChKUMHU 3aco00aMu Ta iHIII BUOM B3a€MOMi», Tabmuio 1).

HI/IKHOCHOQI/IH

Y nepiop CynyTHBOrO 3aCTOCYBaHHS PO3yBaCTaTUHY Ta LUKIIOCIOPUHY 3HaYeHHs AUC po3yBacTaTuHy
Oynu B cepemIHbOMY NTPpUOIN3HO y 7 pa3iB BUIMMHU, HiX Ti, SKi CIoCcTepiranucs y 3MopoBUx
noOpoBobLIiB (AUB. TaOnuilo 1). Po3yBacTaTHH MPOTUIIOKAa3aHU MallieHTaM, SKi OTHOYaCHO
OTPUMYIOTh LIUKJIOCIIOPUH (OUB. po3nin «[IpoTUIOKa3aHHSA»).

CymyTHe 3aCTOCYBaHHS He BIIJINBAJIO Ha KOHIIEHTpAIlil UMKJIOCIOPUHY B I1JIa3Mi KPOBI.

IaribiTopu mporeasu

Xoua TOUHMM MexaHi3M B3aEMO/Iil HEBiTOMUM, OQHOYACHE 3aCTOCYBaHHS iHTi6iTOPiB MpoTea3u Moxe
3HA4HO 30i/bLIYBaTH €KCIIO3UIliI0 PO3yBacTaTUHY (OuB. Tabnuio 1). V dpapmMakoKiHeTUYHOMY
IOCTimKeHHI omHOYacHe 3acTocyBaHHSA 10 MT po3yBacTaTHHY Ta KOMOiHOBaHOTO J1iIKapChKOT0
3aco0y, mo micTuB ABa iHribiTopu mpoteasu (300 Mr aTazaHaBipy/100 Mr puToHaBipy), Y 3MOPOBUX
noOpoBOIIBLiB cynmpoBoaxkyBasocs migsuieHHsaM AUC ta C,,, po3yBacTaTHHY IpuOIu3Ho B 3 Ta 7
pasiB BigmoBigHO. OmHOYACHE 3aCTOCYBaHHS PO3yBAaCTaTHHY Ta HesSKuX KoMOiHalil iHribiTopiB
IIpOTea3y MOXKJIMBE IC/s peTebHOT0 00MipKyBaHHS KOPEKIIil 03U IpenapaTy MepTeHis, BUXOOAUn
i3 04iKyBaHOT0 3pOCTAHHS €KCII03UIlil po3yBacTaTHHY (AUB. po3minu «Crocid 3aCTOCYBaHHS Ta HO3U»,
«Oco6IMBOCTi 3aCTOCYBaHHS», «B3aeMopmist 3 iHIMMU TiKapChbKUMHU 3aco0aMy Ta iHIII BUTU
B3aeMofil», Tabnuito 1). OmHOYacHe 3acTOCYBAaHHS Ipenapaty 3 inribiTopamMu nmpoTeasu He
PEKOMEHAYETHCA, AKILO N03a MepTeHily He CKOpUTOBaHa.

Cemdibpo3un Ta iHIi Tinigf03HUKYIOYi 3aco0u

OpgHOYaCHe 3aCTOCYBaHHS PO3yBaCTaTUHY Ta reMdidposuny mpusBogumo go 3poctanus AUC ta C,,,
po3yBacTaTHHY B 2 pa3u (OuB. po3Min «Oco6IUBOCTI 3aCTOCYBaHHS»).

3HayHOI papMaKOKiHETHYHOI B3aeMofil 3 peHodiOpaTOM He 0UiKy€eThCS, OMHAK MOXKIIMBA
dapmakoguHamiuHa B3aemofia. ['eMpidpos3un, hbenodidpar, inmri ¢pibpaTu Ta TinigO3HUKYOUI 03U
(> abo pieHi 1 r/moby) HianMHy (HIKOTUHOBOI KUCJIOTH) 30iIbIIYIOTH PU3UK PO3BUTKY MiomarTii Ipu
CYIIyTHbOMY 3aCTOCyBaHHi 3 iHribiTopamu 'MTI'-KoA, #iMOBipHO, 3a paxyHOK TOT0, III0 BOHU MOXYThb
CIPUYUHSTY MiOIaTiioo, KOJIX 1X 3aCTOCOBYIOTH OKpeMo. [1o3a po3yBacTaTtuHy 40 Mr IpOTUIIOKa3aHa



IIPHU CYMyTHBOMY 3acTocyBaHHi pibparis (quB. po3minu «IIpoTunokasaHHs» Ta «OCoOIUBOCTI
3aCTOCyBaHHS»). TaKMM TallieHTaM TaKOXK CJIifl TOYMHATH TEPaIliio 3 103U 5 MT.

E3eTumio6

OpHoYacHe 3aCTOCYyBaHHS Po3yBacTaTHHY B [03i 10 Mr Ta e3eTumiby 10 Mr namieHTaM i3
rinepxonectepuHeMieio npusBoauno go 3poctanus AUC po3yBactatuny B 1,2 pa3a (tabnuis 1). He
MOKHa BUKJII0YaTH (hapMaKOAMHAMIUHOI B3aEMOil MiXK PO3yBacCTaTUHOM Ta e3eTUMiOOM, 110 MOXKe
IPU3BECTH [0 HeOaxkaHUX SBUIL (IUB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

AHTaMHI npenapaTtu

OpHoYacHe 3aCTOCYBaHHSA PO3yBaCTATHHY i3 CyCIEeH3iIMU aHTALU/IB, 1[0 MICTATH allOMiHIIO Ta
MarHi TiAPOKCUA, IPU3BOOUTE N0 3MEHIIeHHS KOHI[EHTPallil po3yBacTaTUHY B IIJTa3Mi KpOBi
npubnu3no Ha 50 %. Lleit epekT OyB MeHIII BUPaKeHUM y Pa3i 3aCTOCYBaHHS aHTAlMOHUX 3ac00iB
yepes 2 TONWHMU Ticns nmpenapaty MepTtenin. KiniHiuHa 3Ha4yIIiCTS I1i€l B3a€MOfii He BUBYaIach.

Eputpowmitiua

OpHovacHe 3aCTOCYBaHHS PO3yBaCTAaTHUHY Ta epUTPOMINUHY 3HUXKYBalIo AUC ., po3yBacTaTHHY Ha
20 %, a C,,,, - Ha 30 %. Taka B3aeMofis MOXKe OyTH CIPUYMHEHA MiABUIIEHHIM IIepPUCTaIbTUKI
KHUIIeYHNKa BHACIIOOK [Iil ePUTPOMIIIUHY .

®epmenTy nuToxpomy P450

PesynbpTaTi gOCigXKeHs in vitro Ta in vivo CBig4aTh, 110 PO3yBACTATUH He iHTiOyE i HE CTUMYITIOE
izopepmenTu muToxpomy P450. OKpiM 11b0T'0, pO3YBACTATHH € CITAOKUM CyOCTPATOM ITHX
isopepmenTiB. TakuM YMHOM, B3a€MOI1 3 JTiKAPChKUMHU 3aco0aMu B Pe3yibTaTi MeTabomi3my,
onocepenkoBanoro P450, He ouikyeTbcs. He crocTepiranocs KiaiHIYHO 3HAYYIIUX B3aEMOZIN MixK
po3yBacTaTHHOM Ta (ykoHa3osoM (iuribitopom CYP2C9 ta CYP3A4) a60 KETOKOHa30JI0M
(inribitopom CYP2A6 ta CYP3A4).

B3aeMopii 3 mikapcbKMMU 3aco0aMu, 110 BUMaraiTh KOPEKIIii 1031 PO3YBaCTaTUHY

[Tpu HeoOXimHOCTI 3aCTOCYyBaHHS IpenapaTty MepTeHin 3 iHIIKUMHU JTiKapChbKUMHU 3aco0aMu, 3TaTHUMHU
IiABUINYBATU €KCIIO3UIlil pO3yBacTaTHHY, [03Y IipenapaTty MepTeHin noTpiOHO CKOPUTYBATH. AKIIO
O4iKy€eThCs, 110 eKcro3utiis mpemnapary (AUC) 3pocTe mpubnu3Ho B 2 a6o Oinbiie pasis,
3aCTOCyBaHHS MepTeHiny cyif moYnHaTy 3 103U 5 MI' OIMH pa3 Ha fo0y. MakcuMansHy 0o060By 003y
npernapaTy MepTeHin Cllif CKOPUTYBaTH TaKUM YMHOM, 1100 O4YiKyBaHa €KCIIO3UIIisT pO3yBACTaTUHY He
TIepeBUIlyBajia eKCI03uIli0, 10 Bif3Ha4Ya€eThCs MpH mpurioMi no3u 40 mMr/moby 6e3 3aCTOCyBaHHS
JiKapchbKuX 3aco0iB, 110 B3aEMOMIIOTH i3 ITpernapaToM; HallpUKJIaf, IPYU 3aCTOCYBaHHi 3
rem¢piopo3unom mo3a MepTeHiny ctanoButuMe 20 Mr (30inbiIeHHs ekcno3uilil B 1,9 pasa), npu
3aCTOCyBaHHI i3 KoMbiHalielo puToHaBip/aTa3anasip - 10 mr (36inbuenHs B 3,1 pasa), [Ipu
OOHOYACHOMY 3aCTOCYBaHHi 3 IIMKJIOCTIOPUHOM - 5 Mr (30inbienHs B 7,1 pasa).

Ta6muus 1. Bonaus cynyTHIX niKapchbkux 3aco0iB Ha €KCIo3ulito po3yBacTatuny (AUC; B mopsiaxy
3MEHIIIeHHST BeJIMYUH) 3a OMy0liKOBAaHUMY JaHUMU KITiHIYHUX HOCITiAXKEHb.

PekuM 0O3yBaHHS JTiIKapChKOTO 3aC00y PexxuM I03yBaHHSA 3mina AUC
pO3yBaCTaTHHY pO3yBaCTaTHHY

LlukiocmopuH, Bif 75 Mr fBiui Ha moOy mo 10 mr oguH pa3 Ha mo6y, 10 guiB |T 7,1 pa3y

200 mr gBiui Ha goOy, 6 MicsIiB




Atana3zaBip 300 mr/ putoHasip 100 Mr ogun pa3 |10 Mr, pa3oBa mo3a T 3,1 pasy
Ha f00y, 8 oHiB

Cumenpusip 150 Mr ogus pas Ha o6y, 7 OHIB 10 Mr, omHOpPa30Ba 03a 1 2,8 pasa
JTomminagsip 400 mr/ putonasip 100 mr aBigi Ha 20 Mr omuH pa3 Ha 0oOy, 7 gHiB |1 2,1 pa3sy
mo0y, 17 guiB

Knomigorpens 300 mr, a motimM 75 Mr mpotsiroMm |20 MT oguH pa3 Ha m00y T 2 pasa
24 ToguH

['em¢pibpo3un 600 mr gBiui Ha Koby, 7 OHIB 80 mr, pa3oBa fo3a 1 1,9 pasy
Entpombonar 75 Mr oguH pa3 Ha mo0y, 5 gHiB 10 mr, pa3oBa mo3a 1 1,6 pa3y
[Mapynasip 600 mr/ putonasip 100 mr gBiui Ha 10 mr oguH pa3 Ha moby, 7 guiB |1 1,5 pa3sy
no0Oy, 7 [HIiB

Tunpanasip 500 mr/ putonasip 200 Mr gBivi Ha |10 Mr, pa3oBa mo3a 1 1,4 pasy
mo0y, 11 guiB

IIponengapon 400 Mr aBiui Ha goOy [laHi BigCyTHI 1 1,4 pasy
ITpakoHa3on 200 Mr ofuH pa3 Ha o0y, 5 nHiB 10 Mr pa3sosa #o3a 11,4 pasy
E3etumi6 10 Mr oguH pa3 Ha no0y, 14 guiB 10 mr oguH pa3 Ha o0y, 14 guiB |1 1,2 pasy’
®ozammpenasip 700 mr/ putorasip 100 mr asiui |10 Mr, pa3osa Ko3a (d

Ha m00y, 8 mHiB

Anermitasap 0,3 mMr, 7 OHIB 40 mr, 7 oHIB o
Cunimapus 140 mr Tpuyi Ha 0o0y, 5 OHIB 10 mr, pa3oBa mo3a (g
®enodibpar 67 Mr Tpuyi Ha go0y, 7 OHIB 10 Mr, 7 nHiB o
Pucdamnin 450 Mr opuH pa3 Ha go0y, 7 OHIB 20 MT, pa3oBa mo3a o
Ketokona3zon 200 mr gBiui Ha go0y, 7 OHIB 80 Mr, pa3oBa f03a -
®miokonason 200 mr oguH pa3 Ha moby, 11 gaiB |80 Mr, pa3oBa fmo3a (d
EputpoMirnua 500 Mr 4oTupu pasu Ha go0y, 7 80 mr, pa3oBa fo3a 120 %
MHIB

batikanin 50 Mr Tpuyi Ha o0y, 14 gHiB 20 Mr, pa3oBa f03a 1 47%

"Tasi, IIpejCcTaB/eHi SK 3MiHa B X pasiB, SIBNIIIOTh CO00I0 CITiBBiIHOIIIEHHS MiX 3aCTOCYBaHHSIM

po3yBacTaTHHY ¥ KoMOiHalii Ta okpeMo. [laHi, mpefcTaBieHi y BUrnsagi % 3MiHu, SBISIOThE C06010 %

PI3HUILIIO BifHOCHO ITIOKA3HUKIB IIPU 3aCTOCYBaHHI PO3yBacTaTAHY OKPEMO.

30inbIIeHHS T03HaYeHO 3HA4YKOM T, BiICYTHICTh 3MiH <, 3MeHIIeHHST - | .

Bymno npoBefeHo KinbKa [OCHiXKeHb B3aEMOIii TpU Pi3HUX H03aX PO3yBacTaTUHY; B TaONUIi

IpefcTaBieHi HalbimbIl 3HAYYIIE BigXUIEHHS.

BrnnuB po3yBacTaTUHY Ha CYNYTHi TiKapchKi 3acobu

AHTaroHicty BiTaMiny K

4K iy Bunapgky 3actocyBaHHs iHmmx iHribitropis I'MI'-KoA-penykTasu, mo4aTOK JTiKyBaHHS

po3yBacTaTUHOM abo0 MOCTYIIOBe IiBUINEHHS HOT0 J03K V MAlli€HTiB, SIKi OMHOYAaCHO 3aCTOCOBYIOTh

aHTaroHictu BiTaMminy K (Hanpukiiaz Bapdaput abo iHII KyMaprHHOBI aHTUKOATYJISHTH), MOXKe

MIPU3BECTH [0 MiABUILEHHS MiXKHapOOHOTO HopMani3doBaHoro criBBigHomenHs (MHC). ITicns BigMiHu

po3yBacTaTuHY a00 3MeHIIeHHs 103U MHC Moxke 3HU3UTUCS. Y TaKMX BUIIAJKax 0akaHO

BiITOBIIHMM YHMHOM KOHTpomtoBaT MHC.

[IepopanbHi KOHTpALENITHBY/ TopMOHo3aMicHa Tepamis (I'3T)

Bigmomo, 110 ogHO4YacHe 3dCTOCYBaHHSA PO3YBACTATHHY Ta IIE€POPAIBHUX KOHTpaHeHTI/IBiB IIPHU3BOOUIIO

no nigsuieHHss AUC eTuHinecTpaaiony ta Hoprectpeny Ha 26 % Tta 34 % BignosigHo. Take
IiIBUIIIEHHS T1JTa3MOBUX PiBHIB KPOBi CJIil BpaxoByBaTu NpH Mifn0opi 1031 epopanbHuX




KOHTpanenTtusiB. Hemae ganux mopo ¢hapMaKOKiHETUKHY IIpenapaTiB ¥ Malli€eHTiB, SKi 0MIHOYACHO
IpUKMaloTh po3yBacTaTuH Ta ['3T, ToMy MOXKIIUBICTh B3a€EMO[Iil BUKTIOYATH HE MOoXKHa. OgHaK
BimoMo, 1110 TaKa KOMOiHaIlis IITMPOKO 3aCTOCOBYBAJACs V KIiHOK B KITIHIYHUX JOCITIIXKEHHSIX Ta
mepeHocuIIach mobpe.

[HIi TiKapchKi 3acobu
[TUTOKCHH.
3a JaHUMU OOCHiKeHb KIiHIYHO 3HAYYII0l B3aEMOIl i3 IUTOKCHHOM HE OYiKY€EThCS.

Qy3upgieBa KMCIOTA.

Pu3uK po3BUTKY MiolaTil, BK/II04al04y pabmoMioni3 Moxke OyTH 30ibIIeHUN IIPU CYIIyTHHOMY
3aCTOoCyBaHHI (py3uaieBol KUCIOTH 3i cTaTHHaMU. MexaHi3M 1iel B3aeMoii ((papMaKOAUMIYHUH,
dapMakokineTuyHUY abo 06uABa), MOKK HeBigoMuil. [ToBigoMmsnocs mpo pabmomioni3 (BKIoyawyu
neTasibHi BUNIAOKM) ¥ NALIEHTIB, SKi oTpuMyBanu KoMOiHarlio.

fKI0 TiKyBaHHS 3a MOIOMOI00 CUCTEMHOI (hy3uIieBol KMCIOTH HeoOXiIHO, TiKyBaHHS
PO3yBacCTaTUHOM Ma€ OyTH IPUIMHEHO IIPOTSATOM BChOTO IEPioay JIiKyBaHHS (y3UIi€BOI0 KKCIOTOIO
(muB. po3min «OcoBGIUBOCTI 3aCTOCYBaHHS»).

JlomiHaBip/pUTOHABI

Bigomo, 1110 ofHOYAaCHE 3aCTOCYBaHHS PO3yBaCTaTHHY Ta KOMOiHOBaHOTO ITpenapary, 1110 MiCTUB ABa
inri6itropu mportea3u (ominasip 400 mr/ puToHaBip 100 Mr), 3MOPOBKUM HOOPOBOIBIISIM ACOIIiF0BAIOCS
3 pubIU3HO [BOPA30BUM Ta II'SITUPA30BUM 30i/bIIEHHAM [T0Ka3HUKIB piBHOBaxXHOr0 AUC o, Ta C, .,
po3yBacTaTHUHY BignoBigHOo. B3aemopis po3yBacTaTuHy 3 iHIMMMHU iHTi6iTOpaMu IpPOTEasu He
BHBYAJIacCh.

it

IocmimXeHHsT B3a€MO{Iii TPOBOAMINCS Jullle y mopociaux. CTyIiHb B3aEMOIil y IiTeW HEBITOMUM.

Oco06.1ueocmi 3acmocyeaHHs1.

By Ha HUPKU

Y mariieHTiB, gKi 3aCTOCOBYBaIu PO3yBacTaTUH Y BUCOKUX [03ax, 0co6muBo 40 MT, Bif3Ha4YaIucs
BUIIa[IKU MIPOTEIHYpil (BU3HAUYEHOI 3a TECTOBOIO CMYXKKOI0), IepeBakKHO KaHalblIeBOl 3a
TIOXOIKEeHHSM Ta y GinbIIOCTi BUMIAAKiB TUMYACOBOi abo mepepuBdacToi. IIpoTeinypist He cBiguuIa
Ipo rocTpe abo mporpecyrmye 3aXBOpPIOBaHHS HUPOK. HeOaxkaHi sBulla 3 60Ky HUPOK y
IIOCTMapPKETUHTOBUY I1ePiofl Bif3Ha4Ya/lIM 4acTille IIpu 3acToCyBaHHi 7o3u 40 mr. YV mauieHTiB, ki
IpUUMAalTh Ipenapat y 7o3i 40 mr, GyHKII0 HUPOK CIIi[ IEePEeBipsATH PETYIAPHO.

Brnue Ha CKEeJIETHY MYCKYJIATYDY

YpaxeHHs CKeJIeTHOI MYCKYJIaTypH, HallpUKJIa[ Mianrist, MionaTia Ta, pigko, pabmomiortis,
CIIOCTEpIranucs y MallieHTiB IPX 3aCTOCYBaHHI OyIb-IKMX 103 PO3yBACTAaTHHY, @ 0COOIMBO MIPH H03aX
6inpmie 20 mr. [Ipu 3acTocyBaHHi e3eTuMi0y y KoMbiHanii 3 iHribiTopamu 'MI-KoA-pengykra3u nyxe
PifKO MOBiMOMIISNIOCH IIPO BUMIAAKK PO3BUTKY pabmoMionizy. He MoXHa BUKIIIOUaTH



dhapMakoguHaMiuyHOI B3aeMOfil (IuUB. po3min «B3aemomisa 3 mikapCchKuUMU 3acobaMu Ta iHIII BUIH
B3a€EMO[Iifi»), TOMy TaKy KOMOiHaIlil0 CJlif 3aCTOCOBYBaTH 3 00€PEXKHICTIO.

4K i y BUllafKy 3acTocyBaHH4 iHmMuUX iHTi0iTOpiB [MI'-KOA-penykTa3u, 4acToTa MOBiJOMJIEHE IIPO
BUIIAOKU pabmomiosizy, moB’3aHOr0 i3 3aCTOCYBAHHSM PO3YBaCTaTUHY, ¥ TOCTMapPKETUHTOBOMY
nepioni 6yna Buio npu go3i 40 Mr. € mMoBigoMIIeHHS PO PiAKiCHI BUMagKK iMyHOOIIOCEPEeIKOBAHOI
HEKPOTU3YI0U0l MiomarTil, 0 KIiHIYHO IPOSBISIOTECS CTIMKO MPOKCAMAaJbHOI M’ sI30BOI0
cnabKicTio i MigBUIIIEHHSM PiBHS CHPOBATKOBOI KpeaTHUHKIHA3Y, Iif Yac JIiKyBaHHS a0o miciis
IPUIKAHEHHS JTiKyBaHHS CTaTMHAMM, BKJII0Yal0Yy PO3yBacTaTHH. B TakoMy pas3i MOXKyTh OyTH
HeoOXiTHUMM JO0JATKOBiI HEMPOM'sI30Bi i CEpOJIOTiuHiI HOCTIMKEeHHS, TIKyBaHHSA iMyHOCYTIPECUBHUMMU
npernapaTamu.

PiBens kpeaTtuHKiHa3u (KK)

Pisens KK He cytif BUMipioBaTu micyis 3Ha4HUX (i3WYHUX HaBaHTaxKeHb ab0 3a HasiBHOCTi MOXKJTUBUX
arbTepHATUBHUX NpUYuH nigsuineHHsa KK, 110 MOXKYyTh yCKIafHIOBAaTHU iHTEPIIPETALlil0 Pe3yJIbTaTiB.
fAxmro BuxigHi piBHi KK 3HauHOo migBumeHi (> 5 pasiB Bume BMH), mpoTsirom 5-7 gHiB HE0OXimHO
3po0uUTH TOBTOPHUIM aHAai3, 1100 MiATBEePAUTH pPe3yIbTaTH. fAKIIN0 pe3ybTaT IIOBTOPHOTO aHaMli3y
iATBEPOXKYIOTH, 1110 BuxinHe 3HaueHHs KK 6inbine Hixk B 5 pa3siB nepesuilye BHM, 3acTocyBaHHS
npenapaTry IOYMHATU He CIIif.

[lepen mo4aTKOM JIiKYBaHHSA

MeprTeHin, 5K i inmi inridiTopu ['MI'-KoA-penyKkTa3y, ciif 3 06epekHiCTIO TpU3HayaTy NallieHTaM 3i
CXUTIbHICTIO 00 Miomatii/pabmomioidy. [lo Takux GpaKTOpiB HaleXKaTh:

* IOpPYyIIEeHHS GYHKINI HUPOK;
* TIlIOTHPEO3;
* HasIBHICTb B 0co6ucTOMY ab0 CciMeliHOMYy aHaMHe3i ClTaIkOBUX 3aXBOPIOBaHb M's3iB;

* HasIBHICTb B aHaMHe3i MiOTOKCUYHOCTI, Ha (OHi 3acTocyBaHHSs iHIMX iHTi6iTOpiB [MT-KO0A-
penykTasu abo ¢hidparTis;

* 3JI0BXKMBAHHS aJIKOTOJIEM;
* BiK > 70 pOKiB;

* cUTYyallil, 1110 MOXKYTh IPU3BECTHU 0 MiABUIIEHHS PiBHIB IpemnapaTy y mia3Mmi (quB. po3ginu «Cmocid
3aCTOCYBaHHS Ta 003u», «B3aeMopist 3 iHIMMY JTiKapChKUMU 3acobaMy Ta iHII BUOW B3a€EMOIIN» Ta
«®apMaKOKiHETHKA»);

* OHOYACHE 3aCTOCyBaHHS (ibpaTis.

Y Takux mali€HTiB IOTPiOHO MOPIBHATH PU3UK Ta MOXKJIMBY KOPHUCTh IIPK 3aCTOCYyBaHHI Ipemnapary;
TaKO0X PEKOMEH[I0BaHUY MOHITOPUHT CTaHy nalieHTa. He i noYnMHaTH JIiKyBaHHS Y BUALKY
3HAQYHO IiABUIIEeHNX ToYaTKOBUX piBHIB KK (> 5 pagiB Buie BMH).

B nepion nikyBaHHS

[TauieHTiB cnif monepeguTy MIpo HeOOXigHICTh HeTalHO MOBIJOMIISITH IIPO M's130BUH 6inb
He3'SICOBHOTO ITOXOMIKEeHHS, M'130BY c1abKicTh a60 CymoMHU, 0COONIMBO SKIO BOHU CYIPOBOAXKYIOTHCS



He3TyKaHHAM ab0 IiABUIIEHHAM TeMIlepaTypu. Y TaKUX MallieHTiB ciif Bu3HauuTy piBHi KK. Crig
IPUIMHUTHY JTiKyBaHH, AKIo piBHi KK 3HauHOo migBuieHni (> 5 X pasiB Buiie BMH) a6o k1o
M'SI30Bi CUMIITOMHM TSKKi Ta CIIPUYUHSIOTh JUCKOM(OPT Y TOBCIKAEHHOMY KUTTi (HABITh AKILIO
piBers KK = 5 x BMH). k1o cumnTomMu MuHaioTh i piBeHb KK mmoBepTaeThcs 0o HOpMU, MepTeHin
abo anpTepHaTuBHUY iHTibiTop 'MI-K0A-pengykra3u MoxkHa cripobyBaT 3aCTOCYBaTH 3HOBY, ajie y
MiHiMalbHUX [03aXx Ta IIif HarIsgoM nikaps. Perynsipuauit KonTposb piBHS KK y maiiienTiB 6e3
BUIIIeBKAa3aHUX CUMIITOMIB He OTPiOHUY. BimoMo npo myXe pigKicHi BullafKu iMyHOOTIOCEPEOKOBaHO1
HeKpoTu3y4oi miomatii (IOHM) mig wac abo micns Teparii cTaTUHAMY, B TOMY YHCIIi
po3yBactatuHOM. Kniniunumu nposisamu IOHM € cnabKicTh MPOKCUMAIbHUX M’SI31B Ta HiIBUIIEHHS
PiBHS KpeaTHHKiIHA3W y CUPOBATI, 110 30epiraeThCsl HaBiTh MiC/IsA MIPUIMHEHHS 3aCTOCYBaHHS
CTaTHHIB.

[TigBuIlleHa YacTOTa BUIAMKIB MiO3UTY Ta MioIaTil cmocTepiranach y mallieHTiB, SKi 3aCTOCOBYIOTh
inmi inri6iTopu 'MI-KoA-penyKTa3u i3 noxiguuMu GpidpoeBoi KMCIOTH, B TOMY YHCHTi
reM}iOpo3unoM, IIUKIOCIOPUHOM, HIKOTUHOBOIO KMCJIOTOI0, IPOTUTPUOKOBAMHU 3aco0aMy TPyIu
a3071iB, iHribiTOpaMu mpoTea3u Ta MakpoIifHUMYU aHTUOioTHKaMu. ['eMpibpo3us migBulye pu3uK
PO3BUTKY MiomaTii pu CymyTHHOMY 3aCTOCYBaHHi i3 mesikumu inribiTopamu ['MI-KoA-penykrasy,
TOMY IIpernapaT MepTeHis He peKOMeHI0BaHO 3aCTOCOBYBaTH y KoMOiHallil i3 rem¢pi6po3unom.
KopucTh nmoganbIioi 3MiHK piBHS MiMifliB Mpu 3aCcTOCYyBaHHI po3yBacTaTUHY y KoMOiHaIril i3
¢dibpaTamMu ab6o HianMHOM MOTPIOHO PETENIbHO 3BaXKyBaTH MOPIBHSHO i3 IOTEHI[INHUMU PU3UKaMH,
IIOB’SI3aHUMH i3 3aCTOCYBAHHSM TaKux KoMOiHaIii. OmHOYaCHe 3aCTOCYBaHHS IIpernapary MepTeHin B
mo3i 40 Mr Ta ¢ibpaTiB mpoTUOKa3aHo (OUB. Po3minu «B3aemomist 3 mikapcbkuMHU 3aco0aMu Ta i
BUIY B3aeMofin», «ITo0iuHi peakiii»).

MepTeHin He MOXKHa 3aCTOCOBYBaTH CYMICHO 3 IIperapaTaMy SKi MiCTSTh Qy3upieBy Kucaoty abo
IIPOTATOM 7 [OHIB IiCJIg IPUNUHEHHS JTiKyBaHHS (Py3UOi€BOI0 KUCIIOTOIO. Y TAIli€HTIB, B IKUX
3aCTOCyBaHHS (y3u[Ii€eBOi KMCIOTU BBaXKa€ThCS HEOOXiMHUM, JTiIKyBaHHS CTaTMHAMU IIOBUHHO OyTH
IPUNUHEHO NPOTATOM BChOT'0 IIEPiOAYy JiKyBaHHS (y3UOi€BOI0 KUCIO0TOK. [IoBigoMIAnIOCS 1Ipo
pabmoMionti3 y malieHTiB (B TOMY YHCJIi TeTa/lbHi BUNIAgKM), IKi OTPUMYBAaJIH JIiKyBaHHS Y KoMOiHaIIil
Gbys3umieBa KMCIOTA i cTaTUHU (OUB. PO3Min «B3aeMopmist 3 iHImMMYU TiKapchKUMU 3aco0aMu Ta iHIIi
dbopmu B3aemopiit»). [amienTaM HeoOXimHO HeraHo 3BePHYTHUCS MO JiKaps, SIKIIO0 BOHU BiI4yBalOTh
Oynmb-siKi CHMIITOMH M's130B01 cmabKocTi, 6011 a60 XBOPOOIMBOi YyTIUBOCTI IPU TOPKAHHI.

Tepamis ctaTuHaMu Moke OyTH TIOBTOPHO po3I0yYaTa Yepes3 7 MHIB Mic/s oCTaHHBOI H03u Py3umieBoi
KHCJIOTH.

YV BUHSATKOBUX BUIIagKaX, KoM HeoOXifHa TpuBasla CUCTeMHA Tepallis Gy3uIieBoI0 KUCIOTOIO,
HaIpPUKJIIaf, IS JiKyBaHHS BaXKKUX iHQEKIIiN, HeoOxigHiCTh CyMiCHOTO 3aCTOCyBaHHS MepTeHiny i
Gy3upieBol KUCIOTHU CIIif PO3T/IsgaTi B KOKHOMY BUIIAOKy OKPEMO i Iii peTebHUM MeIUuYHNM
HarJIsgoM.

[IpenapaTt MepTeHin He Cif 3aCTOCOBYBATH IalliEHTaM 3 TOCTPHUMHU, CEPUO3HUMU CTaHaMU, 10
CBig4aTh Ipo MiomaTito abo MOKITUBICTh PO3BUTKY HAPKOBOI HEJOCTATHOCTI BHACHIIOK pabgomiomidy
(TakuX K CeICHC, apTepiaibHa TinoTeH3is, o0IKUpHe XipypriyHe BTPy4YaHHs, TpaBMa, TAXKKi
MeTabomiyHi, eHOOKPUHHI Ta eJIeKTPOJIiTUYHI po3naau abo HEKOHTPOJIbOBAHI CyIOMH).

Bronus Ha IeYiHKY

4k i immi inribitopu MTI-KoA-penykTasy, npenapaT MepTeHin ciif 3 06epekHICTI0 3aCTOCOBYBaTH
nalieHTaM, sKi 37I0BXXKUBAIOTh aJIKOT0JIeM Ta/a00 MaloTh B aHaMHe3i 3aXBOPIOBAHHS TIEYiHKHU.
PekomeH0BaHO nepeBipsaTu OioxiMiuHi MoKa3HUKY QYHKIII MeYiHKy mepeq MoYaTKOM 3aCTOCYBaHHS
IperapaTy Ta 4epes3 3 Micsli JIiKyBaHHA IIOTOMY. fIKIIO piBeHb TpaHCaMiHa3 y CUPOBaTLi KPOBi



Oinblre HiX yTPUYi IepeBUIy€E BEPXHIO MeXy HOPMHU, 3aCTOCYBaHHS IpenapaTy MepTeHin cif
npunuHUTH. [Ipo ceplio3Hi NOpymeHHS PYHKII] NeYiHKY (IepeBaXkHO MiABUIIEHHS PiBHSA NEYiHKOBUX
TpaHcaMiHa3) y Iepiog MOCTMapKETUHTOBOTO CIIOCTEPEXKEHHS IOBIAOMIISANIOCH YacCTillle IPHU
3acTocyBaHHi 1031 40 Mmr.

V marnieHTiB i3 BTOPUHHOIO TillepX0JIeCTEPUHEMIEI0, CIPUYNHEHOIO TinoTHPe030M ab0 HeHPOTUIHUM
CHHIPOMOM, CIIEPIIY CJIif IPOBECTH JIIKyBaHHSI OCHOBHOT'O 3aXBOPIOBAHHS, a MOTIM IIOYMHATH
JIIKyBaHHA IIpeniapaToM MepTeHis.

Bimomo mipo pipkicHi netanbHi abo HeneTanbHi BUMTaIKX MTE€YiHKOBOI HEJOCTATHOCTI Y Malli€eHTiB, sKi
IpUMaly CTaTUHYU, B TOMY YKCJIi po3yBacTaTHH. SKII0 Ha (QOHi TiKyBaHHS IIpernapaToM MepTeHin
PO3BUBAETHCS CEPIO3HE YpaXKeHHS NMeYiHKY 3 KJIiHiYHOI0 CUMIITOMATUKOIO Ta/abo
rinepbinipy6ineMieto Yu XKOBTSHUIEI0, HETAWHO MPUNIKHITE IPUIOM IIpenapary. Ko iHIi TpUYnHYT
He BUSIBJIEHO, He IIOHOBJIIONTE JIIKyBaHHS IIpernapaToM MepTeHi.

Paca

Y BigoMuX OOCTifXKEHHAX (papMaKOKIiHETUKY CIIOCTEPIiranoch 3pOCTaHHS CUCTEMHOI KOHIIEHTpaIlil
pPO3yBaCTaTHUHY y NAli€HTiB MOHTOJIOIAHOL PACy IOPIBHSAHO 3 IOKAa3HUKAMU Y €BPOINEeNiB. [I719 TaKUX
nalieHTiB HeoOXilHa KOPeKIis [03yBaHHS po3yBacTaTUHY (OuB. po3ninu «Crocib 3acToCyBaHHS Ta
no3u», «IIpoTunoka3aHHsa» Ta «PapMaKOKiHeTHKa»). [IJ1s Mali€eHTiB a3iliChKOl pacu IoYaTKOBa 403a
MepTenuny noprHHa 6yTu 5 Mr. IligBHIlleHa KOHI[EHTPAIlisl po3yBacTaTUHY B IJla3Mi OyJia moMidueHa
y a3iiicbkux namieHTiB. CIiif B34TH [0 yBaru 30inbllleHy CUCTEMHY €KCIIO3UIII0 IIPU JIiKyBaHHi
TIIAlli€HTiB MOHTOJIOIOHOL PacCH, Y SIKUX TilepxojieCTePUHEMISI He KOHTPOIIOETHCS afeKBaTHO J03aMU
1o 20 mr.

IuridiTopu opoTeasu

[TigBuieHa cUCTEMHa eKCIIO3UIIis 0 pO3yBacTaTUHY CIIOCTepiranacs y ocib sKi 3aCTOCOByBaju
pO3yBacCTaTHH OJHOYACHO i3 pisHUMY iHTibiTOpaMu MpoTeas3u y MOeNHAHHI i3 puToHaBipoM. Crin
00MipKyBaTH SIK KOPUCTh Bifl 3HUKEHHS PiBHA JiMifiB 3a [OIIOMOr00 mpenapaTy MepTeHusn y
natienTiB i3 BIJI, ski oTpuMy0Th iHTi6iTOPU MpOTEa3y, Tak i MOXKIUBICTD MiABUIIIEHHS KOHIIEHTPAIli!
pO3yBacTaTHHY ¥ IIJTa3Mi KPOBi Ha ITOYaTKY Tepallil Ta Mpu MigBUIIEeHH] 031 MepTeHiny y malieHTis,
SIKi OTPUMYIOTh iHTiOiTOpH mpoTea3u. OgHOYaCHe 3aCTOCYBaHHS IIpelapary 3 iHribiTopamMu nporteas3u
He PeKOMEHIYEThCS, SIKII0 A03a po3yBacTaTUHY He CKOpUroBaHa (AuB. po3ain «Cnocib 3acTocyBaHHS
Ta J03u» Ta «B3aemopmis 3 iHIIMMY JTiIKapCbKUMHU 3aco0aMu Ta iHIM BUOM B3aEMOIIN»).

HemnepeHoCHMiCTD JIAKTO3HU

[Ipemapat MepTeHiI MICTUTE JIaKTO3W MOHOrigpaT. [laniedTaM 3 pifKiCHOIO CIIafK0BO0
HeNepeHOCUMICTIO ranakTo3y, fedinuroM nakrasu Jlanma abo MambabcopOLiero TII0KO3U-TaTaKTO3U
IIPOTUIIOKA3aHO 3aCTOCOBYBATHU LieH IIpemnapar.

[HTepcTHIianbHa XBOpoOa IereHb

[TooguHOKI BUMTAOKY iHTEPCTUITIaIbHOI XBOPOOHU JiereHs O0yI0 3apeecTPOBAHO MPU 3aCTOCYBaHHI
IessKUX CTATHHIB, 0COOIMBO Y BUMTAIKY JOBrOTPHBaAJIOi Tepatmii. 1o mposBiB I1iel XBOpoOu MOKHa
BiJHECTHU OUCIIHOE, HEMPOAYKTUBHUY Kallle/lb Ta MOTiPIIeHHs 3araJbHOT0 CTaHy (BTOMa, BTpaTa Macu
Tija Ta TUXOMaHKa). fAKIIO MiI03PI0ETHCS, 110 V MallieHTa PO3BUHYJIOCH iHTepCTuUlliabHa XBopoba
JIeTeHb, 3aCTOCYBaHHS CTATUHIB IOTPiOHO MPUITMHUTH.

[TykpoBu# niabeT



Ieski ¢hakTu CBigYaTh, III0 CTAaTUHY, MigBUIIYIOTH PiBeHB T'IIOKO3K B KPOBIi Ta y [IeSKUX IAIliEHTIB,
SIKMM 3ar'POXKY€ BUCOKUU PU3UK PO3BUTKY HiabeTy B MaibyTHOMY, MOXKYTb CIIPUYUHSITH
rinepriikeMiio Takoro piBHS, 3a SKOro HeoOXifmHe HaslexkHe JTiKyBaHHS miabeTy. 1Iio 3arpo3y, ogHaK,
[IepeBULLY€E 3HUXKEHHS PU3UKY CYIUHHUX MIOPYIIEHD IIPU 3aCTOCYBaHHI CTaTHUHIB, i TOMYy BOHA HE Ma€
OyTu mimcTaBolo IS IPUIIMHEHHS Tepallil cTaTHHaMU. 3a IallieHTaMy TPYNIU PU3UKY (PiBEHb
TJII0KO3H HaTie 5,6-6,0 Mmmons/n, IMT >30 kr/M’, migBulenuil piBeHs TPUTIIiNEPUAiB, apTepianbHa
TilepTeH3ist) CIil BCTAHOBUTY K KITIHIYHUM, TakK i 6i0XiMiYHMIi KOHTPOJIB 3TigHO i3 HalliOHaTbHUMMU
KEpPiBHUIITBAMHU.

4k i y Bunagky 3 iHmuMu inridiTopamu I'MI-KoA-pengykTasu, Ipu 3aCTOCYyBaHHI PO3yBaCTaTUHY
croctepiranocs 3poctanas HbAlc Ta piBHIB I'TIOKO3U y CUPOBaTIi KpoBi. B nesgkux Bulagkax Ii
TIOKA3HUKYU MOXKYTh IIePEBUIIYBaTH I'PaHNYHE 3HAYEHHS M7 [iarHOCTUKY I[yKPOBOTO HiabeTy,
HacaMIlepef y NallieHTiB 3 BUCOKMM PH3WKOM PO3BUTKY fiaberTy.

Y mocnimxeHHsX 0yJ10 TOKa3aHoO, 10 PO3yBACTAaTUH SIK MOHOTEPAIlisd He CIIPUYNHSIE 3HUKEHHS
6a30B0i KOHIIEHTPaIlil KOPTU30J1y IJIa3MHU KPOBi i He BIIMBA€E Ha pPe3epB HagHUPKOBUX 3a103.

HeobxigHa 00epeKHICTh ¥ pa3i 0mHOYACHOTO 3aCTOCYBaHHS IIpernapaTy MepTeHin Ta iHmmx
niKapCchbKuX 3aco0iB, 3MaTHUX 3HUKYBATH PiBHI UM aKTUBHICTh €HIOT€HHUX CTEPOIIHUX TOPMOHIB,
HalpuKiag KeTOKOHA30Jly, CIipOHOJIaKTOHY Ta UMETHUIUHY.

Hity Ta migmiTky Big 10 mo 17 pokis

Bimomo, 110 BiiuB po3yBacTaTUHY Ha picT, Macy Tina, IMT (iHmeKCc Macu Tifa) Ta pO3BUTOK
BTOPHMHHUX CTaTEeBUX O3HAaK 3a TaHHEpPOM Yy miTeu BikoM Bif 10 mo 17 pokiB OLiHIOBABCS JTHIIIE
IPOTATOM OOHOTO POKY. Ilicns 52 TUXKHIB HOCIIAKYBAHOTO JIIKYBaHHS XKOJHOT0 BIIJIUBY Ha PIiCT, Macy
tina, IMT abo cTaTeBe Ho3piBaHHS BUSBIIEHO He 0y10. [JOCBim DOCHiIKeHb 3aCTOCYBaHHS IIpemapary
OiTSIM Ta HimTiTKaM oOMeKeHuH, i JOBroTpuBai eeKTH 3aCTOCYBaHHS po3yBacTaTUHY (>1 pik) Ha
CTaTeBe JO3PiBaHHS HEBimOMI.

TinbKu crnenianicT MOXKe NMpU3HAavYaTU IIpernaparT AiTsaM. [lepen mo4yaTKOM Teparlil po3yBaCTaTUHOM Y
miTey Ta MigiTKiB mMoBUHHA OyTH IMpH3Ha4YeHa CTaHJapTHA Hi€Ta IpH rinepxonecTepuHeMil i
NallieHTH TIOBUHHI JOTPUMYBATHCS il IIif Yac mikyBaHHS.

3acmocyeanHs e nepiod eazimnocmi a6o 200y8aHHs1 2pydoro.
[IpenapaTt MepTeHin IpOTUIIOKAa3aHWU B IIePiof BariTHOCTI Ta TOOYBaHHS T'PYAIIO.

KIHKY PEenpoOOyKTHBHOIO BiKY.

KiHKYM penponyKTUBHOTIO BiKY IIifi 4ac IpuUrUoMy IIpenapaTy MepTeHin IOBUHHI 3aCTOCOBYBaTU
HafliiHi 3aco0u KOHTpPAIEMIIii.

BariTHiCcTB.

OCKinbKY X0JIECTEPUH Ta iHII MPORYKTH GiI0CUHTE3Y X0JIEeCTEPUHY CYTTEBO BaXKJIUBI 71T PO3BUTKY
T1JI0fa, MOTeHUiNHUY pu3uk inridyBanus ['MI-KoA-penykTasu mepeBUILy€e MOXKIUBY KOPUCTh Bif
3aCTOCYBaHHS IIpernapaTy B IIepiof BariTHOCTI. fAKIIO0 MallieHTKa 3aBariTHi€ B IIepiof 3aCTOCYBaHHS
nmpenapary, TiKyBaHHS IIpeniapaToM MepTeHin Ciif HeraHO IPUIIUHUTH.

TogyBaHHS TPYOOLO.



Ockinbku iHIMMY TiKapChKUM 3acib 1bOT0 KJlacy MOTPAIISIE V TPYOHE MOJIOKO JIIOIUHY Ta
BpaxoBylouH, 110 inribitopu 'MI'-KoA-pegykTa3u MOXKYTh CIPUUUHSITH CEPHO3HI HeOaxkaHi peakiii y
HEMOBJISAT, XKiHKaM, SIKi TOTpebyI0Th JIiKyBaHHS IIpernapaToM MepTeHin, cilig peKoMeHaoyBaTu
yTPUMAaTHUCS Bifl TOAyBaHHS rpyanio. [laHUX 000 MPOHUKHEHHS IIpernapaTy B TPyAHEe MOJIOKO Y
JIIOOUHU HEMaAE.

30damuicmsb eniueamu Ha weudKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
podomi 3 iHwumu mexaHizmamu.

HocmifxeHp, 110 BUBYAIOTH BIIJIUB PO3YBaCTATUHY Ha MIBUOKICThH Peakliil Ipu KepyBaHHI
aBTOTpAHCIIOPTOM abo po6oTi 3 iHmMKUMU MexaHi3MaMu, He TpoBoaunu. OfHAK, 3 OTJISAAy Ha
(dhapMakoaMHaMiYHI BIaCTUBOCTI IIpenapaTy, MaJOMMOBIpHO, 110 MepTeHiT YNHUTAME BIUIMB Ha Taky
3maTHicTh. [Ipy KepyBaHHI aBTOTpaHCIOPTOM ab0 po6oTi 3 iHIMKMMY MeXaHi3MaMu CIIifl BpaXOByBaTH
MOZKJIMBICTh 3allaMOPOYEHHS B MEPIOL JTiKyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.

[Iepen mo4aTKOM JIiKyBaHHS MMALIEHTY CJIIT IPU3HAUYUTYA CTaHOAPTHY TilIOX0JIECTEPUHEMIYHY TIETY,
SIKOl BiH ITOBUHEH JOTPUMYBATHUCS i i Yac mikyBaHHS. [[03y mpenapaTy moTpi6HO migbupartu
iHOUBiTyasbHO, 3aJIe2KHO Bifl METH Tepallil Ta BiATOBiAi MallieHTa Ha JIiKyBaHHS, KEPYIOUHUCh
PEKOMeHOaIliIMM MOTOYHUX 3araJbHONPUNHATAX KEPiBHUIITB.

MepTeHin npuiiMaiOTh IEPOPAIbHO, B OyOb-IKUM Yac OHS, He3aJleXKHO Bifl MPUAOMY ixi.

TabmeTKy He i po3xKoByBaTu ab0 moapi6HoBaTH. TabmeTKy MOTPiOHO KOBTATH IIiJIOI0 3 HEBETUKOIO
KiNBKiCTIO BOOH.

JIikyBaHHS{ TillepxonecTepUHEMil

PekoMeHOBaHa IMOYATKOBA [103a CTaHOBUTHL 5 abo 10 Mr, mepopanbHo, 1 pa3 Ha go0y K s
IAli€HTIB, AKi paHillle He 3aCTOCOBYBa/ld CTaTHMHU, TakK 1 [ MaLi€HTIB, dKi OO LBbOTO
3acTtocoByBanu iHmi iuri6iropu I'MI-KoA-penykrasu. ITigbupaoyu mo4aTKOBY A0O3Y CIIif
BpaxOBYBaTHU iHAUBiAyaIbHUY PiBEHb XOJIECTEPUHY y MAI[lEHTIB Ta PU3UK PO3BUTKY CEPLEBO-CYOUHHUX
yCKJIaIHEHb, a TaKOXK MOTEHLIMHNIN PU3UK PO3BUTKY MOOIYHMUX peakiiii. 3a HeoOXimHOCTI
MigBUIYBaTH A03Y A0 HAaCTYIIHOTO PiBHS MOXKHa dyepe3 4 TuXHi (AuB. po3nin «PapMakoguHaMika»).
OCKinbKH ¥ BUMTAAKYy 3aCTOCYBaHHS mo3u 40 Mr mobiuHi peakilil BAHUKAIOTh YacCTillle, HiXk mIpu
3aCTOCyBaHHI MeHIHMX 103 (quB. po3min «I1o6iuHi peakIlii»), 0CTaTOYHO TUTPYBATH HO3Y 10 40 Mr
CITif IHIIle IJIs HAIli€HTiB i3 TAXKKOIO rilIepXx0oIeCTEPUHEMIEI0 Ta BUCOKUM PU3UKOM CEPIIEBO-
CyIUHHUX IOPYIIEHb (30KpeMa Y MallieHTiB i3 CiIMENHOIO TillepX0JIeCTEPUHEMIEI0), Y IKUX He BHAI0Cs
mocArty 6aXXaHOro pe3yJbTaTy IIPU 3acTOCyBaHHI no3u 20 Mr i ki OynyTh nepeOyBaTty IIif
PeTyJISIPHUM HATJISIOOM crelliasnicTa (quB po3min «Oco6auBOCTi 3acToCyBaHHs»). Ha moyaTky
3aCTOCYBaHHS IpemnapaTy y 0o3i 40 Mr peKOMeH0BaHO CIIOCTePEeXKEeHHS CIelliaiicTa.

3amobiranHs IIOPYIIEHHAM 3 60Ky CGQEGBO-CYEI/IHHOi CUCTEMH

Y mocnigkeHHi 3HUXKEHHSI PU3UKY MOPYIIEeHb 3 00Ky CepIeBO-CYAUHHOI CHCTEMHU IIpernapaT
3aCTOCOBYyBaiH ¥ Ho3i 20 Mr Ha moOy (muB. po3min «®apMaKoguHaMiKa»).

[NarienTy TiTHLOTO BiKY




PexoMmeHoBaHa moYyaTKOBa 403a OJIs Nalli€HTiB BikoM 1OHaA 70 POKiB CTAHOBUTH 5 MT (OUB. PO3Min
«0Ocob6muBOCTi 3acTOCyBaHHs»). [HIlIa KOPEKIlis 403U 3 OTJIsIAY Ha BiK He MOTpibHA.

[NarieHTH i3 HUPKOBOI HEOOCTATHICTIO

[TamieHTaM i3 nerkumMu abo MOMipHUMH MOPYIIEeHHIMH QYHKIII HUPOK KOPEKIIis 03U He MOTpiOHa.

PekoMeH0BaHa IOYaTKOBA [I03a OJIS MAI[iEHTIB 3 MOPYIIeHHAM (GYHKIIil HUPOK ITOMipPHOI TSIKKOCTI
(kipeHC KpeaTuHiHY <60 MJI/XB) CTAaHOBUTH 5 Mr. [Jo3a 40 Mr mpoTunoka3aHa nalieHTaM 3
MOPYILIEHHAM (QYHKII HUPOK IOMipHOI TAXKKOCTI. [TallieHTaM 3 TSXKKUM MOPYIIeHHIM (PYHKIII HUPOK
3aCTOCYBaHHS Ipenapaty MepTeHin IpoTUIoKa3aHo y 6yIb-IKUX J03ax (OUB. PO3Minu
«IIpoTunoka3aHHsa» Ta «PapMaKOKiHETHKA»).

[lamieHTH i3 mOpVIIIeHHAMY MVHKINI TeYiHKHI

Y mairieHTiB i3 mopyuIeHHIMY TeYiHKH, 110 OliHIoOBanucs y 7 abo MeHuIe 6aiB 3a 1rkanow Yainma-
[T'10, mipBUILIEHHST CUCTEMHOI €KCITO3HIlil pO3yBaCTaTHHY He crocTepiranocsi. OgHak y ocif i3
nopyiieHHaMHu Y 8 Ta 9 6aniB 3a mkanoio Yainma-I1'1o cucTeMHa €KCIIO3UIlis 3pocTasa (IuUB. po3/in
«PapMaKkoKiHeTHKa»). TaKuM IallieHTaM CJIifi TPOBOAUTH OLIHKY QYHKIII HUPOK (OUB. PO3MiN
«Oco0nuBOCTi 3acTOCyBaHHS»). [JOCBif 3aCTOCYBaHHS IIpelnapary MnalieHTaM 3 IoKa3HUKoM 9 GariB
abo Ginbire 3a mkasnoio Yaunma-I1'1o BifcyTHi. MepTeHiNn MpoTUOKa3aHuM MallieHTaM i3
3aXBOPIOBaHHSIMY IIE€UiHKY B aKTUBHIiN cTafil. (quB. po3min «IIpoTunoka3aHHI»).

Paca

Y malieHTiB MOHTOJIOIIHOI Pacu CIoCTepiranach MigBUIleHa CUCTeMHa €KCIIO3UIlis Tpenapary (OuB.
po3minu «IIpoTunoka3anHs», «Oco6IUBOCTI 3aCTOCYBaHHSI» Ta «DapMaKOKiHETHKA»).
PexoMmeHOOBaHa MOYaTKOBA [03a [JIS IAIliEHTIB a3iiChKOT0 IIOXOMXKEHHS CTAHOBUTE 5 Mr; fo3a 40 mMr
TaKHM IallieHTaM IPOTHUIIOKa3aHa.

[eHeTHuHUY nDoaiMopdizMm

[TeBHi TUIN TEHETUYHOTO MOIIMOP(PiI3My MOKYTh IPU3BOOUTHU A0 MigBUIIEHHS €KCIO3UIIil
po3yBacTaTUHY (OUB. po3ain «®apMakKokKiHeTHKa»). [TallieHTaM i3 BifOMOIO HasBHICTIO TAKUX TUIIIB
noJ1iMop¢i3aMy peKOMeHIYETHCS 3aCTOCOBYBATH MEHIITY o0OOBY 03y MpernapaTy MepTeHii.

[NarieHTy 3i CXUIBLHICTIO IO PO3BUTKY MiomIaTil

PexomeH0BaHa OYaTKOBA [03a OJ1S MAIli€HTIB i3 (haKTOpaMy pU3UKY OO PO3BUTKY Miomaril
CTAQHOBUTH 5 MT (IuB. po3ain «OcobIUBOCTI 3aCTOCYBAHHSI»).

Io3a 40 mMr mIpoTUIIOKa3aHa [eIKUM i3 TaKuX MallieHTiB (AUB. po3min «IIpoTUIIOKa3aHHS»).

CynyTHE 3aCTOCYBaHHS

Po3yBacTtaTu € cyOcTpaToOM [Jig Pi3HUX TpaHCHOpTHUX OinkiB (Hanpukiag OATP1B1 ta BCRP).
Pusuk Mionaril (BK/Io4arouu pabmomiosnia) migBULIYETHCS IPU OMHOYACHOMY IIPUAOMi PO3yBaCTaTUHY
pa3oM 3 eBHUMM JIiKapChKUMHU 3acob6aMy, 3MaTHUMH ITiABUIYBaTH KOHIEHTPAllil po3yBaCTaTUHY B
II71a3Mi Yepe3 B3a€MOJII0 3 IIMMH TPAHCIOPTHUMHY OilkaMu (HampUKIaf, ITHKIOCIOPHUH Ta AesKi
inribiTopu mpoTea3u, BKI0O4Yalouyd KoMOiHallil puToOHaBipy 3 aTaHa3aBipoM, JomiHaBipoM Ta/abo
TUIIpaHaBipoOM; [UB. po3ainu «OcobIMBOCTI 3aCTOCYBaHHS» Ta «B3aeMopis 3 iHIINMU JTiKapChKUMU
3acobaMu Ta iHIII BUOW B3a€MOZil»). [Ipy MOKIMBOCTI CHIifl PO3TAISHYTH albTepHATUBHE JTIKYBaHHA i,
SKII0 HeoOXigHO, TUMYaCOBO IPUIIMHUTH JIiIKYBaHHS PO3yBacTaTUHOM. B cuTyauisx, Konu



OIHOYACHOT'0 3aCTOCYBaHHS IUX JTiIKapChKUX 3aC00iB pa30oM i3 po3yBaCTaTUHOM YHUKHYTHU
HEMOKJIMBO, He0OXiTHO 3BaKUTH BCi ITepeBaru Ta PU3UKY CYIMyTHLOTO JIIKyBaHHS Ta PETEJIbHO
nigGupaTy 103y PO3yBacTaTUHY (OUB. po3Min «B3aemomis 3 iHIIMMY NTiKapChbKUMHU 3aco0aMu Ta iHIi
BUIM B3aEMOTIIN»).

Himu.
3acToCyBaHHS MpemnapaTy AiTsSIM Ma€ IPOBOAUTHU JIUIIE CIIEIlialicT.

3aCTOCOBYIOTH [IiTSIM Ta MifsTiTKaM BikoM Bif 10 mo 17 pokKiB (XJIOMYUKY Ha CTafil po3BUTKY Il Ta Bulle
3a TaHHEpPOM Ta [iBYaTa, B IKUX MEHCTpPYallil ToYanucs IoHaliMeHIIe Pik ToMY).

3BuYaliHa Io4YaTKoBa 000Ba H03a OIS [iTel Ta MigIiTKiB 3 rimepxonecTepuHeMiel0 CTAaHOBUTEL Bif 5
Mmr o 20 Mr oguH pa3 Ha mo0y. [TigBuuryBaT# O3y CIIif BiAMOBIIHO OO iHAMBIAyanbHOI BifMOBIii
OVUTUHY Ha JTIKyBaHHSA Ta IIePEeHOCHUMOCTI IIpernapaTy, AOTPUMYIOUYNCh PEKOMEHallii I0A0 TiKyBaHHSI
mitewt (muB. po3min «OcobIUBOCTI 3aCTOCyBaHHS»). [Iepen MoYaTKOM Tepallil po3yBaCTaTUHOM HiTSIM
Ta MiJIiTKaM CJIiJ] IPU3HAYUTH CTaHJAPTHY Till0X0JIeCTePUHEMIYHY [i€TY, SKOI MallieHT! MaloTh
NOTPUMYBATHUCS i MPOTATOM NTiKyBaHHS. be3neka Ta epeKTHBHICTH JTiKapChKOTO 3ac00y ¥ mo3ax
6inbine 20 MT y 1il TOMyALil He JOCTiAXKYyBalIuCs.

TabmeTku 1o 40 Mr He 3aCTOCOBYIOTE AiTSIM.

ITiTy Bikom 10 10 pOKiB.

Hocsin nikyBauH# miTe BikoM o 10 pokiB oOMexXeHUit 3aCTOCYBaHHSIM IIpenapaTy y HeBeJIUKO1
KinmbKOCTI narmieHTiB (BikoM Bifm 8 mo 10 poKiB) i3 TOMO3UTOTHOIO CIMEMHOIO TinepXx0necTepuHEMIEIO.
He pekomeHI0BaHO 3aCTOCYBaHHA IIpenapaTy MepTeHin gitsaM BikoM 10 10 pokis.

Ilepedo3yeanHns.

Croenu@idyHOro niKyBaHHS IIPU IIepefo3yBaHHI HeMae. Y pa3i mepefo3yBaHHSI PEKOMEHAYETHCS
IIPOBOAUTY CHMIITOMaTUYHe JIIKyBaHH i MigTpUMyBaIbHy Tepalito. Cilig KOHTPOJIIOBAaTU (PYHKIIiI0
nmeyvinky i piBHi KK. Mano#MoBipHO, 110 reMopiani3 6yme epeKTUBHUM.

ITo6iuni peakuii.

[ToOiyHi peaxiiii, 110 CIIOCTEPIral0ThCS MIPH 3aCTOCYBaHHI pO3yBacTaTHHY, 3a3BUYail c1abKo BUpaxkeHi
Ta TUMYacCOBi.

3 6oky Kposi ma aimpamuyHoi cucmemu: TPOMOOLIUTOTIEHIS.

3 boky iMyHHOI cucmemu: peaxliii TimepuYyTIUBOCTI, Y TOMY YHCJIi aHTiOHEBPOTUYHUH HAOPSK.



EHOOKpUHHI po3aadu: IyKpoBuii miabet'.
ITcuxiuHi po3aadu: genpecis.

3 60Ky Hepeosoi cucmemu: TOJIOBHUY 0iflb, 3allaMOPOYEHHS; TIOJTIHeBPOIIaTisA, BTpPaTa ImaM’sTi;
nepudepryHa HEBPOIIATisg, PO3Iagy CHY (B TOMY YKCIli 0€3COHHS Ta HiuHi KOIIMapHu);

3 60Ky opaaHie OuxaHHA, 2pyOHOI KAiMmKU ma cepedoCMiHHA: Kalllesb, 3agulllKa
3 60Ky WAYHK0BO-KUWKOB020 MPAKmMY: 3a1op, HyooTa, 6ilb ¥ JKUBOTI; TaHKPEaTUT; fdiapes.

3 6oky 2enamobisiapHoi cucmemu: MiIBUILIEHHS PiBHS NEYiHKOBUX TPaHCaMiHa3; XKOBTSIHUIIS,
remaTur.

3 60Ky wkipu ma nidwkipHoi kaimkosuHu: cBepOixK, BUCUII Ta KPOIIUB'THKA; cuHAPoM CTiBeHCa-
IIKOHCOHa.

3 60Ky ckesemHoi MycKyaamypu ma cnoAy4YHOi mKaHuHu: Mianris; MmiomnaTis (B TOMYy YHCIIi MiO3UT)
Ta pabooMiosni3; apTpanris; mopyueHHs 3 60Ky CYyX0XKHUJIb, iHKOIU YCKIagHEeHI po3puBaMy,

iMyHOOTIOCEpPEIKOBaHa HEKPOTH3yl04a MiomaTis.

3 60Ky HUPOK ma ceyosudinbHOI cucmemu: reMaTypis.

3 6oky penpodyKkmueHoi cucmemu ma MO/A0YHUX 3d103: TIHEKOMACTis.
3azanvHi po3aadu ma cmaH Micy s 88e0eHHS: aCTeHis; HaOpSK.

4K i y Bunapaky 3 iHmuMu inridiTopamu I'MI-KoA-penykrasu, 4acToTa MOGIYHUX peakiliii 3a/1eXKuTh
Bif mo3u.

1 . . . . . .
YacToTa 3aexuTh Bil HasgBHOCTI (paKTOPiB pu3UKY (piBEHD I'/TIOKO3X KPOBi HaTINE = 5,6 MMOJIb/T, iHIEKC
MacH Tina >30 Kr/M’, miBUINeHHs piBHA TPUTIilepHUAiB, apTepianbHa rinepTeHsisa B aHaMHesi).

BonuB Ha HUPKU

Y matieHTiB, SKi 3aCTOCOBYyBaJi pO3yBaCTaTUH, CIIOCTEPIraauch BUMaAKY IIPOTEIHYPil, TepeBaxkKHO
KaHaJTblIeBOTO TIOXOMKEHHS (BU3HAYEHOI 3a JOIIOMOT0I0 TECT-CMYXKKH). 3MiHU BMicTy 6Ginka y cedi Bif
HYJISL Y4 CJIifiB IO 3HAYeHHS « » abo Oinblle 3apeecTpoBaHi y <1% mallieHTiB, AKi mpuiManu
npernapaT y mo3i 10 mr Ta 20 mr, i npubnu3no 3% nallieHTiB TPy 3aCTOCYBaHHi MO3K PO3yBAaCTaTUHY
40 mr. He3nauHe 36inbIIeHHS YaCTOTHU BUIAOKIB MiiBUILIeHHS OinKa y cedi Bim Hyns abo cmifiB mo « »
CIIOCTEpIrasoch IPH 3aCTOCyBaHHi fo3u 20 Mr. YV 0inblIocTi BUNAgKiB BUpPaXKeHiCTh MPOTeiHypil
3MeHIlyBajach abo 3HMKasa CIIOHTaHHO IIPU NIPOAOBXKEHHI 3aCTOCYBaHHS npenapaTy. Ha chorogHi He
BUSIBJIEHO IPUYMHHOTO 3B’A3KYy MiXK MPOTEIHYPi€l0 Ta rocTpuM abo MpOrpecyrouuM 3aXBOPIOBAHHIM
HUPOK. ['eMaTypis crocTepiranach y ImalieHTiB, IKi 3aCTOCOBYBaIM PO3yBacTaTHH, ajle € [AaHi Ipo
HU3bKY 9aCTOTY 1l PO3BUTKY.

Brnvs Ha CKeIeTHY MYCKYIaTypy

3Minu 3 60Ky CKeJIeTHOI MYCKYIaTypH, TaKi sIK Miairis, MionarTis (B ToMy 4uCIli MiO3UT) Ta PigKo,
pabmomionis, i3 rOCTPOI0 HUPKOBOIO HEOCTATHICTIO UK 6e3 Hel, CriocTepiraaucs mpu 3aCTOCyBaHHi
Oynmb-sIKUX 003 PO3yBacTaTUHY, a 0COOIMBO IIPU 3aCTOCyBaHHi 103 > 20 mr. [Tpo pigkicHi BUmagku
pabmoMioni3y, 1o iHKou G6yIu acollifioBaHi 3 HUPKOBOIO HEOCTATHICTIO, TOBiIOMIISAIOCS IIPU



3aCTOCYBaHHI pO3yBacTaTHHY, a TaKOXK IHIINX CTaTUHIB.

Y namieHTiB, sKi IpuiiMany po3yBacTaTUH, CIIOCTEPIranocs o303anexHe 3pocTaHHs PiBHIB KK; y
OinbInocTi BUNaAKiB siBuille 0yJ0 cnabKo BUpaXkeHUM, 0€3CUMIITOMHUM Ta TUMYaCOBUM. LAKIIO PiBHI
KK migBumieni (6inbin gk y 5 pa3iB Bif BepxHbol Mexi Hopmu (BMH)), nikyBaHHS CIIif IPUIUHUTH
(muB. po3min «OcoBIUBOCTI 3aCTOCYBAHHS»).

Bronus Ha IeYiHKY

4K i y BUlagKy 3acTocyBaHH4 iHmuXx iHridiTopiB 'MI-KoA-penykTa3u, y HEBEJIUKOI KiTbKOCTi
MAIEHTIB, SKi IpUAMaNy po3yBacTaTHH, CIIOCTEPIraaocs J0303aiexkHe 30ibIIeHHs PiBHS
TpaHCcaMiHa3; B GiNbIIOCTI BUMTAAKiB sBHUIIE Oy0 c1abko BUpaXkeHuM, 6€3CUMITOMHUM Ta
TAMYacoBuM. [1pu 3acTOCyBaHHI PO3yBacTaTHHY TaKOXK BigMidanocs migsuileHHs piBHiB HbAlc.

Ha ¢omni 3acTocyBaHHS OesdKUX CTAaTHHIB Bif3Hayanucs Taki HebGaXkaHi sABHUINA:
- po37nap cTtaTeBol QYyHKII];

- OKpeMi BHIIa[KH{ iHTePCTHUIiaIbHOI XBOPOOH JIereHsb, 0COOIMBO IPK TPHUBAJIOMY 3aCTOCYBaHHI (IUB.
po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

YacToTa noBimomeHb Mpo pabmomiosi3, cepio3Hi mopyIeHHs 3 60Ky HUPOK Ta MeYiHKH ([TepeBaxkHO
IiABHUINEHHS aKTUBHOCTI IIeUiHKOBUX TpaHcaMiHa3) Oysa GiibIlla mpyu 3aCTOCYBaHHI IIpemnapary B 031
40 mr.

[TocTMapKeTUHT OBUM JOCBITl 3aCTOCYBAaHHSA

OkpiM BHUIIE3a3HAYEHOT0, B IOCTMAPKETHHTOBOMY IIEPiofli 3aCTOCYBaHHS PO3yBacTaTUHY OyII0
inenTudikoBaHO Taky HebaXKaHy peaklliio, SK JieTajlbHa Ta HeJleTajlbHa IIe4YiHKOBA HeIOCTATHICTE.
OCKinbKY TIPO 1110 Peakliito MOBiAOMIISIOCS CIIOHTAHHO i3 MOyl HeBU3HAYEHOI KiJTbKOCT,
HEMOZKJIMBO NOCTOBIPHO OI[IHUTH il YacTOTy a60 BCTaHOBUTH HasIBHICTh MPUUYUHHO-HACIIIIKOBOTO
3B’A3KY i3 3aCTOCYBaHHSM Mperapary.

3pifgKa y micnspeecTpaliiHOMY IIepiofi IOBIAOMIIAIOCS PO IOPYIIEHHS KOTHITUBHUX (QYHKIIIN
(HampuKIaf MOTipIIeHHs maM’ gTi, 3a0yAbKyBaTiCTh, aMHe3is, OTipIIeHHS [TaM STi, CIIyTaHICTh
CBiZIOMOCTI), 110 ACOI1i10I0TLCA i3 3aCTOCYBaHHSAM CcTaTHHIB. [Ipo Taki KOrHiTUBHI mpobrieMu
IIOBIOMJISANIOCS ¥ 3B'I3KY 3 yCiMa CTaTUHAMHU. fBUINA, PO AKi UAETHCS y IIOBINOMJIEHHSX, 3BUYaliHO
MaIOTh JIETKUH XapaKTep i MUHAIOTH ITiCJIg BiIMiHM CTATHHIB, @ TAKOXK MalOTh Pi3HUM YacC [0 MOSBU
cuMITOMIB (Big 1 OHS [0 POKiB) Ta 40 3HUKHEHHS CUMIITOMIB (MefiaHa - 3 THUXKHI).

it

[TinBueHHs piBHS KpeaTuHKiHa3u >10 pagis Buirie BMH Ta cumntomu 3 60Ky M’s3iB micis
¢bisnyHOrO HaBaHTaXXKeHHs abo migBuIeHOol Pi3nUHOI aKTUBHOCTI CIIOCTepiranucs vacriie y 52-
THUXKHEBOMY OOCJIiIKEHHI 3a y4acTIo JiTel Ta HifIiTKiB IOPiBHAHO i3 JOPOCIUMHU (OUB. PO3AiN
«OcobnuBoCTi 3acToCcyBaHHS»). [IpoTe npodinb 6e3meku po3yBacTaTUHY y HiTel Ta HiAiTKiB OyB
OmiOHMM [0 TAKOT'0 y JOPOCTIHUX.

Tepmin npudamHocmi. 3 POKH.



YmoBu 30epiranus. 30epiratu B opuriHajJIbHiH yIIAaKOBII /IS 3aXHCTY BiJ BIUIMBY CBiTIIa.
Ins nikapcekoro 3aco0y He MOTPiOHi crelianbHi TeMIepaTypHi yMOBU 30epiraHHs.

36epiratu y HEgOCTYIIHOMY IJIST OiTeH MicIi.

YnaxkoBka. [To 10 tab6neTok y 6mictepi; mo 3 6icTepu B KaPTOHHIM yIIaKOBII.

Kareropisi Bignmycky. 3a pelienToM.

Bupo6nuk. BAT «'egeon Pixtep», YropmuHa.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJgpeca MiCIsi IPOBaJKeHHsI JisUIbHOCTI.

H-1103, Bynanermmr, Byn. Oempel, 19-21, VropuuHa.



