Ckian

diroua pe4osuHa: po3yBaCTaTHH;

1 TabrmeTka mMicTuTh po3yBactaTuny 10 Mr, m1o ekBiBaneHTHO 10,4 Mr po3yBacTaTUHY
KaJIbIIilo;

O0ONOMIJICHI pedyo8UHU: JTaKTO3W MOHOTIApAaT, IIeIi0jI03a MiKpOKpHUCTallidHa, MarHiio
TigpoKCcH, KPOCMIOBiIOH, MarHiio cTeapart; IJIiBKOBa 000JIOHKA: CITUPT MOJIiBiHITOBUH,
tuTany giokcup (E 171), Makporos, TanabK.

JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHoBHI (i3uko-ximiuHi 81acmueocmi: 6ini abo Matixke 06isi, Kpyrii, ABOOIIYKJTi
TabJIeTKX, BKPUTI MIIiBKOBOIO 0O0JIOHKOIO, AiaMeTpOM IIPUOIU3HO 7 MM. 3 OTHOTO OOKY
TabyIeTKU € rpaBitoBaHHS «C34».

®dapMaKoTepalneBTHUYHA Irpyna

lnmomimimemiuni 3aco6u, MoHOKOMHIOHEeHTHi. [HTriGiTopu 'MI-KoA-penykTasu.
PosyBactatus. Kog ATX C10A AO07.

®dapMaKoguHaMiKa

MexaHi3am 0ii. Po3yBacTaTHUH € CeJIEKTUBHUM i KOHKYpPeHTHUM iHriGiTopom I'MI'-KoA-
penykTa3u, pepMeHTy, 10 IIePEeTBOPIOE 3-TiAPOKCHU-3-METUITTIOTAPUIKOEH3UM A B
MeBaJIOHAT, IKUU € IOepeIHUKOM xonecTepuHy. OCHOBHUM MicieM [il
po3yBacTaTUHY € MediHKa - MillleHb [il ITpemaparTiB, 10 3HUXKYIOTh PiBEHb
xoynecTtepuny. Po3yBacTaTuH migBuilye KibKicTh penentopiB XC-JITTHII Ha moBepxHi
KJIITUH Te4iHKM, ITIOCUJIIOI0YHY 3aXOnJieHHs Ta KaTtabosiam XC-JITTHIL, i npurxiuye
cunTe3 XC-JIII[THII B nevinni, TOMy 3HUXKY€ 3arajibHy KiJIbKiCTh 4aCTUHOK XC-
JITIOHIT i XC-JITTHIII.

BimoMmo, 1110 po3yBacTaTuH 3HUIKYE IMiOBUILIeHUN BMICT xXonectepuny - JITTHIT (XC-
JITTHIM), 3aranpHOTO X0JecTtepuny i tpurmiainepufis (TT), migsuinye smict XC-JITIBIII, a
TaKOXK 3HUIKYE BMICT amosinonpoTeiny B (AnmoB), XC-ueJITIBII, XC-JITIOHII, TT -
JITIOHIII Ta 36inbirye piBeHb anmoninonpoTteiny Al (AnoA-I). Po3yBacTaTuH 3HUXKYE
coiBBigHOmeHHs XC-JITTHII/XC-JITIBII, 3aranpauu XC/XC-JITIBII, XC-meJITIBIT/XC-
JITIBII i BimHOImMEeHHA AnnoB/AnoA-I.



TepaneBTuuHUU €(HEKT OOCATAETHCSA MIPOTITOM OOHOTO THUIKHS ITiCJISA IOYaTKy
JIIKyBaHHS, 4yepe3 2 TuxKHi gocaraetbcsa 90 % Big MaKCcHMaJIbHO MOKIIUBOTO e(eKTy.
3a3BU4Yall MaKCHMaJIbHO MOXKJ/IMBUU TepalleBTUUYHUYN e(peKT JOCATAEThCS uepes 4
THUXKHI 1 TIATPUMYETECS Ha OOCATHYTOMY PiBHI IIPU IOLAJIBIIIOMY 3aCTOCYBaHHI
npemnapary.

dapMaKkoKiHEeTHKA

Abcopbuisi. MakcuMasibHa KOHII@HTPAIlisd PO3yBaCTaTUHY B IJIa3Mi IOCATAETHCS
mpubOIN3HO Yepe3 5 TOAWH ITiCIIsA TepoparbHOTO 3aCTOCYBaHHSA. AOCOMIOTHA
0iogoCTyIHICTh CTAHOBUTH pubIHU3HO 20 %.

Po3nooisa. Po3yBacTaTH aKTUBHO 3aXOIJIIOETHCS MEYiHKOIO, IKa € OCHOBHUM MiCIleM
CUHTE3Y X0JIeCTepPHUHY i mepepobku xonectepuny JIITHII. O6¢cAar po3mnoginy
po3yBacTaTUHYy CTAaHOBUTH Npubnu3Ho 134 n. Binbin HixK 90 % po3yBacTaTUHY
3B’sI3y€eThCA 3 OiJTKaMu IJ1a3MHU KPOBi, TepeBaxKHO 3 ajlbOyMiHOM.

Memab6oaizm. Po3yBacTaTHH IigmaeTbCss oOMexkeHOMY MeTabommiamy (mpubnuszo 10
%).

Po3yBacTaTuH He € cyOCTpaTOM, IKUM aKTUBHO MeTaboi3yeThCcsa hepMeHTaMU
cuctemu rurtoxpomy P450. CYP2C9 € ocHoBHUM i30pepMeHTOM, sIKUM Oepe ydacTb y
MeTabosmi3Mmi, Toai sk isopepmenTu CYP2C19, CYP3A4 ta CYP2D6 3amydeHi y
MeTabo011i3M MeHI1010 Mipoio. OcCHOBHI MeTaboniTu - N-mecMeTun Ta TaKTOHOBI
MeTabostitu. MeTabomnit N-mecmeTun npubnausHo Ha 50 % MeHIII aKTUBHUH, HiXK
po3yBacTaTuH. JIakTOHOBI MeTaboniTu (hapMakooriuyio HeakTuBHi. Binbie 90 %
dbapmakooriuHol aKTUBHOCTI MI0A0 iHTiOyBaHHSA HMupKynoodoi [MI-KoA-penykTa3u
3abe3edyeThbCsl PO3yBacCTaTUHOM, PelITa - Koro MetaboniTaMu.

BusedenHA. IIpubnusuo 90 % Big NpuHHATOL O3U PO3yBacTaTUHY BUBOOUTHCS 3
OpraHi3My y He3MiHEeHOMY CTaHi Yepe3 KUIIIeYHUK (BKJIIoyaiouu abcopboBaHUM Ta
HeabcopOoBaHUY PO3yBaCTaTHH), a YaCTUHA, 10 3aJIUIINIIacs, BUBOOUTHCS Y
He3MiHEeHOMY BUTJIANI HUPKaMu. [IpubnusHo 5 % BUOINAETHCA i3 ceuelo B
He3MiHeHOMY Burmisafi. [lepiom HaniBBuBegeHH i3 nna3mu (T, /) ) cTaHoBUTH 19 roguH i
He 3MiHIOETHCS ITPU 30inbleHHi mo3u nmpenaparty. CepenHs reoMeTpUYHa BeTUYUHA
KJIipeHCy mJjia3MMu CTaHOBUTH Ipubnusxo 50 n/roguny (kKoeditienT Bapiatii 21,7 %).
Ak iy Bunagky 3 inmuMmu iariditopamu I'MI'-KoA-penyKkTasu, y Ipolec me4iHKOBOT O
3axOMJIeHHs PO3yBacTaTUHY 3ajlydeHUY MeMOpaHHUY IIEPEeHOCHUK XOJIEeCTEPUHY
yepe3 MeMOpaHu - TpaHCcHOpTHUM npoTeid C opra”iynux aHionis (OATP-C). Lleu
IIEPEHOCHUK Bifjirpa€ BeJIUKY POJIb Y BUBENEHHI pO3yBaCcTaTUHY II€4YiHKOIO.

JIiHitiHicmb. CUCcTeMHa it po3yBaCTaTUHY 30iNbIIYETHCS IPOIIOPILINHO H03i
npenapaty. 3MiH apMaKOKiHETUYHUX ITapaMeTpiB IPU IIPUIOMIi IIpenapaTy geKijbKa



pa3iB Ha mo0y He Big3HAYAETHCS.

Oco6uBi rpynu MaIieHTiB

Bix i cmamyv. He Oy7io BUSIBIEHO KJIiHIiYHO 3HAYYILIOT0O BIJIMBY BiKy Ta CTaTi Ha
bapMaKOKiHETHKY pO3yBaCTaTUHY.

Paca. TlopiBHSIBHI HOCHiAXKeHHSA (apMaKOKiHETUKHY ITOKa3aau 30iIbIIeHHSA V 2 pa3u
cepenHboro 3HayeHHs AUC i Cmax y IAIliEHTIB MOHTOJIOIOHOI pacHu (AMOHII, KUTaNIIi,
dimiminii, B’eTHaMIIi i KOpeIli) MOPiBHAHO 3 IIOKa3HUKAMHU Y ITPEeACTaBHUKIB
eBpomneoigHoi pacu. B iHoyciB OyJio Bim3HayeHO IepeBUllleHHs Tpubiu3Ho B 1,3 pas3a
cepenHaboro 3HayeHHs AUC i Cmax. [Tpu ubOMy aHaJIi3 HOKa3HUKIB (hpapMaKOKiHETUKH
IJI BCi€l JOCIIIAKYBaHOl IPYIIU MAalll€HTIB HE BUSIBUB KJIIHIYHO 3HAYYIIUX
BiIMiHHOCTEM y (papMaKOKiHETUIII IIpenapaTy cepel EBPOIEUIiB Ta TEMHOIIKIpUX
MHalli€HTiB.

Hupkoea HeOocmamHicmb. Y TAlli€HTIB 3 JIETKUM Ta HOMIPHUM CTyIeHEeM HUPKOBOI1
HeIOOCTaTHOCTi KOHIIEHTpPallist po3yBacTaTuHy abo N-mecMeTun MeTaboJIiTy B IJ1a3Mi
KPOBI1 ICTOTHO He 3MIHIOEThCA. Y MAaIll€EHTIB 3 TAKKOK HUPKOBOIO HEJOCTATHICTIO
(kmipeHc KpeaTuHiHy <30 MJI/XB) CIIOCTepiranocs migBUILIEHHS V¥ 3 pa3u KOHIIEHTpallil
i B 9 paziB mimBuilleHHST KOHIIeHTpallil N-mecmeTun MetaboJIiTy B I1a3Mi KpoBi
TOPiBHSHO 3i 3MOPOoBUMU A00poBOIbIIsiMU. KOHIIEHTpalliss po3yBacTaTUHY B IIJIa3Mi
KPOBIi y NallieHTiB, sIKi mepebyBaloTh Ha reMopianisi, Oyna npubau3no Ha 50 % BUIIOIO,
HiXK y 310pOBUX JOOPOBOJIBIIIB.

ITewiHkosa HeOocmamHicmy. BigcyTHi gaHi 1po 30ibIIIeHHS CUCTEMHOI Ail
po3yBacTaTHUHY y 0cib 3 o1liHKO0I0 7 OaniB abo HuKYe 3a mKanow Yannga - [1T'r0. OgHak
y mallieHTiB 3 o1iHkoio 8 i 9 6aniB 3a mKasnoio Yainga - I1'10 6ysio Big3HaueHO
IOOOBXKEHH Nepiony HaniBBuBeneHHA (T, /) ) IpuOIM3HO B 2 pa3u IMOPIiBHAHO 3
aHaJIOTiYHUM MOKA3HUKOM Y TaIli€HTiB 3 OiIbII HU3bKUMHU ITOKa3HMKaMH 3a IIKaJIoko
Yainga - [T'10. [JocBigy 3acToCyBaHHS mperaparTy OJis JiKyBaHHS 0Ci0 3 Te4iHKOBOIO
HemocTaTHicTIo Bullle 9 OasiB 3a mKkasnoro Yawmnna - I1'r0 HeMae.

I'enemuy4Huti noaimopgizm

[uri6iTopu I'MI'-KoA-pengyKTa3u, BKJII0Yal0OYM PO3yBaCTaTUH, 3B’ I3yIOThCS 3
TpaHcnopTHuMH Oinnkamu OATP1B1 ta BCRP. ¥ nanienTiB 3 nmosiMmopdizmMmom reHin
SLCO1B1 (OATP1B1) ta/abo ABCG2 (BCRP) icHy€e pu3UK ITiIBUIIIEHOI €KCITO3HUIIil
po3yBacTtaTtuny. [Ipu okpeMmux popmax nosmaimopgdizmy SLCO1B1 ¢.521CC ta ABCG2
c.421AA ekcno3unisa po3yBactaTtuy (AUC) nigBuilleHa ITOPiBHSHO i3 TeHOTUIIaMU
SLCO1B1 ¢.521TT a6o ABCG2 ¢.421CC. CneuianbHe TeHOTUIIYBaHHS B KIiHIYHIN
MIPaKTUIll He mepenbaveHe, aje IMalliEHTaM i3 TaKUM IOoIiMOopGhi3ZMOM PEKOMEHOYETHCS
3aCTOCOBYBaTU MeHITy HOOOBY 403y PO3yBacTaTUHY.



IToxa3zaHHA

JIikyeaHH A 2inepxosecmepuHemil

MepTeHin Npu3HavyalTh JOPOCINM, IiAIiTKaM Ta OiTaM BikoM Bixm 10 pokis i3
IIEPBUHHOIO TinepxojyiecTepuHeMiceio (Tumy Ila, 3a BUHITKOM CiMENHOl TeTEPO3UTOTHO1L
rimepxonecrepuHemii) abo 3MimaHow aucainigemieto (tuny IIb) SK HOTOBHEHHS OO
OiETHU, KOJTM DOTPUMAaHHS [Ii€TH Ta 3aCTOCYBaHHS IHIINX HEMeOAWKaMeHTO3HUX 3aco0iB
(mammpuknazn Gi3uyHUX BIIPaB, 3HUKEHHSI MaCH Tijla) € HEOOCTaTHIM.

[Tpu roMO3UTOTHIM CiMeNHIl rinepxoleCcTepuHEMIl SIK OOIIOBHEHHS [0 Oi€THU Ta iHIINX
JIMimo3HUAKYI0YNX 3aco0iB JTikyBaHHS (Hanpukiapg adbepedy JITTHII) abo y Bunagkax,
KOJIX TaKa Tepallisd HeIoCTaTHbO e(peKTHBHA.

IIpoginakmuka cepueso-CyOUHHUX NOPYWEeHb

MepTeHin npu3HadyalTh AJig 3an00iraiHsa 3HaYHUM CepPIeBO-CYIUHHUM ITOPYIIEHHSIM
y Malli€eHTiB, IKKUM, 3a OL[IHKaMHt, 3aTrPOKy€ BUCOKHUU PU3UK IIE€PIIOTr0 BUMAOKY
CeplieBO-CYOUHHOTO IIOPYyIIeHHs (OuB. po3nin «®apmMakoguHaMika»), IK JOIIOBHEHHS
IO KOPEKIIil iHInX PaKTOpPiB PU3HUKY.

IIporunoka3aHHs

e I'imepuyTIUBICTL O PO3yBacTaTHHY ab0 O0 OymOb-IKOI 3 HOIIOMIiXKHUX PEYOBUH
npemnapary;

e 3aXBOPIOBAHHS II€YiHKU B aKTHUBHIN (a3i, B TOMYy YHCIIi HEeBiOMOl eTioJsoril, 3i
CTIMKUM ITIOBUILEHHSIM aKTUBHOCTI IE€4YiHKOBUX TPaHCaMiHa3, a TaKOXK
IMiABUIIEHHSIM PiBHA OyOb-sIKOl TpaHCaMiHa3MW Y CUPOBATIIi KPOBi OilbII HiXK y 3
pa3u BiMHOCHO BEPXHbLO1 MeKi HOPMU;

e TSIJKKe MOpPYIIeHHS (PYHKII1 HUPOK (KiTipeHC KpeaTuHiHy < 30 MJI/XB);

e MIiOIIATis;

e OQHOYACHUU IIPUUOM LIUKJIOCIIOPUHY;

e IIepiOf BariTHOCTI 1 roOyBaHHA I'PYyOAI0, @ TAaKOXK XKIHKaM PelpPOnyKTUBHOIO BiKYy,
sIKi He 3aCTOCOBYIOTh HaliiHMX 3ac00iB KOHTpAaIeIlllil;

e CIIQKOBA HEIIEPEHOCUMICTh raJlaKTO3H, JlJaKTa3Ha HEeOOCTaTHICTh, TTIIOKO30-
rajakTo3Ha ManbabcopOiisi.

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMOIin

BronmB cynyTHIX mpenapariB Ha PO3yBaCTaTHUH

IHri6iTOPH TPAHCIOPTHUX OiNKIB




PosyBacTaTuH € cyOCcTpaTOM s AesIKUX TPAaHCIOPTHUX OiNKiB, B TOMY YHUCITi
MeYiHKOBOro TpaHcropTepa 3axormeHHss OATP1B1 Ta edmroKcHOro TpaHCIoOpTEpPa
BCRP. OgHOoYacHe 3aCTOCyBaHHS PO3yBaCTaTUHY i3 JIikapCbKUMU 3acobaMu, 110
MIPUTHIYYIOTH 1Ii TPAHCIOPTHI OiIKM, MOKe IPU3BOAUTH [0 MiABUIEHHS KOHIIEHTPAallil
po3yBacTaTUHY B MJia3Mi KpPOBi Ta 30ilbIIeHHS PU3UKY MionarTil (OuB. po3ainu «Crocid
3aCTOCYBaHHS Ta mo3u», «Oco6IMBOCTI 3aCcTOCyBaHHsI», «B3aeMopis 3 iHImuMn
JIiIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3a€EMOiti», Tabmuiro 1).

LHUKITOCIOPHH

Y nepiopn cynnyTHBOTO 3aCTOCYBaHHS PO3yBaCTaTUHY Ta LIMKJIOCIIOPUHY 3HaueHHA AUC
po3yBacTaTUHY OynIu B CEPeOHbOMY IIPUOIM3HO y 7 pa3iB BUIIIUMHU, HiXK Ti, AKi
CIIOCTepiranucs y 3mopoBUxX H0OpOBOJIBIIB (AuB. Tabnuilto 1). PosyBacTaTuH
IPOTUIIOKA3aHUM MalliEHTaM, sIKi OMHOYACHO OTPUMYIOTh LIUKJIOCIIOPUH (OUB. PO3OiI
«I[TpoTUIOKa3aHHA»).

CyIyTHE 3aCTOCyBaHHS He BIIJIMBAJIO HAa KOHIIEHTPAIlil IMKJIOCIIOPUHY B IIJIa3Mi KPOBI.

IariéiTopu Ooporeasu

XoYya TOYHHM MexaHi3M B3a€MOZil HEBiMOMHUM, OJHOYACHE 3aCTOCYBaHHS iHTiOiTOPIB
IIPOTea3y MOXKe 3HAaYHO 30i/IbITyBaTH €KCIO3UIliI0 PO3yBacTaTUHY (OuB. Tabnuirto 1). ¥
(bapMakKoOKiHETUUHOMY OOCIiAXKEeHHI 0OgHOYacHe 3acTocyBaHHS 10 Mr po3yBacTaTUHY
Ta KOMOiHOBAHOTO JIiKapCchKOT0 3aco0y, 110 MicTUB fBa iHriGiTopu npoTteas3u (300 Mr
aTtasaHaBipy/100 Mr puTOHaBipy), Y 3HOPOBUX TOOPOBOJIBIIB CYIIPOBOOXKYBAIOCS
nigsunieHHsIsM AUC Ta Cmax po3yBacTaTUHY IMpuOIN3HO B 3 Ta 7 pasiB BiAIOBIgHO.
OmHOYacHe 3aCTOCyBaHHS PO3yBacCTaTHUHY Ta OesAKuX KoMmOiHallil iHTibiTopiB mpoTeas3u
MOZKJIMBE TIiCJII peTeNbHOT0 00MipKyBaHHS KOPEKIIil 403U IIpenapaTy MepTeHin,
BUXO[SIYM i3 0OYiKyBaHOTO 3POCTaHHS €KCITIO3UIlil pO3yBaCTaTUHY (OUB. PO3OiIu
«Cmocib 3acTocyBaHHSA Ta mo3u», «OcobIMBOCTI 3acTOCyBaHHS», «B3aemopisa 3
IHIMMMU JTiKapChbKUMU 3acoO0aMu Ta iHII BUOU B3aeMofiti», Tabnuiio 1). OgHodacHe
3acTOCyBaHHS IIpemnapary 3 iHribiTopaMu IpoTea3u He PEKOMEHOYEThCS, SKIIIO A03a
MepTeHinly He CKOPUT'OBaHa.

I'emdiOpo3mI Ta iHII Timigo3HMKYIOYi 3acobu

OmHOYacHe 3aCTOCYBaHHS PO3yBaCTAaTUHY Ta reMpiOpo3unIy Ipu3BOOUIIO D0
3poctanHsa AUC Ta CmaX po3yBacTaTUHYy B 2 pa3u (OuB. po3min «OcobmuBoCTi
3aCTOCyBaHHS»).

3HauyHOl PapMaKOKiHETUYHOI B3aeMOil 3 ¢peHodiOpaToM He OUIKYETHCS, OOMHAK
MOK/IMBa (hapMakKoaMHaMiuHa B3aemopmisi. 'em¢pioposun, penodibpar, iHuri ¢pidpaTu Ta
Jinmigo3HuAKyiodi go3u (> abo piBHi 1 r/moby) HiauuHy (HIKOTUHOBOI KHUCJIOTH)
30ibIITYIOTh PU3UK PO3BUTKY MioIaTil IpU CyIIyTHHOMY 3aCTOCYBaHHI 3 iHTiGiTOpamMu



I'MTI'-K0A, UMOBIpHO, 3a paXyHOK TOT'O, III0 BOHU MOXKYTh CIIPUYUHSATU MionaTito, KOJIU
1X 3aCTOCOBYIOTh OKpeMo. [1o3a po3yBacTaTuHy 40 MTI IPOTUIIOKa3aHa IIpHu
CYIyTHbOMY 3aCTOCyBaHHi (iOpaTiB (guB. po3ninu «IIpoTunokalaHHA» Ta
«OcobOnMUBOCTI 3aCTOCYBaHHSA»). TaKUM TalliEHTaM TaKO0XK CJIil MOYUHATH Tepalliio 3
IO3U O MT.

E3zeTtumi6b

OmHOYacHe 3aCTOCYBaHHS po3yBacTaTUHY B 0o3i 10 Mr Ta e3etumiOy 10 Mr marieHTam
13 rinmepxoyiecTepuHEMI€E ITPU3BOaUII0 Ao 3pocTtanHsa AUC po3yBactaTtulny B 1,2 pa3a
(tabnuug 1). He moxkHa BUKIO4YaTH (papMakoguHaMigyHOI B3aEMOil Mixk
pPO3yBacTaTUHOM Ta €3eTUMiOOM, 110 MOXKe ITPU3BECTU [0 HeOaKaHUX ABUII (OUB.
po3min «OcobIMBOCTI 3aCTOCYBaHHS»).

AHTaIMOHI OpenapaTu

OpgHoYacHe 3aCTOCYBaHHS PO3yBaCTaTHHY 13 CYCIIE€H3iIMHU aHTAIL[UIIB, 110 MICTATh
aJIIOMiHiI0O Ta MarHiio TiAPOKCHUM, IIPU3BOOUTH OO 3MEHIIEeHHS KOHIIeHTPaIlil
po3yBacTaTUHY B mia3Mi KpoBi nmpubnusxo Ha 50 %. Lle#t epekT OyB MeHII
BHPaXXeHUM Y pa3i 3aCTOCyBaHHS aHTALlMOHUX 3ac00iB yepe3 2 TOOUHU MHics
npemnapaTty MepreHin. KimiHigHa 3Ha4yLIicTh 1Ii€l B3aEMOil He BUBYalach.

Epurpowmiiuxa

OpgHoYacHe 3aCTOCYBaHHS PO3yBaCTaTHHY Ta epUTPOMILMHY 3HUXKYyBaio AUC (0-t)
po3yBactaTuHy Ha 20 %, a CmaX - Ha 30 %. Taka B3aeMoist MoxkKe OyTU CIIPUYUHEHA

MMiABUIIEHHSIM IIEPUCTAIbTUKU KUIIIeYHUKA BHACIIAOK Oil epUTPOMIIIMHY.

®epMmeHTH IMTOXPpOoMY P450

PesymnbTaTu OOCIigXKeHb in vitro Ta in vivo cBiguaTh, 1110 PO3yBacTaTUH He iHTiOye i He
CTUMYITIOE i30pepmeHTH HHUuTOXpoMy P450. OKpiM 1IbOT0, PO3YBACTATUH € CJIA0OKUM
cyobcTpatoMm 1ux izodepmeHnTiB. TakKuM YMHOM, B3aEMOil 3 JTiKapChbKUMHU 3aco0aMu B
pe3ynbTaTi MeTaboini3aMy, ormocepegkoBanoro P450, He ouikyeThcsi. He
CIIOCTepiranaocs KJIiHIYHO 3Ha4YyIINX B3aEMOMINW MiK PO3yBaCTaTHHOM Ta
¢dnykonazonom (iuriditopom CYP2C9 ta CYP3A4) a60o KeToKOHa30s10M (iHTibiTOpOM
CYP2AG6 ta CYP3A4).

B3aeMogii 3 mikapchKHMH 3aco0aMi, 1110 BUMAaraloTh KOPeKIii ;031 PO3yBaCTaTUHY

[Tpu HeoOXimHOCTI 3aCTOCYBaHHS IIpenapaTy MepTeHin 3 iHIMMU TiKapChbKUMU
3acob6aMu, 3TaTHUMM IIigBUIIYBATU €KCIIO3UIlil pO3yBacTaTUHY, N03y IIpeIaparTy
MepTeHin noTpibHO CKOPUTYBaTH. AKIIO OYiKy€ETHCS, 110 €KCIIO3UIIiS ITperapaTy
(AUC) 3pocTte npubnm3Ho B 2 abo Oinbllle pasiB, 3aCTOCyBaHHSA MepTeHiNy Clif



MOYMHATH 3 O34 5 MT OOMH pa3 Ha Ao0y. MakcuMasbHy 0000BY O03Yy mpernapaTry
MepTeHin ciif CKOPUTyBaTU TaKUM YHUHOM, 11100 OUiKyBaHa €KCIIO3HUIlis

pO3yBacTaTUHY He IepeBHUlllyBajla €KCII03UIIil0, 1110 Bif3HaYa€ThCs IIPU IIPUNOMI 103U
40 mr/mo0y 6e3 3acTOoCyBaHHS JIiKapChbKHUX 3ac00iB, III0 B3aEMOIIOTH i3 ITpermapaToM;
HaIMpUKJaf, IIPU 3aCTOCyBaHHi 3 reMdiOpo3unoM gola MepTeHiny ctaHoButume 20 Mr
(36inbpIIeHHs eKcmo3utlii B 1,9 pa3a), mpu 3aCTOCyBaHHi i3 KombiHalli€o
putoHaBip/aTazaHaBip - 10 mr (36inbiienHs B 3,1 pasa), [Ipu ogHOYacHOMY
3aCTOCYBaHHIi 3 IIMKIOCIIOPUHOM - 5 MT (30inbIieHHs B 7,1 pa3a).

Tabnuug 1. Bonus cynmyTHIX TiKapchKuX 3aco0iB Ha eKCIT03ullito po3yBacTtaTuny (AUC;
B MOPSOKY 3MEHIIEHHS BEIUYWH) 3a ONyOIiKOBaHUMU JaHUMU KITIHIYHUX OOCHiIKEeHb.

Pexxum mo3yBaHHS JIiKapChKOT0 3aC00y

PezkuM [03yBaHHS PO3yBacTaTUHY

[HuknocmopuH, Big 75 Mr OBidi Ha moOy mo

200 Mr pgBiui Ha OOy, 6 MicAIiB

10 Mr onuH pa3 Ha moby, 10 mHiB

Atana3zaBip 300 mr/ putonasip 100 Mr oguH pa3 Ha
noOy, 8 mHiB

10 mr, pa3oBa go3a

CumenpuBip 150 Mr oguH pa3 Ha 00y, 7 OHIB

10 Mr, omHOpPa30Ba mo3a

Jlominagip 400 mr/ putoHaBip 100 mr gBiui Ha moOy, 17
OHIB

20 Mr omuH pa3 Ha moOy, 7 OHiB

Knonigorpens 300 Mr, a moTiM 75 MI' IPOTATOM

24 roguH

20 Mr oguH pa3 Ha [o0y

'em@ibpo3un 600 mr oBiui Ha Oo0y, 7 OHIB

80 mr, pa3oBa mo3a

EnTpoM6ormar 75 Mr oguH pa3 Ha mo0y, 5 OHiB

10 mr, pa3oBa go3a

Hapynagip 600 mr/ putoHaBip 100 mMr gBigi Ha moOy, 7
IOHIB

10 Mr onuH pa3 Ha moby, 7 OHiB



Tunpaunasip 500 mr/ putonasip 200 Mr aBidi Ha go0y,
11 guis

10 mr, pa3oBa fg03a

[Iporenmapon 400 Mr gBiui Ha gOOY

IlaHi BioCyTHI

ITpakoHaszon 200 Mr oguH pa3 Ha mo0y, 5 OHIB

10 mr pa3oBa go3a

EseTumib 10 Mr oguH pa3 Ha go0Oy, 14 gHiB

10 Mr onuH pa3 Ha moby, 14 mHiB

®ozamnpenasip 700 mr/ putoHasip 100 Mr aBidi Ha
moOy, 8 mHiB

10 mr, pa3oBa mo3a

Anermnitasap 0,3 Mmr, 7 gHiB

40 Mr, 7 OHIB

Cumnimapus 140 Mr tTpudi Ha mo0y, 5 OHIB

10 mr, pa3oBa go3a

denodibpar 67 Mr Tpudi Ha o0y, 7 OHIB

10 Mr, 7 oHiB

Pudammin 450 Mr oguH pa3 Ha goly, 7 OHIB

20 mr, pa3oBa go3a

KeTtokonazon 200 Mr ngBigi Ha go0y, 7 OHiB

80 mr, pa3oBa mo3a

®mokoHa3on 200 Mr onuH pa3 Ha goOy, 11 gHiB

80 mMr, pa3oBa mo3a

Eputpominima 500 Mr yoTupu pa3u Ha moby, 7 OHIB

80 mr, pa3oBa mo3a

Baiikanin 50 Mr Tpudi Ha goOy, 14 oHiB

20 Mr, pa3oBa mo3a

IlaHi, mpencTaBieHi K 3MiHa B X pa3iB, ABASI0Th COO0I0 CIIiBBITHOIIIEHHS MiX
3aCTOCYBaHHSM pO3yBacTaTUHY y KoMOiHallil Ta okpemo. [laHi, IpeacTaBieHi y
BUTTIsAOi % 3MiHH, SBJISIOTH CO00I0 % Pi3HUIIO BiIHOCHO ITOKA3HUKIB ITPU 3aCTOCYBaHHI

PO3yBaCTaTUHY OKPEMO.

30inbplIeHHSA T03Ha4YeHO 3Ha4YkKoM T, BiACyTHICTh 3MiH <, 3MEHIIIeHHST - | .



Byno npoBeneHo KinbKa OOCHIAXKEeHb B3a€EMO/I]l IPY Pi3HUX J03aX PO3yBacCTaTHUHY; B
TaOIUIll TpeCcTaBleHi HalbiNnbll 3HaYyllle BigXUIeHHs.

BB po3yBacTaTHHY Ha CYIYTHI JIIKApPChKi 3acobu

AHTaroHictu BiTamMiHy K

Ak i y BUmagKy 3acTtocyBaHHA iHmuX iHridiTopiB 'MI-K0oA-pegyKTa3u, mo4aToK
JIIKyBaHHS po3yBaCTaTUHOM ab0 MOCTYIIOBE MiABUIIIEHHS MOT0 HO3M Y IAlliEHTIB, SIKi
OOHOYACHO 3aCTOCOBYIOTH aHTaroHictu BiTamMiny K (Hanpukianm Bapdapus abo iHuri
KyMapWHOBI aHTUKOAryJasHTH), MOXKe IPU3BECTHU OO0 MiABUIEHHS MiXKHapPOTHOT O
HopMaJizoBaHoro criBBigHomenHus (MHC). ITicns BimMiHu po3yBacTaTUuHY abo
3MmeHIneHHa no3u MHC Mozxke 3HU3UTHUCA. Y TaKUX BUIIAOKaxX OazkaHo BigmoBimHUM
4YWHOM KOHTpotoBaTy MHC.

ITepopasbHi KOHTpalenTHBY/ ropMoHo3aMicHa Tepanis (I'3T)

Bimomo, 1110 ogHOYacHe 3aCTOCYBaHHS PO3yBaCTaTUHY Ta IlepopaibHUX
KOHTpAaLEIITUBIB IPKU3BOAuso go nigsuitieHHsa AUC eTHHIJIECTPaLioly Ta HOPrecTpesny
Ha 26 % Ta 34 % BignoBigHO. Take MigBUILlEHHS I1J1a3MOBHUX PIBHIB KPOBI CIIifg
BpaxoBYyBaTH IIpHU NifgbOOpi J03U IMepopalbHUX KOHTpalLenTUuBiB. HeMae maHux 1m1om0
(bapMaKoOKiHETUKM IIpenaparTiB y Malli€HTiB, SKi OOHOYAaCHO IPUKXMalOTh PO3yBacTaTUH
Ta ['3T, ToMy MOXKIMBICTh B3aEMOil BUKJIIOYaTH He MOoxkKHa. OgHaK BimoMo, III0 Taka
KoMOiHallisl MPOKO 3aCTOCOBYBAJjlacs y XKiHOK B KJIiHIYHUX JOCIIIXKEHHSIX Ta
ImepeHocunach moobpe.

IaIIi MTiKApChHKi 3aco0u

IIUTOKCHUH.
3a maHWMH OOCIIKEeHb KITIHIYHO 3HAYyNIOl B3a€EMOil i3 UTOKCUHOM HE OYiKYETHCS.

dy3umgieBa KHUCIIOTa.

Pu3uk po3BUTKY MionarTii, BKIo4Yaouyu pabaoMionnia Mmoxke OyTu 30ibIlIeHUN IIpU
CYIIyTHBOMY 3aCTOCYBaHHi (py3UmieBOl KMCIOTHU 3i cTaTuHaAMU. MexaHi3M I1iel
B3aeMmofil (papmMakoguMiuHuii, GapMaKOKiHEeTUYHUMN a00 00uaBa), ITOKU HEBIHOMUM.
[MoBimoMisiziocss mpo pabmoMmiosnni3 (BKII0Yalo4yu JIeTajibHi BUIaAKM) Y MAlli€HTiB, SIKi
OTpUMYyBaIu KoMOiHallio.

A0 nikyBaHHS 3a JOIIOMOTOI0 CUCTEMHOI Qpy3UaieBOI KMCIIOTU HEOOXimHO, MiKyBaHHS
poO3yBacTaTUHOM Ma€ OyTH IPUIIUHEHO IIPOTSITOM BChOTO IEPioAy JIiIKyBaHHS
dy3umieBoro kucnoTow (ouB. po3din «OcoBIUBOCTI 3aCTOCYBaHHS»).

JlomiHaBip/pUTOHABIP




Bimomo, 1110 ofHOYaCcHe 3aCTOCYBaHHS PO3yBacTaTUHY Ta KOMOiHOBaHOTO mpelapary,
I110 MiCTHUB ABa iHTib6iTOpPHM mMpoTea3u (oninasip 400 mr/ putoHaip 100 Mr), 3mopoBUM
DO0OPOBOJIBIISIM aCOIIiI0BAJIOCS 3 IPUOJIM3HO OBOPA30BUM Ta II'ITUPa30BUM

30iyIbIIIeHHSAM ITOKa3HUKIB piBHOBaxkHOTO AUC Ta Cmax pO3yBacTaTUHY

(0-24)
BigmoBigHO. B3aemomist po3dyBacTaTUHy 3 iHIIMMU iHTibiTOpaMu npoTeas3u He
BUBYasach.
it

[ocmiaKeHHs B3aEMO[il IPOBOOUINCS Nulle y gopociaux. CTyIiHb B3a€EMOfil y OiTen
HEBIIOMUMU.

Oco00/1UBOCTi 3aCTOCYBaHHSA

Bnivs Ha HUPKHU

Y nanieHTiB, sIKi 3aCTOCOBYBaJI PO3yYBAaCTAaTUH Y BUCOKHUX A03ax, 0cobuBo 40 mr,
Bil3Ha4asnucs BUMAOKU MPOTEIHYyPil (BU3HAUEHOI 3a TECTOBOIO CMYKKO0I0), IepeBaxKHO
KaHablleBOl 3a MOXOAXKEHHSIM Ta Yy OilbIIIOCTI BUNAAKiB TUMYacoBOl abo
nepepuB4dacTol. [IpoTeiHypia He cBiguuia mmpo roctpe abo mporpecyiode
3aXBOPIOBaHHS HUPOK. HebaxkaHi siBuila 3 00Ky HUPOK Y IOCTMapPKETUHTOBUM Iepiof
Bil3Hauasu 4acTille IIpu 3acToCcyBaHHI no3u 40 Mr. Y narieHTiB, sIKi IpUUMalTh
npemnapart y 0o3i 40 mr, QyHKIIiI0 HUPOK CJIif] IIePEBIPATH PETYIAPHO.

Brnus Ha CKeJIETHY MYCKYJIaTypPy

YpaxkeHHs CKeJieTHOI MyCKyJaTypHu, HallpUKJlal Mianrid, MionaTis Ta, pigko,
pabmoMiorti3, cmocTepiraaucs y Mali€eHTiB IIPU 3aCTOCyBaHHI OyOb-IKUX 03
po3yBacTaTUHY, a 0COOIMBO MpHu go3ax Oinbine 20 Mr. ITpu 3acToCcyBaHHi e3eTUMIOy y
KoMOiHaririi 3 inribitopamu 'MI'-KoA-pegyKTas3u AyKe pPifgKo MOBiZOMIISIIIOCH IPO
BUIIQAKW PO3BUTKY padbpomionidy. He MoxkHa BUKIIOYATU (hapMaKOOMHaMidYHOI
B3aeMofil (muB. po3min «B3aemopisa 3 mikapCbKUMHU 3aco0aMu Ta iHIII BUOU
B3a€EMO[il»), TOMy TaKy KOMOiHaIlif0 CJIi 3aCTOCOBYBATH 3 00€pPEKHICTIO.

4K i y BUnagky 3actocyBaHHs iHmuXx iHridiTopiB 'MI'-KoA-penykTa3u, 4acToTa
TMOBigOMJIEHB PO BUNAAKK PabAoOMioi3y, IMOB I3aHOT0 i3 3aCTOCYBaHHSAM
pPO3yBacTaTUHY, ¥ IIOCTMAapKEeTUHTOBOMY Iepiofi 6yma Buiow npu mo3i 40 mr. €
MIOBiAOMJIEHHS IIPO PifKiCHI BUIIaJKU iMyHOOIIOCEPEOKOBaHOI HEKPOTHU3YI0U0l Miomarii,
I110 KJTIHiYHO MMPOSIBISIOTHCS CTiMKOIO0 MPOKCHUMAJIbHOIO M’sI30B0OI0 C/Ia0bKiCTIO i
MiABUIIIEHHSIM PiBHS CUPOBATKOBOI KpeaTHHKIHA3H, IIif Yac JiKyBaHHSA abo0 micis
NPUIIMHEHH JIIKyBaHHA CTaTUHaMM, BKJIIOYAlO4YU po3yBacTaTuH. B TakoMy pasi
MOXKYTb OyTH HEOOXimIHUMHU OOJaTKOBI HEMPOM I30Bi i CEpOIOTriuHi AOCTiIXKEeHHS,
JIIKyBaHHS IMYHOCYIIPECUBHUMU IIperapaTaMu.



PiBenb KpeaTuHKiHa3u (KK)

PiBenb KK He ciig BuMipioBaTu micist 3HauHUX (i3MYHUX HaBaHTaxKeHb abo 3a
HasABHOCTI MOXKJIMBUX ajlbT€pPHAaTUBHUX NPUUYUH miasullieHHA KK, 1110 MOXYTh
YCKJIagHIOBATHU IHTepIpeTalito pe3yabTaTiB. AKino BuxigHi piBHI KK 3HaYHO
nigBuitieHi (> 5 pasiB Bunie BMH), npoTtsirom 5-7 mHiB He0OXigHO 3p0OUTH TOBTOPHUM
aHaJIi3, o0 migTBepAUTH pPe3ysbTaTH. AKINO pe3yabTaT IIOBTOPHOTO aHaIi3y
MiaTBEPOXKYIOTH, 1110 BuxXigHe 3HaueHHst KK GinbItie HixK B 5 paziB nepesBuntye BHM,
3aCTOCYBaHHS{ IIpenapaTry MO4YUuHaTHU He CJIif.

Ilepen no4YaTKOM JIIKYBAHHS

MeprteHin, gk i inmri inriditopu 'MI'-KoA-penykTasu, ciif 3 00epexKHiCTIO
Mpu3HadaTH MalliEHTaM 3i CXHUIbHICTIO OO MiomaTii/pabmomioni3y. 1o Takux (paKkTOpiB
HaJjleXXaThb:

e IOPYyLIEHHS (QYHKIIil HUPOK;

e TIIIOTUPEO3;

e HaASIBHICTH B ocoOucTOMY ab0 CiMeiiHOMY aHaMHe3i ClTafKOBUX 3aXBOPIOBaHb
M's131B;

e HASIBHICTh B aHaMHe3i MiOTOKCUYHOCTI, Ha (OHi 3aCTOCYBaHHS iHIIUX iHTiOGiTOPIB
I'MI'-KoA-penykTa3u abo ¢idparis;

e 3JIOBXKMBAHHS aJIKOTOJIEM;

e BiK > 70 pOKiB;

e CUTYyallil, III0 MOXYTh IIPU3BECTHU IO ITiABUIIIEHHS PiBHIB IIpemnapary y Ijaa3Mi
(muB. po3minu «Cnoci6 3acTocyBaHHS Ta J03u», «B3aeMomisa 3 iHIIUMHU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aeEMOil» Ta «®apMaKOKiHEeTUKa»);

e OJlHOYACHE 3aCTOCyBaHHs (ibpaTis.

Y Takux maitieHTiB NOTPiOHO IMOPIBHATH PU3UK Ta MOXKJIUBY KOPUCTH ITPU 3aCTOCYBaHHI
npenapary; TaKOXK PEKOMEeHJOBaHNM MOHITOPHUHI CTaHy mHallieHTa. He ciig moynHaTH!
JIIKyBaHHS y BUIIaAKy 3Ha4YHO MifBUIEHUX 0o4aTKOBUX PiBHIB KK (> 5 pa3iB Buile
BMH).

B mepion nikyBaHHS

[NamieHTiB cig monepenuTyu NPO HEeOOXimHICTh HeralHo ITOBIIOMIISATH ITPO M'sI30BUM
0is1b HE3 sICOBHOT'O TIOXOMKEHHS, M'sI30By C1abKicTh ab0 cymoMu, 0COOJIMBO SKIIIO BOHU
CYIIPOBOMXKYIOThCS HE3OYyKaHHSIM a0o ITiOBUIIIEHHAM TeMIlepaTypHu. Y TaKuX MalliEHTiB
ciig su3HauuTH piBHI KK. Crig npunuHEUTH NiKyBaHHS, K110 piBHI KK 3Ha4YHO
migBuilieHi (> 5 X pa3siB Buile BMH) abo sSKIIIo M's130Bi CUMIITOMHU TSKKi Ta
CIIPUYMHSAIOTh IUCKOMMOPT Y IMIOBCIKOEHHOMY XKHUTTIi (HaBiTh AKIO piBeHb KK = 5 X
BMH). dkmio cuMmnToMu MUHAIOTh i piBeHb KK mmoBepTaeThbCcst o HOpMU, MepTeHin abo



anbTepHaTuBHUM iHTiOiTOp [MI-KOA-penykTa3u MoxkHa CIipoOyBaTH 3aCTOCYyBaTU
3HOBY, ajie Y MiHiMaJIbHUX [03ax Ta Iif HarjasaaoM Jiikapsa. PerynsapHuil KOHTPOJIb
piBHsa KK y naiiieHTiB 6e3 BUIlleBKa3aHUX CUMIITOMIB He mOTpiOHUM. Bimomo mmpo gyxe
pimKicHiI BUNagKu iMyHOOIIOCepeaKOBaHOl HeEKpOoTu3yio4doi miomnaTtii (IOHM) mig gac
abo micma Teparllil cTaTUHaAMU, B TOMY YHCJIi po3yBacTaTuHOM. KiiHiYHUMU IposiBaMu
IOHM e cnabKicTh IpPOKCUMaIbHUX M’SI3iB Ta MiABUIIEHHS PiBHS KpeaTUHKiIHA3U y
cupoBarTiii, 1110 30epiraeThCcs HaBITH IiC/II IPUIIUHEHHS 3aCTOCYBaHHS CTaTHUHIB.

[TigpBuIilleHa YacTOTa BUMOAAKIB MiO3UTYy Ta MioIlaTil CIlOoCTepirajaach y Halli€HTiB, AKi
3acCTOCOBYIOTH iHIi iHTiOiTOpU I'MI'-KOA-pengyKTa3u i3 moxigHuMu ¢ibpoeBOI KMCIIOTH,
B TOMY 4uCJIi reM}iOp0o3uIoM, TUKIIOCIIOPUHOM, HiIKOTUHOBOIO KMCJIOTOIO,
IPOTUTPUOKOBUMHU 3aco0aMu I'PYIIM a30J1iB, iHTribiTOpaMu IpoTea3u Ta MaKpPOIigHUMU
aHTubioTukamMu. 'emdpiOpo3UN MigBUILYE PU3UK PO3BUTKY MioIlaTii IpU CyIIyTHHOMY
3acToCyBaHHI i3 megkumu inribitopamu I'MI'-KoA-penykTa3u, ToMy npemapart
MepTeHin He peKOMeHIOBaHO 3aCTOCOBYBaTHU Y KoMOiHaliil i3 rem¢pidpo3unom.
KopucTh nmomanbIiiol 3MiHU PiBHS JIIIiAIB ITPU 3aCTOCYBaHHiI pO3yBaCcTaTUHY Y
KoMOiHar1il i3 ¢pibpaTamMu abo HialmHOM MOTPIOHO peTesibHO 3BaXKyBaTH ITOPiBHSAHO i3
MMOTEHIIMHUMU PU3UKAMHU, TTOB’I3aHUMH i3 3aCTOCYBaHHSIM TaKUX KOMOiHaIIil.
OpmHouyacHe 3aCTOCYBaHHSA mpemnapaTty MepTeHin B mo3i 40 Mr ta ¢ibpartis
IIPOTUIIOKA3aHOo (OUB. po3ainu «B3aemopisa 3 miKapCbKUMHR 3aco0aMu Ta iHIITi BUOU
B3aeMmofii», «[1obiuHi peakiii»).

MepTeHinT He MOXKHa 3aCTOCOBYBaTH CYMICHO 3 IIpellapaTaMu AKi MiCTATh Qy3UOi€EBY
KUCJIOTy abo IMpoTsATroM 7 AHIB IicHs MPUOUHEHHS JTiKyBaHHS Qy3Ui€BOI0 KUCIOTO0. Y
MallieHTiB, B IKUX 3aCTOCYBaHHS (y3UOi€BOI KMCJIOTU BBaXKa€ETHCSA HEOOXiTHUM,
JIIKyBaHHS CTaTUHAMU ITIOBUHHO OyTHU IIPUIIMHEHO NPOTSATOM BChOTO Iepiony iKyBaHHS
dys3umieBoro kucnororo. [ToBimoMisiocs mpo padbmoMiosni3 y malieHTiB (B TOMYy YUCITi
JieTaJibHiI BUMIAAKM), IKi OTPUMYBaJIU JIiKyBaHHA y KoMOiHaIlil ¢py3uagieBa Kucnora i
CTaTHUHU (OUB. po3ain «B3aemopis 3 iHIIMMHU JTiKaPCHKUMM 3aco0aMu Ta iHIm hopMu
B3aeMopii»). [TamrieHTaM HeOOXimHO HerallHO 3BEPHYTHUCS IO JIiKaps, SIKIII0 BOHU
BimuyBaioTh OyIOb-IKi CUMIITOMM M'si30BOi ctabKocTi, 601i a60 XBOPOOIUBOI Uy TIIUBOCTI
IIpY TOPKaHHI.

Teparmist craTuHaMu MoKe OyTH MOBTOPHO po3ToYaTa dyepe3 7 OHiB ITicJIa OCTaHHBOI
no3u Gpy3umieBOI KMCIIOTH.

Y BUHATKOBUX BUNaJKaxX, KOJIU HeoOXigHa TpHUBajla CUCTEeMHa Tepamnis ¢py3umgieBoo
KMCJIOTOIO, HallpUKJIaf, O/ JIIKyBaHHS BaXKKUX iHpEKIi, HeoOXimHICTh CyMiCHOTO
3aCTOCyBaHHS MepTeHiny i Gy3umieBol KUCIIOTH CIIi PO3TJIAOaTh B KOXKHOMY BUIAOKYy
OKpEeMO i Iif peTeIbHUM MEeOUYHUM HarIsO0M.

[IpenmapaTt MepTeHLI He CIIil 3aCTOCOBYBaTH HalliEHTaM 3 TOCTPUMHU, CEPUO3HUMU
CTaHaMH, 110 CBig4YaTh MPO MiomaTito abo MOXKJIMBICTh PO3BUTKY HUPKOBOI



HeIOCTAaTHOCTi BHACJIiAOK pabmoMiosni3dy (TaKuX SIK CEIICHC, apTepiajbHa riloTeH3isd,
oOIIMpPHE XipypriuHe BTPy4YaHHS, TPaBMa, TSIXKKi MeTaboiuHi, eHIOKpUHHI Ta
eJIEKTPOJIITUYHI po3jiagu abo HEKOHTPOJIbOBaHi CyIOMU).

BniuB Ha meYyiHKY

Ak i ixmmi iariditopu I'MI'-KoA-penykTa3u, npenapaT MepTeHin ciig 3 06epexkHiCTIo
3aCTOCOBYBATH ITAlliEHTaAM, sSIKi 3JTOBKMBAIOTh aJIKOTOJIeM Ta/abo MaloTh B aHaMHe3i
3aXBOPIOBaHHSA Me4YiHKU. PeKOMeHI0BaHoO IepeBipAaTy 6ioxiMiyHi moKa3HUKU QYHKIIi1
IIeYiHKHU IIepeq I04YaTKOM 3aCTOCYBaHHSA IIpenapaTry Ta 4yepe3 3 MiCslll IiKyBaHHS
nmoromy. AKIO piBeHb TpaHCaMiHa3 Yy CUPOBATII KPOBi OifIbIlle HiXK yTpUUi ITepEBUIIYE
BEPXHIO MeXYy HOPMH, 3aCTOCYBaHHJ IIpenapaty MepTeHi ciig npunuHuTtu. [Ipo
CEepUOo3Hi MopylIeHHs QyHKIIiI IMediHKy (ITepeBaKHO MiABUIIEHHS PiBHSA MEeYiHKOBUX
TpaHCaMiHa3) y Iepiof MIOCTMapKeTUHI OBOI'O CIIOCTEPEXKEHHS IOBIIOMIIAIOCH
4YacTilre Ipu 3acTocyBaHHI no3u 40 mr.

Y nanieHTiB i3 BTOPUHHOIO Tillepx0JieCTEPUHEMI€I0, CIPUYUHEHOIO TilmoTHpeo3oM abo
HepPOTUYHUM CHHAPOMOM, CIIEPIIY CJIiT IIPOBECTH JIiIKyBaHHSA OCHOBHOT'O
3aXBOPIOBaHHS, a IIOTIM ITIOYUHATH JIIKYBaHHA IIperapaToM MepTeHi.

Bimomo mpo pigkicHi netanbHi ab0 HeleTanbHi BUMTAgKY ITE€YiHKOBOI HEOOCTATHOCTI y
Malli€HTiB, SIKi IpUUManyd CTaTUHYU, B TOMY YUCJIi po3yBacTaTUH. AKII0 Ha POHI
JIIKyBaHHS IIperapaToM MepTeHiI PO3BUBAETHCA CEPHUO3HE YpaKEeHHs [IeYiHKU 3
KJIiHIYHOIO CUMIITOMATHKOIO Ta/abo rinepbinipybiHeMi€io 41 XKOBTSIHUIIEIO, HETalHO
MNPUIIMHITE IPUKUOM IIpernapary. AKIIO iHII IPUYWHU He BUSBIEHO, HE IOHOBIIIONUTE
JIIKyBaHHA IIperrapaToM MepTeHi.

Paca

Y BimoMux gocrmimKeHHsX (apMaKOKIHETUKU CIIOCTEPIrajgoCh 3pOCTaHHS CUCTEMHOI
KOHIIEeHTpallil po3yBaCTaTHUHY Y IAIliEHTIB MOHTOJIOIHOI pacu MOPiBHAHO 3
IMOKa3HUKaMHU y €BpoOIenIliB. [I1s1 TaKUX NallieHTiB HeoOXigHa KOPEeKIlisi M03yBaHHS
po3yBacTaTuHy (OuB. po3ninu «Crocib 3acTocyBaHHSA Ta HO3U», «IIpoTUIIOKa3aHHSI» Ta
«®apmakoKiHeTHKa»). [I/1s malieHTiB a3iiChKOl pacu mo4YaTKoBa Oo3a MepTeHuny
nmoBuHHa OyTu 5 Mr. ITigBuilleHa KOHIIEHTpallis po3yBacTaTUHY B IIJ1a3Mi OyJiia
roMideHa y a3iichbKux nauieHTiB. Ciig B3ATH A0 yBaru 30i/blIeHy CUCTEMHY
€KCIIO3UIIiI0 IPY JIIKyBaHHI IMAllieHTiB MOHTOJIOITHOL Pacu, y SKUX
rimepxojieCTePUHEMIisI He KOHTPOIIOEThCA afeKBaTHO no3aMu no 20 mr.

Iari6iTOopu DTpoTeasu

[TigBuIleHa CUCTEeMHa €KCIO3UIlisl 4O pPO3yBacTaTUHY CIloCcTepiranacs y ocib ski
3aCTOCOBYBAJIM PO3yBacTaTUH OJHOYACHO i3 pisHuMU iHTi6iTOpaMu mpoTea3u y
MMOEOHAaHHI i3 puToHaBipoM. Cjim 0OMipKyBaTH SIK KOPUCTH Biff 3HUXKEHHS PiBHSA IimidiB



3a [OIMOMOTr 00 mpernaparty MepTenun y nauienTis i3 BIJI, siKi oTpuMyioTh iHTiOiTOpPU
IpoTea3y, TaK 1 MOXKJIMBICTH IMIABUIIIEHHS KOHIIEHTPALill pO3yBaCTaTUHY Y IIJIa3Mi
KPOBIi Ha MOYaTKy Tepallil Ta IpU OigBUIIEHHI 0031 MepTeHiny y MallieHTiB, sKi
OTPUMYIOTH iHTiOiTOpU mpoTea3u. OgHOYaCHE 3aCTOCYBaHHS Mpelapary 3
iHribiTOpaMu NpoTea3y He PeKOMEHOYETHCS, SIKIIO J03a PO3yBaCTaTUHY He
ckopuroBaHa (guB. po3min «Criocié 3acToCcyBaHHS Ta O03u» Ta «B3aemomis 3 iHIMUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).

HenmepeHOCHMICTE JTAaKTO3M

[Ipenmapat MepTeHUI MICTUTB JIaKTO3U MOHOTiApaT. [lamierTaM 3 piAKiCHOO
CIIaIKOBOIO HETIEPEHOCUMICTIO ralakTo3u, gediliuToM nakTa3u Jlanmna abo
MaJibaOCoPOIli€l0 TII0OKO3U-TalaKTO3! ITPOTUIIOKa3aH0 3aCTOCOBYBATH 1€l mmpemnapar.

IHTepcTHIliaJIbHA XBOopoOa JIereHb

[TooguHOKi BUNIaOKY iHTEPCTULIiaIbHO1 XBOPOOU 1ereHb OyJI0 3apeecTpPOBaHO IIpU
3aCTOCYBaHHIi JesIKUX CTaTHUHIiB, 0COOIUBO Y BUMIAAKY OJOBroTpUBaJsol Teparmii. [1o
ITPOSIBIB 1Ti€l XBOPOOU MOZKHA BiTHECTH OUCITHOE, HENIPOOYKTHUBHUM Kallleslb Ta
MOTipIIEeHHs 3arajbHOTO CTaHy (BTOMa, BTpaTa MaCH Tijla Ta JUXOMaHKa). AKIo
MTiMO3PIOETHLCS, IO Y TalliEHTa PO3BUHYIIOCH iHTepCTHUIliaIbHa XBOpo0Oa JIeTreHb,
3aCTOCYBaHHS CTATHHIB NOTPiOHO MPUITUHUTH.

ILlykpoBuii miabet

[eski ¢pakTH CcBimYaTh, 110 CTaTHUHMU, MiABUIYIOTh PiBE€Hb I'TIOKO3M B KPOBi Ta y AeSIKHUX
Malli€eHTiB, IKUM 3arpoKy€ BUCOKMU PU3UK PO3BUTKY HiabeTy B MaliOyTHOMY, MOXKYTb
CIIPUYHHSTH TillepriiiKeMilo TaKOTO PiBHS, 3a IKOT0 HeoOXifHe HaJjiesKHe JTiKyBaHHS
miabety. LI1o 3arpo3y, ofHaK, IIePEeBUIIYE 3HUKEHHS PU3UKY CYOUHHHUX ITOPYIIEHb IPHU
3aCTOCYBaHHI CTaTHHIB, i TOMy BOHa He Ma€ OyTH MificTaBOIO AJIA NPUNUHEHHS Teparlrii
CTaTUHaAMHU. 3a IallieHTaMU I'PYIu PU3UKY (PiBEHb IIIOKO3M HaTile 5,6-6,0 MMOIb/,
IMT >30 K1"/M2, OigBUIIIEHUN PiBEHb TPUTIIIIEPUOIB, apTepialbHa rimepTeH3isd) CIIif
BCTAHOBUTHU 5K KJIiHIYHUM, TakK i OioXiMiYHUYN KOHTPOJIb 3TifHO i3 HallioHATbHUMU
KEepiBHUILITBAMHU.

Ak i y Bunagky 3 inmumu inriditopamu 'MI-KoA-pegyKTasu, IIpu 3aCTOCyBaHHi
po3yBacTaTUHY cIiocTepiramnocs 3poctaHHsa HbAlc Ta piBHIB I''TIOKO3U ¥ CUPOBATIIi
KpoBi. B gesAkux Bunlagkax Iii IOKa3HUKU MOXKYTh IIePEeBUIIlyBaTU I'PAaHUYHE 3HaAYEeHHS
OJIs OiarHOCTUKHU IIyKPOBOTO HOiabeTy, HacaMIiepe[ V IMalliEHTiB 3 BUCOKUM PU3UKOM
PO3BUTKY HiabeTy.

Y pmocnigxxeHHsSX OyJI0 IMOKa3aHo, 10 PO3yBaCTaTUH SIK MOHOTEpPAITisl He CIPUYUHSIE
3HUKEHHs 6a30B0i KOHIIEHTpPAIlil KOPTU30JTy JIa3MU KPOBi i He BIIJIUBAa€E Ha Pe3epPB
HagHUPKOBUX 3asI03.



HeoOxigHa o6epeXHiCTh y pas3i 0MHOYaCHOT0 3aCTOCYBaHHS IIpenapaTy MepTeHin Ta
iHIMMX TiKapChKUX 3aco0iB, 3TaTHUX 3HUKYBATU PiBHI UM aKTUBHICTh €HIOT€HHUX
CTEePOIOHUX TOPMOHIB, HallpUKJIag KETOKOHA30JIy, CIipOHOJIAaKTOHY Ta LIMMETUANHY.

ity Ta migmiteu Big 10 mo 17 pokiB

Bimomo, 110 BO/IUB po3yBacTaTUHY Ha picT, macy Tina, IMT (iHgekc macu Tina) Ta
PO3BUTOK BTOPMHHUX CTAaTEeBUX O3HAK 3a TaHHepoM y giteu BikoM Bixg 10 go 17 pokis
OLIIHIOBABCS JIUIIIE IIPOTATOM OOHOT'O POKY. Ilicia 52 TUXKHIB OOCIIIAXKYBaHOT O
JIIKYBaHHS KOOHOTO BIIJIMBY Ha picT, Macy Tina, IMT a6o cTaTeBe mo3piBaHHS
BUSBJIEHO He Oyso. [JoCBig mociigKeHb 3aCTOCYBaHHS IIpenapary OiTAM Ta IIigjliTkaM
oOMezKeHUH, i JOBroTpuBali epeKTHU 3aCTOCYBaHHS po3yBacTaTuHy (>1 pik) Ha
CcTaTeBe OO3piBaHHS HEBIIOMI.

Tinbku cneniamicT MOXKe MpU3HadaTu npemnapar OitTsaM. [lepen modyaTkoMm Teparmil
poO3yBacTaTUHOM y HiTeM Ta MifIiTKiB MOBMHHA OyTH Npu3HadeHa CTaHOapTHa [ieTa
[IpHU TinepxojieCTePHUHEMIl i MalliEHTH ITIOBUHHI JOTPUMYBATUCH il IiA Yac JTiKyBaHHA.

3maTHiCTHh BIUTMBAaTH HA NIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

IocmimkeHb, 1110 BUBYAIOTh BIJIUB PO3YBAaCTAaTHHY Ha MIBUOKICTh peakilil mpu
KepyBaHHi aBTOTpaHCIIOPTOM abo poOOTi 3 iHIIMMU MeXaHi3MaMU, He TIPOBOAMIIN.
OpHak, 3 oryiaay Ha hapMaKOOMHaMIiuHi BJIaCTUBOCTI IpernaparTy, MaJOUMOBIpPHO, IO
MepTeHin YMHUTHUME BIJIMB Ha TaKy 37aTHiCTh. [Ipu KepyBaHHi aBTOTPaHCIIOPTOM abo
po06OTi 3 iHIIMMHU MeXaHi3MaMHu CJIifl BpaXOByBaTU MOXKJIUBICTh 3allaMOPOYEHHS B
rnepiopn JIiKyBaHHS.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio

[IpennapaT MepTeHI IPOTUIIOKA3aHUY B IIePiof BariTHOCTI Ta TOOyBaHHS I'PYOALO.

2KiHKM PEenpPOayKTHUBHOTO BiKY.

KiHKY penpOoayKTUBHOI'O BIKY IIiZl Yac NpPUUOMY IIipenapaTty MepTeH1I IIOBUHHI
3aCTOCOBYBAaTHU HafiliHi 3aco0M KOHTpAllenIil.

BaritHicTb.

OCKinTbKM XOJIECTEPUH Ta iHIII TPOAYKTU 0Oi0OCMHTE3y X0JIECTEPUHY CYTTEBO BazKJIMBi
OJIsT PO3BUTKY IIJIOfla, MOTEHIIIMHUY pu3uK iHrioyBanHs 'MI-KoA-penykTra3u
IIepeBUIIly€ MOXKJINBY KOPUCTH Bifl 3aCTOCYBAaHH4 IIpelapaTty B IIepiof BariTHOCTI.
Ax11o nmanieHTKa 3aBariTHi€ B Iepiof 3aCTOCYBaHHS IIperapary, JIiIKyBaHHS
npemnapaToM MepTeHin Clig HeraunHO IPUIIHHUTH.



l'ogyBaHHSA I'PyOOIo.

OCKiNnbKM iHIIUYN JTiIKapChKUM 3acib IIHOr0 KJIacy IOTpaIlIsi€ V TPyAHE MOJIOKO JIIOOAUHU
Ta BpaxoByiouw, 1110 iHri6iTopu I'MI-KoA-penyKTa3yu MOXYTh CHPUYNHATH CEPHO3HI
HeOaxKaHi peakliil y HEMOBJIAT, XKiHKaM, SIKi MOTPeOyIOTh TiKyBaHHS IIpernapaToM
MeprTeHin, ciif peKOMeHOyBaTU YTPUMAaTHUCA Bif rogqyBaHHA Ipynno. [laHux miono
IPOHUKHEHHS IIpelapaTy B IPygHEe MOJIOKO y TIOOUHN HEMaE.

Cmoci6 3acTocyBaHHSI Ta I03H

ITepen moyaTKOM JIiKyBaHHS IALlIEHTY CJIiA IIPU3HAYUTU CTaHOAPTHY
rirnoxosyiecTepUHEMIYHY Hi€TY, IKOl BiH MOBUHEH JOTPUMYBATHUCH i ITiJ Yac JIiIKyBaHHS.
o3y nmpemnapaty nMoTpidHO migbupaTy iHOUBiMyaIbHO, 3aJIe2KHO Bif MeTH Teparrii Ta
BifMOBifal maljieHTa Ha JIIKyBaHHS, KEPYIOYUCh PEKOMEHOAI[IAMU ITIOTOYHUX
3araJIbHONPUNHATUX KEPIBHUILITB.

MepTeHin npuiiMaloTh IepopasbHO, B OyOb-IKUYM Yac OHS, He3aJIeXKHO Bif IpuioMy
Ixi.

TabneTKy He ciif po3:KoByBaTH abo moapioHIOBaTH. TabneTKy IMOTPiOHO KOBTATH
I1iJIOI0 3 HEBEJIMKOIO KiJIbKiCTIO BOOU.

JIiKyBaHHS rinmepxojiecTepruHeMil

PekoMeHOoBaHa IMoYaTKOBa [[03a CTAHOBUTH 5 abo 10 Mr, mepopanbHo, 1 pa3 Ha moby
sIK [JI4 Talll€HTiB, AKl1 paHillle He 3aCTOCOBYBaJIU CTaTUHU, TakK 1 [JId MALli€HTIB, Kl [0
IIbOTO 3aCTOCOBYBasM i iHribiTopu 'MI-KoA-penykrasu. [Tinbupaiodu 1o4aTKOBY
003y CJIi BpaXxOByBaTU iHAUBIAyaJIbHUU PiBEHBb XOJIECTEPUHY Y IAlLli€HTIB Ta PU3UK
PO3BUTKY CEPLEBO-CYOUHHUX YCKJIaAHEHb, a TAKOXK IIOTEHIINHUN PU3UK PO3BUTKY
nmobiyHMX peakiliii. 3a He0OXimHOCTI MiABUIYBATH A03Yy A0 HACTYIIHOTO PiBHSA MOXKHa
yeped 4 TuxHI (DuB. po3nin «®apMakogruHaMika»). OCKIJIbKY y BUIIAAKYy 3aCTOCYBaHHSA
mo3u 40 Mr nmo6iuHi peakilil BUHUKAIOTh YacTillle, Hi2K IPXU 3aCTOCYBaHHI MEHIIINX 03
(muB. po3min «ITobiyHi peakiiii»), 0OCTaTOYHO TUTPYBaTu Ho3y Ao 40 Mr ciif nuille Ojis
MaLi€HTIB 13 TAXKKOIO I'ilepXxojieCTePUHEMIEI0 Ta BUCOKUM PU3UKOM CEPLIEBO-CYOUHHUX
MIOpPYyLIEHb (30KpeMa y Malli€HTiB i3 CIMENHOIO TinepxX0oIeCTEPUHEMIEI0), y IKUX HE
BOAJIOCS OOCATTH 0aKaHOT'0 Pe3yabTaTy NPU 3aCTOoCyBaHHI mo3u 20 Mr i gKi OyayTh
nmepeOyBaTH ITiJl PETYIIPHUM HaTrAsAoM crerianicta (ouB po3min «OcobmmBOCTi
3acToCyBaHHs»). Ha moyaTKy 3aCcTOCyBaHHS IIpernapary y go3i 40 Mr peKoMeHJOBaHO
CIIOCTEpPEeXRKEeHH4 CIleliaicTa.

3anobiraHHs DOPYIIEHHIM 3 00KV CeplieBO-CYOUHHOI CUCTEMHU

Y mocnimxeHHi 3HUXKEHHS PU3UKY MOPYIIeHb 3 00Ky CeplieBO-CYIUHHOI CUCTEMU
ImperapaT 3aCTOCOBYBasu y no3i 20 Mr Ha go0y (guB. po3min «@apMakKoanHaMika»).



[TalfieHTH JITHBOTO BiKY

PekoMmeHpnoBaHa rmoyaTKOBa A03a [Jid HallieHTiB BIKOM nmoHaf 70 pOKiB CTaHOBUTH 5 MT
(muB. po3min «OcobGIMBOCTI 3aCTOCYBaHHS»). [HIITa KOPEKIIlisd MO3KU 3 OrJIsiAy Ha BiK He
nmoTpibdHa.

IlamieHTH 13 HUPKOBOIO HEJOCTATHICTIO

[TamieHTaM i3 JerkuMu ab0 MOMIPHUMHU HNOPYIIEeHHIMU QYHKITI HUPOK KOPEKIlis Mo3Hu
He moTpiOHa.

PekomeHpoBaHa moYaTKOBA OO3a [JIA MAII€EHTIB 3 HOPYIIEHHAM (QPYyHKIIl HUPOK
TTOMIpHOI TAXKKOCTi (KJlipeHC KpeaTuHiny <60 MI1/xB) CTaHOBUTH 5 Mr. [1o3a 40 Mr
IIPOTUIIOKa3aHa NalliEHTaM 3 MOPYyLIeHHAM (YHKII1 HUPOK ITOMipHOI TSKKOCTI.
[MamieHTaM 3 TSAXKKUM NOPYLIEHHAM (QYHKIIil HUPOK 3aCTOCYBaHHS IIpelaparTy
MepTeHin NPOTUIIOKAa3aHo Y OyOb-IKKUX Jo3ax (OAuB. po3minu «IIpoTuoka3aHHSI» Ta
«dapMaKOKiHETHKA»).

[MTalieHTH i3 mopyIneHHIMU QYHKII IeYiHKHT

Y nanieHTiB i3 mopylIeHHAMU NEeYiHKHU, 10 OIlliHIoBaIucs y 7 abo MeHIie 6aiiB 3a
mKaJsoi Yaunga-I1'10, migBUILIEHHS CUCTEMHOI €KCIIO3UIlil pO3yBacTaTUHY HeE
cruocTtepiranocs. OpgHak y ocib i3 mopymenasMu y 8 Ta 9 6ariB 3a mkanow Yainma-
IT'r0 cucteMHa eKCIo3utis 3pocTana (ouB. po3min «®PapMaKoKiHEeTUKa»). TakKuM
MalfieHTaM CJIif IPOBOOUTHU OIiHKY GYHKII1 HUPOK (OuB. po3min «OcoOmuBoCTi
3acToCcyBaHHsI»). [IOCBim 3acTOCyBaHHS IIpemnaparTy nallieHTaM 3 HOKa3HuKoM 9 OaiiB
abo Oinbire 3a mkanoio Yainga-I1'to BimcyTHiN. MepTeHin NpoTUIIOKa3aHUM
MalfieHTaM i3 3aXBOPIOBAHHSIMU ITE€YiHKY B aKTUBHIN cTafil. (OUB. po3min
«I[TpoTHUIioKa3aHHSI»).

Paca

Y malnieHTiB MOHTOJIOIOMHOI PacH CIIOCTepirasaach MigBHUIlleHa CUCTEMHA €KCIIO3UIIis
npemnapaty (guB. po3ginu «IIpoTunokasanHsa», «OcoOIMBOCTI 3aCTOCYyBaHHS» Ta
«®PapMaKOKiHeTHKa»). PeKoMeHIOBaHa mo4YaTKOBa [03a OIS IalliEHTIB a3iiiChKOr0
MOXOOXKEeHHS CTaHOBUTH 5 MT; mo3a 40 MI TaKUM IalliEHTaM IIPOTUIIOKa3aHa.

I'eHeTHYHUHN nDojyiMopdizM

[TeBHi TUIIM TEHETUYHOTO MOJIIMOP(}i3My MOKYTh IPU3BOAUTHU OO0 MiABUIIEHHS
€KCIO3ullil po3yBacTaTuHy (OuB. po3ain «PapmakokiHeTuka»). [lanienTaMm i3 BimoMOI0O
HasIBHICTIO TaKUX TUIIiB IT0OJIiMOP(di3aMy peKOMEHOYETHCS 3aCTOCOBYBATU MEHITY TOOOBY
oo3y mpernapaty MepTeHis.

ITarieHTH 3i CXMIBHICTIO [0 PO3BUTKY MiomarTil




PekomeHpoBaHa moyaTKOBa [03a OJIs MAIi€HTIB i3 (paKTOpaMu PU3UKY [0 PO3BUTKY
MiomnaTil cTaHOBUTHL 5 MT (OuB. po3ain «Oco6IUBOCTI 3aCTOCYBaHHS»).

[Ho3a 40 Mr npoTuIlOKa3aHa OesIKHUM i3 TaKuX Malli€HTiB (OUB. PO3Ois
«[TpoTUIIOKa3aHHI»).

CymyTHE 3aCTOCYBaHHS

Po3yBacTaTuH € cyOCTpPaTOM IJIsI Pi3HUX TpaHCHOPTHUX O0inkiB (Hampukinag OATP1B1
Ta BCRP). Pu3uk miomartii (BKo4arouu pabaoMiosti3) DigBUIIYETHCS IIPU
OOHOYACHOMY ITPUMOMIi pO3yBacTaTUHY Pa30oM 3 MEBHUMH JIiIKaPCHbKUMHU 3aco0aMu,
3MaTHUMMU ITiOBUINYBaTH KOHIIEHTpPAIlil pO3yBacTaTUHY B MJia3Mi 4yepe3 B3aEMOi0 3
IIMMH TPAHCIIOPTHUMHU OinmKaMu (HaIlpuKJamd, IIUKIOCIOPUH Ta [esKi iHriditopu
IMpoTea3u, BKJII0Yalo4uu KoMOiHallil puTOHaBipy 3 aTaHa3aBipoM, JomiHaBipoM Ta/abo
TUIIPaHaBipoM; OuB. po3ainu «OcoOIUBOCTI 3aCTOCYBaHHA» Ta «B3aemopmis 3 iHIIMMHU
JIiIKapChbKUMHU 3aco0aMM Ta iHIIIi BUOU B3a€EMOMii»). I[Ipy MOKJIMBOCTI CIIifi PO3TISHYTH
aJibTepHATUBHE JIiKyBaHHS i, IKII0 HEOOXiMHO, TUMYAaCOBO MPUIIMHUTHU JIIKYBaHHS
po3yBacTaTUHOM. B cuTyalisfix, KOJIX OQHOYAaCHOI'0 3aCTOCYBaHHA LIUX JIIKAPCHKUX
3aco0iB pa3oM i3 po3yBaCTaTMHOM YHUKHYTU HEMOIKJIMBO, HEOOXigHO 3BaXKUTH BCi
TepeBaru Ta pU3UKU CYIIyTHHOT'O NiKyBaHHS Ta PETENbHO IMig0upaTu mo3y
po3yBacTaTUHYy (OUB. PO3[in «B3aemopmis 3 iHIIMMHY JTiKapCbKUMU 3aco0aMu Ta iHIIi
BUOU B3AEMOIIN»).

itk
3acTocyBaHHS Ipenapary OiTSAM Ma€ IIPOBOOUTH JIUIIIE CIIeLiaIiCT.

3acTOCOBYIOTH OiTSAM Ta HifgiriTkaM BikoM Bim 10 mo 17 pokiB (XTOIYMKHU Ha CTamil
po3BuTKy Il Ta Buine 3a TaHHEpPOM Ta fiBYaTa, B IKMX MEHCTPYyallil ToYaanucs
IIIOHAaMEHIIIEe PiK TOMY).

3BUYalHa MoYaTKoBa HoOOBa mo3a s OiTed Ta MimJIiTKiB 3 rinmepxoiiecTepuHeMieo
CTaHOBUTH Bifi 5 Mr mo 20 Mr oguH pa3 Ha moOy. [TimBuillyBaTu A03y CIIiO BiAMOBIMHO OO
iHOMBiOyasbHOI BiANOBiAi IUTHMHY Ha JIiKyBaHHS Ta II€PEeHOCHUMOCTI IIpemapary,
OOTPUMYIOUYNCh PeKOMEeHOalli¥ 1010 JTiKyBaHHs miTel (DuB. po3main «OcobmuBOCTiI
3acTocyBaHHS»). [Tepen moyaTKoOM Teparmil po3yBaCTaTUHOM [IiTSIM Ta IIiOJIiTKaM CIIifg
MMPU3HAYUTHU CTAHOAPTHY TilOX0IEeCTEPUHEMIUHY HIETY, KOl MAlliEHTU MaloOTh
OOTPUMYBATUCS i IPOTATOM JIiKyBaHHs. be3neka Ta e(peKTUBHICTh TiKapChKOTO 3aco0y
y go3ax Oinbiie 20 Mr y IIi¥l OIYJIAIil He JOCIiOXKyBasuCs.

TabneTku mo 40 MT He 3aCTOCOBYIOTH OiTSIM.

Iitu BikoM 1o 10 poOKiB.




Iocsig nikyBaHHA miTel BikoM 1o 10 pokiB oOMexXKeHUM 3aCTOCyBaHHSAM IIpenaparty y
HeBeJIMKOIl KiJIbKOCTi mallieHTiB (BikoM Bim 8 o 10 poKiB) i3 TOMO3UTOTHOIO CiMEMHOIO
rinepxosecrepuHeMieo. He peKoMeH10BaHO 3aCTOCYBaHHA IIpelapaTty MepTeHin
oiTssM BikoM go 10 pokis.

Ilepeno3yBaHHA

CrnenudigHOTrO IiKyBaHHS IIPU Nepefo3yBaHHI HeMae€. Y pa3i nepefo3yBaHHS
PEKOMEHY€EThCS IPOBOOAUTH CUMIITOMATH4YHeE JIIKyBaHHS 1 MiATPUMYyBaJIbHY Tepallilo.
Crig KoHTpOIOBaTH QyHKIIiI0 nediHky i piBHi KK. ManoiiMoBipHO, 1110 TeMofiai3
Oyne epeKTUBHUM.

ITo6iuni peakmii

[ToGiuHi peakirii, 1110 CIOCTePiraloThCs MPU 3aCTOCYBaHHI pO3yBacTaTUHY, 3a3BUYal
cabKo BUpPaxXKeHi Ta TUMYacoBi.

3 6oky Kpoei ma aimMpamuyHoi cucmemu: TPOMOOILIUTOIIEHISI.

3 60Ky iMyHHOI cucmemu: peaxliil TimepYyTIUBOCTI, Y TOMY YHMCJIi aHTiIOHEBPOTUUYHUMN
HaOpsIK.

EHOOKpuHHI po3a1adu: IIyKPOBUU miaGer!.
ITcuxiuHi po3saadu: gerpecis.

3 60Ky Hepsosoi cucmemu: TOMOBHUY 0iflb, 3alITaMOPOYEHHS; IIOJIIHEBPOIIATIsA, BTpaTa
nam’siTi; mepudepudHa HEBPOIIATisI, po3/1aAu CHY (B TOMy 4YucCJli 0€3COHHS Ta HidHIi
KOILIMapu);

3 60Ky opaaHie OuxaHHs, 2pYOHOI KAIMKU ma cepe0oCmiHHA: Kalllellb, 3aguIlIKa

3 60Ky WAYHKOBO-KUWKOB020 MpPAKmMy: 3amop, HyaoTa, Oillb y XKUBOTi; TaHKPEaTHUT;
oiapes.

3 60Ky 2enamobisiapHoi cucmemu: MMiOBUIIEHHS PiBHS MEYiHKOBUX TpaHCaMiHa3;
JKOBTSHUIISA, TeIaTuT.

3 60Ky wkKipu ma niowkipHoi KaimkoguHU: cBepOiK, BUCUII Ta KPOIIUB'IHKA; CUHIPOM
CriBeHca-[I>KOHCOHaA.

3 60Ky ckesiemHoOi MycKy/1amypu ma CnoAy4Hoi MKaHUHU: Miasrisi; mionarTist (B TomMy
YHCIIi MiO3UT) Ta pabmoMioni3; apTparis; MOpyIIeHHs 3 00Ky CyX0XKUIIb, iHKOJIN
YCKJIagHEH1 po3puUBaMy,



iMyHOOIIOCepeaKOBaHa HEKPOTHU3ylO4a MiomaTid.

3 60Ky HUPOK ma ceuyosudinbHOI cucmemu: reMaTypis.

3 60Ky penpodyKmueHOi cucmemu ma MO/A04YHUX 3d/103: TIHEKOMACTis.
3azanvHi po3s1adu ma cmaH Micusi 8e0eHHs: aCTeHisI; HaOpsK.

Ak iy Bunagky 3 iHmuMu inriditopamu I'MI'-KoA-penykTa3u, 4acToTa NOOIiYHUX
peakiii 3aJ1eXXUTh BiJl HO3MU.

19acrora 3anexuTs BiZl HAABHOCTI ()aKTOPiB PU3UKY (PiBEHB I'JIIOKO3U KPOBi HATIIE =
5,6 MMOJIBL/JI, iIHOEeKC MacHu Tina >30 K1"/M2, MiOABUINEHHS PiBHA TPUTJIILEPUOIB,
apTepianbHa rinepTeH3isa B aHaMHe3i).

BnniuB Ha HUPKHU

Y nati€eHTiB, sIKi 3aCTOCOBYBaJid pO3yBaCTaTHUH, CIIOCTEPIraJuCh BUNAaAKU IIPOTEIHYPil,
ImepeBakKHO KaHaIbIeBOT0 MOXOOXKEHHS (BU3HAYEHO]1 3a JOMMOMOT0I0 TECT-CMYXKKH).
3MiHu BMicTy OiflKa y cedi Bif HyJIs YU CHIifiB 0 3HAYEHHS «++» abo Oinblie
3apeecTpoBaHi y <1% nailieHTiB, Kl npurManu npenapat y go3i 10 mr ta 20 mr, i
npubnu3Ho 3% IallieHTiB IIpU 3aCTOCyBaHHi mo3u po3yBacTtaTuny 40 mMr. He3HauHe
30iyIbIIIeHHS YaCcTOTU BUIIAOKIB MiABUINeHHS OiflKa y cedi Bifg Hyns abo ChifiB g0 «+»
CIIOCTepIiraaoch Ipu 3acTocyBaHHi go3u 20 Mr. Y GinbIIOCTi BUIAaAKiB BUPaXKEHICTh
MIpOoTeinypil 3MeHITyBarach ab0 3HMKajla CIOHTAaHHO IIPU ITPOIOBXKEHHI 3aCTOCYBaHHS
npenapaty. Ha cborogHi He BUSIBJIEHO IIPUYMHHOTO 3B’ SI3Ky MiXK HPOTEIHYPi€lo Ta
rocTpuM abo ITPOrpecyoynuM 3aXBOPIOBAaHHSIM HUPOK. ['eMaTypis criocrepiranacs y
MallieHTiB, SIKi 3aCTOCOBYBaJId pO3yBacTaTUH, ajle € JaHi IIPo HU3bKY YacTOTy 1l
PO3BUTKY.

Bnonius Ha CKeEJIETHY MYCKYIIAaTYPYy

3MiHM 3 60Ky CKelneTHOI MyCKyJlaTypH, TakKi K Mianrisg, miomnaTis (B TOMy 4uCIIi
MiO3UT) Ta PigKo, padbmoMiosi3, i3 rocTpo HUPKOBOIO HEIOCTATHICTIO U 0e3 Hel,
CIIOCTepiraaucs Ipu 3aCTOCYBaHHI OyOb-IKUX 03 pO3yBacTaTUHY, a 0COOIUBO IIpHU
3acTocyBaHHi 703 > 20 mr. IIpo pigkicHi Bunagku pabmoMiostisy, 110 iHKomu Oynu
acoLi¥i0BaHi 3 HUPKOBOIO HEOCTATHICTIO, IOBIAOMIIAJIOCS IIPU 3aCTOCYBaHH]
poO3yBacCTaTUHY, a TAKOXK IHIINUX CTATUHIB.

Y manieHTiB, gKi IpUUMasyd po3yBacTaTUH, CIIOCTEPIrajgocs mo3o3ajiexkHe 3POCTaHHSA
piBHiB KK; y GinbII0CTi BUNamKiB siBUllle Oy0 c1abKo BUpaKeHUM, 0€3CUMIITOMHUM Ta
tTuMdacoBuM. Akio piBHi KK migBuiieHi (6inbIll 9K y 5 pasiB Bifl BepXHbOI MeKi HOPMU
(BMH)), nikyBaHHS CJIif IPUMUHUTH (OUB. po34in «OCcOOIUBOCTI 3aCTOCYBaHHS»).

BniuB Ha me4YiHKY




4Kk i y BUnagky 3actocyBaHHS iHmux iHridiTopis IMI'-KoA-penykTa3u, y HEBEJTUKOI
KIJIBKOCTI IaIliEHTIB, SIKi IpUiMalid PO3yBaCTaTHH, CIIOCTEPIragocsa go303ajiexkHe
30inbIIeHHS PiBHS TpaHCcaMiHa3; B OinbIIOCTi BUIIaAKiB siBUIllle Oy10 ciabkKo
BHUpPaXXeHUM, 6€3CMMITOMHUM Ta TUMYaCOBUM. [Ipu 3aCcTOCyBaHHi pOo3yBacTaTUHY
TaKOXK BimMidanocs nmigBunieHHs piBHiB HbAlc.

Ha ¢oHni 3acTocyBaHHs mesiKUX CTAaTHUHIB Bif3Hadasnucs Taki HebaxkaHi SBUIIA:

e po3yap cTaTeBOl QYHKII];
e OKpeMi BUMAJKU iHTEPCTUITiaIbHOl XBOPOOU JIereHb, 0COOIMBO IPU TPUBAJIOMY
3acTocyBaHHi (AuB. po3Ain «OcoOIUBOCTI 3aCTOCYBaHHS»).

YacToTa moBifoMIIeHb ITPO pPabaoMiorii3, cepiio3Hi IMOpyIIeHHS 3 00Ky HUPOK Ta
MeYiHKM (IlepeBakHO MMigBUILEHHS aKTUBHOCTI ITeYiHKOBUX TpaHcaMiHa3) Oyia Oinbliia
IIpY 3aCTOCyBaHHI npenapaty B 1031 40 wmr.

[TocTMapKEeTHHTOBUH OOCBIiO 3aCTOCYBAaHHS

OkpiMm Bullle3a3HaYE€HOI'0, B IIOCTMapKeTUHIOBOMY I1epiofi 3aCTOCYBaHHS
po3yBacTaTuHy Oyo imeHTU(diKoBaHO TaKy HeOaXKaHy peaklliio, K JeTajibHa Ta
HeJleTaJibHa ITe4YiHKOBa HeOOoCTaTHICTh. OCKIIbKHY MPO II0 PeakKIlito MOBigOMIISIIOCS
CIIOHTAHHO i3 MonyJALil HeBU3Ha4Ye€HOl KiJIbKOCTi, HEMOXKJIMBO JOCTOBIPHO OILIIHUTH 11
4acToTy ab0 BCTAHOBUTHU HASBHICTh MIPUYMHHO-HACJIIAKOBOTO 3B’I3KY i3
3aCTOCyYBaHHSM IIpenapary.

3pigka y miciasgpeecTpaliiHOMY IIepiofl IIOBIAOMIISIJIOCS PO MOPYIIEeHHSA KOTHITUBHUX
yHK1IIM (HanmpuKiIaz MOTipIIeHHs aM’sTi, 3a0yabKyBaTiCTh, aMHe3is, IMOoTripiIeHHs
maM’siTi, CIJIyTaHICTh CBiJOMOCTI), III0 aCOLiI0ITHCA i3 3aCTOCYyBaHHAM CTaTUHIB. IIpo
TaKi KOTHITUBHI IMpo06JieMu IMOBioMIISIJIOCS Y 3B’5I3KY 3 yCciMa CTaTHHaAMU. SIBUINA, TIPO
SIK1 UOEeThCA Y MOBIIOMIIEHHSIX, 3BUYaHO MalOTh JIETKUU XapaKTep i MUHAIOTh ITiC/IA
BiIMiHM CTATHHIB, @ TAKOXK MalOTh Pi3HUH YacC OO MOSIBU CUMIITOMIB (Bim 1 gHS Oo
POKiB) Ta 0O 3HMKHEHHSI CUMIITOMIB (MefiaHa - 3 THUXKHi).

itTu

[TigBuuieHHS PiBHA KpeaTUuHKiHa3u >10 paziB Bunle BMH Ta cumntomu 3 60Ky M’s13iB
micss ¢pi3MYHOro HaBaHTaXKeHHs abo mimBuIieHol GpizuyHOl aKTUBHOCTI
CIIOCTepirajaucs 4yacrTille y 52-TUXKHEBOMY OOCJIII’KEeHH] 3a y4acCTIo OiTel Ta HifjliTKiB
MMOPiBHSHO i3 mopocnuMu (OUB. po3min «OcobIuBOCTI 3acToCyBaHHA»). [IpoTe mpodinb
0e31eKu po3yBaCTaTUHY Yy HOiTeH Ta IiaiiTKiB OyB mMOOiOHUM [0 TaKOTr0 y MOPOCIUX.

TepMmin npuagaTHOCTI

3 POKH.



VYMmoBHu 30epiranHs

Ins1 mikapchKoro 3aco0y He MOTPiOHI celianbHi TeMIlepaTypHi yMoBU 30epiraHHs.

30epiraTty y HeIOCTYIIHOMY OJISI OiTeM MicIti.

YnakoBka

ITo 10 TabneTok y 6micTepi; mo 3 6icTepu B KAPTOHHIN yIIaKOBLIi.
KaTeropis Bignycky

3a peLenTomMm.

BupooHHK

BAT «I'egeon Pixtep».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHs
IistIbHOCTI

H-1103, Byganemr, Byn. Hempel, 19-21, YropmuHa.
[Ixkepesto iHCTPYKITil

[HCTpyKIIifo TiKapChKOTro 3aco0y B3aTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3ac00iB YKpalHu.
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