Ckian

Oitoua pevyosuHd: oiMecapTaHy MegOKCOMIT;
1 TabrmeTka MicTUTH oniMecapTaHy MegokcoMiny 20 Mr a6o 40 mr;

OONOMIJHICHI pedoB8UHU: 1IeJII0JI03a MiKpPOKPHCTAalidyHa; TiAPOKCUIIPOITIIIeI0Io3a
HU3bKO3aMillleHa; JJaKT03a, MOHOTiApaT; TiHPOKCUNIIPOIIIIEeI0I03a; MarHito cTeapar;

000/10HKa: CyMilll [y1st TiBKOBOTO MOKPUTTsT Opadry II White: (rimpomeno3sa
(TigpOKCUIIPOIIIIMETHUIIIIENI0I03a); JaKT03a, MOHOTiApaT; TuTany miokcun (E171);
MOJIIeTUIIEHTIIKOIb (MaKporoim)).

JIikapcbKa ¢opMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.
OCHOBHI (pi3uKo-xiMIiuHI 81CMUBOCMI:

mabaemxku 20 me: TabneTKu KpPyrioi GopMu 3 HBOOITYKJIOIO IIOBEPXHEIO, BKPUTI

TJIIBKOBOIO 0O0JIOHKOIO 0iJIOTO KOJILOPY;

mabsaemku 40 me: TabneTKy 0BaIbHOI (OPMHU 3 IIJIOCKOIO IOBEPXHEIO 3i CKOIIIeHUMU

KpasiMH, BKPUTI IJIiIBKOBOIO 000JIOHKOIO 0GilIOr0 KOJILOPY.
dapMaKoTepalneBTUYHA Ipylna

brnokaTtopu peuentopiB anriotren3uny II. Kog ATX C09C A08.
®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmaxkoduHamika.

dapMaKOOHHaMI4YHI BIaCTUBOCTI.

OnMecapTaHy MeOOKCOMIJ € CUJIBHOII0UUM I1ePOPaJIbHO aKTUBHUM CEJIEKTUBHUM
QHTAroHICTOM peLenTopiB (TUII ATl) aHrioten3uny II. O4ikyeThbCs, 110 BiH OJIOKYE BCi
mil aHriotreH3uny ll, sKi omocepenkoBaHi perenTopoM ATl, He3aJIeXXHO Bif gXxeperna i
IIJIAXY CUHTe3y aHrioTeH3uHy II. CejleKTUBHUU aHTArOHI3M peLenTopPiB AT1
aHriotTeH3uHy Il Npu3BOOUTH 00 MiABUILIEHHS PIBHSA PEHIHY V I1Jla3Mi KPOBIi Ta
KOHIIeHTpalliXl aHrioTeH3uHy I i II, a TaKOXK MO mesAKOT0o 3MeHIIeHHs KOHIIeHTpallil
aJIbIOCTEPOHY Y IIJIa3Mi KPOBI.



AnrioTren3uH Il € 0CHOBHUM Ba30aKTUBHUM I'OPMOHOM pEHIH-aHIIOTEH3UH-
aJIbIOCTEPOHOBOI CUCTEMH 1 Biflirpa€ BaxKJIMBY POJIb y maTo@izionorili apTepiaabHOL
rinepreH3il yepes penentopu tuny 1 (ATl)‘

KniniyHa edeKTUBHICTD i Oe3nexka.

[Tpu apTepianbHili rinnepTeH3il oiMecapTaHy MeJOKCOMIJI CIPUYUHSIE T0303aIeKHEe
TpUuBaJle 3HUXKEHHS apTepiarlbHOr0 TUCKY. HeMae cBigueHb 100 BUHUKHEHHS
apTepiasbHOL TIIOTEH3il MiCasa NPpUoMy MMepIol Ho3u, Taxiinakcil mig 4ac TpuBauioro
JIiKyBaHHS a00 CUHOPOMY BiIMiHU ITiCJI IPUITMHEHHS JTiKyBaHHS.

OnHopa3oBui HoOOBUM IMMPUINOM MO3U OJIMECapTaHy MeJOKCOMiny 3abe3mnmeuye
edeKTHUBHE i IJ1TaBHE 3HUKEHHS apTepialbHOTO TUCKY IIPOTATOM 24 TOOUWH.
OpHopa3oBul HOOOBUY MPUIOM OO3U IpelnapaTry 3abe3rnedye Take K 3HUKEHHS
apTepialbHOIO THUCKY, SIK i IPU 3aCTOCYBaHHI 10ro HoO0OBOI J03H1, PO3IOMiIeHol Ha 2
MIPUUOMH IIPOTATOM AOO0H.

CyTTeBe 3HUXKEHHS apTepialbHOT0 TUCKY CIIOCTEPIra€ThCS BXKe Yyepes3 2 THUXKHI
nmikyBaHHS. [Ipu Oe3nepepBHOMY JIiKyBaHHI MaKCUMaJlbHE 3HUXKEHHS apTepiarlbHOTO
TUCKY OOCSITAEThCS Yepe3 8 THUXKHIB Mic/s rmo4daTKy Teparil. [Ipu 3acTocyBaHHI pa3oM
3 TigpOoXJIOPOTia3ugOM CIIOCTEPIra€ThCA OOOATKOBE 3HUXKEHHS apTepiaJlbHOI0 TUCKY i
TaKWM CYNyTHiN IpUIOM ITpenapaTiB IepPeHOCUThCS goope.

BrinuB oniMecapTaHy Ha JI€TaJIbHICTh i1 3aXBOPIOBAHICTh IOKH 1110 HEBIIOMUM.

Bigomo, 1110 y X0mOi paHIoMi30BaHOTO MOCTIAXKEHHS OJIMecapTaHy i 3anobiranus
MiKpoanbOyMminypii mpu giaberti (mocnigxkenuass ROADMARP), oo skoro 0yJio 3ajlydeHo
4447 nauienTiB 3 miabeTom II Tumy, 3 HOpMoanbOyMiHYPI€IO i 3 MPUHANMHI OOHUM
YMHHUKOM PU3UKY CEPLIEBO-CYOMHHUX 3aXBOPIOBaHb, BUBYAJIM MOXKJIUBICTH
BiTepMiHyBaHHS IOYaTKy PO3BUTKY MiKpoanbOyMiHypii 3aBOsIKU JIIKyBaHHIO
oJiMecapTaHOM. [IpOTATroM HaCTYIIHOTO OOCIII?KEeHHS, 1110 TPUBAJIO Y CEPESHLOMY 3,2
POKy, IalliEHTU OTPUMYBaJIM oIMecapTaH abo mniaiebo y HoJaToK OO iHIINX
QHTUTINIEePTEeH3UBHUX JIIKapPChKUX 3aCc00iB, OKpiM iHTiOiTOPIB
aHTi0TEeH3UHIIEepeTBOPIOBaIbHOTO hepMeHTy (AII®) abo 610KaTOPiB PELIETITOPIB
aHriotreH3uny II (BPA).

[ITogo TepBUHHOI KiHIIEBOl TOYKH, OOCITIAXKEHHS IIPOJAEMOHCTPYBAJIO JOCTOBIpHE
3HUKEHHS IIePBUHHOIL KiHII€BOl TOYKHU y OOOBXKEHHI 4acCy OO0 NOSIBU
MiKpoanbOyMiHypil y TpyIIi oiMecapTaHy.

[Ticns mompaBKu Ha po30iKHICTh MOKA3HUKIB apTepialbHOTO TUCKY TaKe 3HUKEHHS
PU3UKY BKe He O0yJI0 CTaTUCTUYHO 3HaUyIIuM. MikpoanbOyMiHypisi po3BUHYyNaca y 8,2
% (178 3 2160) naienTiB rpynu onMecaptany iy 9,8 % (210 3 2139) nanieHTiB rpynu
wianebo.



[ITogo BTOPUHHUX KiHIIEBUX TOYOK, BUMIAOKH CEPLEBO-CYAUHHUX IIOPYIIEHb
Tparmnsanucsa y 96 mamieHTiB (4,3 %), gKi mpuiiManm onMecapTaH, i y 94 namieHTis (4,2
%) rpynu ninaie6o. YacToTa meTanbHUX HACIIOKIB Yepes3 ceplieBO-CyOUuHHI
3axXBOpPIOBaHHs OyJia BHIIOIO ITPU 3aCTOCYBaHHI OJIMecapTaHy, HiXK IIPU 3aCTOCYBaHHi
nnane6o [15 nmamienTis (0,7 %) mopiBassHO 3 3 xBopumu (0,1 %)], He3Baxkawuu Ha
nmomibHy YaCTOTY BUITAAKiB HenmeTanbHOTO iHCYbTY [14 nanienTiB (0,6 %) mopiBHSHO 3
8 xBopumu (0,4 %)], HeneTanpHOTrO iH(papKTy Miokapgda [17 maienTiB (0,8 %)
MOPiBHSAHO 3 26 xBopuMu (1,2 %)] Ta netanbHUX HACIIOKIB Bif iHIINX, HE OB sI3aHUX i3
CepleBO-CYIUHHUMM 3aXBOpOBaHHSAMU nNpuduH [11 mamienTis (0,5 %) nmopiBHsHO 3 12
xBopumu (0,5 %)]. IIpu 3acTocyBaHHI 0OJIMecapTaHy 3arajibHa JIeTaJIbHICTh y

YK CeTbHOMY BifHOIIIEHHI 3pocTana [26 mamieHTiB (1,2 %) mopiBHsAHO 3 15 XBOpUMHU
(0,7 %)], 110 OyJI0 TOJIOBHUM YHMHOM PE3YJIbTAaTOM OiNbIITol KiTbKOCTi JTeTaIbHUX
BUIIA[KiB Uepe3 CeplieBO-CyOIUHHI 3aXBOPIOBaHHS.

3 niTepaTypHUX OaHUX BigoMO, 110 YV XOMOi OOCIimKeHHs AiabeTuuyHol HedpormaTii
CTOCOBHO 3HMXKEHHS YaCTOTH BUIIQJKiB KiHIIEBOI CTadil 3aXBOPIOBAHHS HUPOK IIPU
3acTocyBaHHi onMecapTany (mocnigxkeHHsa ORIENT) BuB4anu BOJIUB OJIMecapTaHy Ha
HUPKOBI Ta cepiieBo-CyAMHHI Hacmigku y 577 BimiOpaHUX paHOOMi30BaHUM YUHOM
SITTOHIIIB i KUTAMIIIB, ITAIliEHTiB, XBOpuX Ha miabert II Tuny, 3 aBHOIO HedpPOMIaTi€o.
[TpoTssroM HaACTYIIHOTO OOCIIIOXKEHHS 1110 TPUBaJo y cepengHsoMy 3,1 poky, namieHTu
OTPUMYBAJIU OJIMecapTaH abo miamnebo y IogaToK OO iHIMWX aHTUTINePTEeH3UBHUX
JIiKiB, BKJTIO4atouu iHribiTopu AITO.

[lepBuHHa KOMOiHOBaHa KiHIleBa TOYKa (TPUBAJIICTh Yacy 40 MOMEHTY IIePIIIOTro
IIOBOEHHS KOHIIEHTPAIlil KpeaTHuHIHYy Y CUPOBATII KPOBi, KiHIleBa CTamis
3aXBOPIOBAHHS HUPOK, JIeTAJIbHUM HACJIiOOK 3 OyOb-sIKUX ITPUYUH) 3apeecTPOBaHa Y
116 mamienTiB rpynu onMecapTtany (41,1 %) i y 129 namienTis rpynu nmnaie6o (45,4 %)
[BimHOCHMUY pu3uk (BP) 0,97 (95 % moBipuuiui inTepBan (1) 0,75-1,24); p = 0,791].
BTopunHa KoM0OiHOBaHa KiHIleBa TOYKa, ITIOB’sd3aHa i3 cepiieBO-CYTUHHUMU
3aXBOpPIOBaHHSMHU, Bif3HaueHa y 40 mamieHTiB, gKi npunManu onMmecaptaHs (14,2 %), i
y 53 nanienTiB rpymnu mnaiebo (18,7 %). Liss komOiHOBaHa KiHIleBa TOYKa, OB’sI3aHa i3
CeplieBO-CYOUHHUMM 3aXBOPIOBAHHSIMU, BKJIIOUasla JIeTaJlbHUUM HACHIOOK 3 IPUYUHUA
cepleBO-CyOUHHUX 3axBopioBaHb y 10 (3,5 %) malieHTiB, sKi IpuiiMaly OJIMecapTaH,
nopiBHsHO 3 3 natiedtamu (1,1 %) rpynu nnanebo, 3aranbHy neTanbHicTh 19 (6,7 %)
nanieHTiB mopiBHEAHO 3 20 (7,0 %) xBOpUMHU, HeJleTalbHUM IHCYNIBT y 8 (2,8 %)
nauieHTiB mopiBHAHO 3 11 xBopumu (3,9 %) i HenetanpHUY iHPapKT Miokapmay 3 (1,1
%) malieHTiB MOPiBHAHO 3 7 XxBopuMu (2,5 %) BiOImmoBigHO.

IlegiaTpru4yHa ODOMVJISIIS

AHTUTiInEPTEH3UBHI e(PeKTU OIMecapTaHy MeIOKCOMIITYy y IefiaTpUYHOl IOIYISAIlil
Oy mmpoaHasi3oBaHi y paHIOMi30BaHOMY ITOABIMHOMY ciimoMy Iiiaiiebo-



KOHTPOJIbOBAHOMY AOCIiOXKeHHI 3 ydacTio 302 malieHTiB BiKkoM Bif 6 mo 17 pokKiB.
[MocmigKyBaHa rpyna CKjiagasacs 3 HalliEHTiB HerpoigHol pacu (112 malfieHTiB) Ta
rpynu (190 marieHTiB), 3MillIaHO1 Y PaCOBOMY BigHOIIIEHHI (cepen HUX - 38 Imalli€HTiB
HerpoigHoi pacu). [I[py4YnHOI0 apTepianbHOI rinnepTeH3sii Oyia mepeBaxKHO eCceHIliajibHa
rinepteHsis (87 % i3 rpymnu mnauieHTiB HETPOIAHOl pacu Ta 67 % 3i 3MilIaHol TpyIn).
[TamienTu 3 Macoo Tina Big 20 go < 35 Kr Oy paHOOMi30BaHi y IPynu, SKUM
3aCTOCOBYBaJu 2,5 MI' OJIMecapTaHy MeoKcoMiny (Hu3bKa go3a) abo 20 Mr (BuCoKa
n03a) OOuH pa3 Ha Ao00y, a ImalieHTu 3 Macolo Tina = 35 Kr Oysiu paHAOMi30BaHi y
rpynu, SKMM 3aCTOCOBYBaJid 5 MT IIpenapary (Hu3bKa mo3a) abo 40 mMr (Bucoka go3a) 1
pa3 Ha moby. OnMecapTaHy MeJOKCOMiJI 3HAaYHO 3HUXKYBaB SIK CUCTOJIIYHUY, TaK i
OiaCTOJIIYHUU apTepialbHUM TUCK 3aJIeKHO Bifl MacHu Tija. AK Ipu HU3BKUX, TakK 1 Ipu
BUCOKMX [03aX OJIMecapTaHy MeOOKCOMIiJl 3HaYHO 3HUKYBaB CUCTOJIIYHUU
apTepiaJbHUM TUCK - BIAIOBIAHO Ha 6,6 Ta 11,9 MM pT. CT. (Bif IOYaTKOBOTO PiBHS).
HaHuu epeKT CIIocTepiraBcsa TakKoXK Iig yac a3u BiAMiHH, ITiJ] Yac SIKOl SIK CepemHin
CUCTOJIIYHHUH, TaK 1 AiaCTONIIYHUYN apTepialbHUN TUCK JEMOHCTPYBaJIi CTAaTUCTUYHO
3HAYyIlle BiJHOBJIEHHS CUMIITOMIB y T'PYIIi mianebo0 MOPiBHAHO 3 TPYNIOI0, 110
OTpUMYyBaJjia OJIMecapTaHy MefgoKCOMin. Y mefiaTpu4HOl MOMYJIAIlil JIiIKyBaHHSA OyI10
e(eKTUBHUM SK IIPU IEPBUHHIM, TaK i IpKU BTOPUHHIN apTepianbHii rinepteHsil. Tak
caMo SIK i y JOpPOCIUX Ialli€HTiB, apTepialbHUM THUCK Yy OiTel HETPOIOHOI pacu
3HHZKYBaBCS MEHIIOI MIporo. 3 JIiTepaTypHUX OaHUX BiOMO, 110 Y OOCHiaXKeHHi 59
nalieHTiB BiKoM Bif 1 70 5 pOKiB i3 Maco1o Tijla = 5 KIr' y BiAKpUTiU da3i JOCITiaKeHHSA
orpumyBanu 0,3 MI/KI oJiMecapTaHy MeJOKCOMiNly OOuWH pa3 Ha o0y mpoTarom 3
THU2KHIB, a ITOTIiM - y IOABiMHIN cJTimmi# ¢a3i gocmimkeHHs - Oyau paHOIOMi30BaHi y
TPyIH, 1110 OTPUMYBaix abo oiMecapTaHy MegoKcoMisn, abo mnare6o. Yepe3 2 TUXKHI
IicyIs BiOMIHU CepefHil CUCTOJIIYHUM/OIaCTOIIYHUY apTepiaJlbHUN TUCK Y HUXKHIN
TOulli OyB Ha 3/3 MM PT. CT. HUXK4Ye Yy TPYIIi, III0 OTPUMYyBaJia 3rifHO paHaoMi3alii
oJIMecapTaHy MeOKCOMIJI; faHa Pi3HULA YV IIOKa3HUKaX apTepiaJIbHOTr0 TUCKY He
sIBJISAJIaCs CTaTUCTUYHO 3HauyLow (95 % I Big -2 go 7/Big -1 mo 7).

IHmIa indopmMaris

3 nmiTepaTypHUX JaHUX BiOMO, 110 OBa BEJIMKUX PaHOOMi30BaHUX KOHTPOJIbOBAHUX
nocnigxkeHHs - gocnimkeHHs ONTARGET (rno6asnbHe OOCITigXKEeHHS KiHIIeBOI TOYKHU
IIpHU OKPEMOMY 3aCTOCYBaHHI TeIMicapTaHy i IpU UOT0 3aCTOCYBaHHI y MOEOHAaHHI 3
paminpunom) i gocaigkeHHst VA NEPHRON-D (mocnigzkeHHs 11010 HedpoIaTii npu
IIyKpOBOMY fia0eTi, 110 mpoBogunocs MiHicTepcTBoM y cipaBax BeTepaHis CIIIA),
BUBYAJIM 3aCTOCYBaHHS CIIONy4YeHHs iHribiTopiB AIT® 3 BPA II.

HocmigxxenHass ONTARGET 3firicHIOBasIOCs 3 3ajly4eHHSAM IIalliEHTIB 3 iCTOPi€I0
CepleBo-CyoIUHHUX ab0 11epeOpoBaCcKyIsIPHUX 3aXBOPIOBaHb, abo IIyKpoBoro miabeTty 11
TUITY 3 O3HAaKaMU PO3BUTKY ycKiagHeHsb. [locrmigxenus VA NEPHRON-D
3MiMCHIOBAJIOCSA 3 3aJIy4YeHHSIM MalliEHTIiB 3 IyKpPoBUM Oiabetom II Tumy i giabeTH9HOIO



He@dpomarTi€ro.

LIi mocnigzkeHHs ITOKa3aJsiy, 1110 IOPIBHAHO 3 MOHOTEPAIIi€0 3aCTOCYBaHHS
KOoMOiHOBaHOI Teparlii He IPKU3BEJIO 40 OTPUMAaHHS 3HAUYIIIOT0 KOPUCHOTO e(PEeKTy
IIIOJ0 HACIIIKIB i JIeTalbHOCTI 3 MPUYMHU HUPKOBUX Ta/ab0 ceplieBO-CyAUuHHUX
3aXBOPIOBaHb, ajie CIPUYUHUIIO HiIBUIIEHHS PU3UKY TinepKasieMil, TOCTPOro
TTOIIKOAXKEHHSI HUPOK Ta/abo rimoreHsii. BpaxoByiouu nmodioHi hapMakogvHaMiuHi
BiacTUBOCTI iHri6iTOpiB AII® i BPA II, oTpuMaHi BUCHOBKM € CIIPABEAJIUBUMU i OJIS
IHITMX ITPEeICTaBHUKIB IIMX KaTeropii JiKapchbKux 3aco6iB. TakKuM YMHOM, ITalliEeHTaM 3
miabeTruyHOIO HedpoIaTielo He MOXXKHa 3aCTOCOByBaTHu pa3oM iHribiTopu AII® i BPA II.

Hocnigxxenus ALTITUDE (gmocnimzkeHHs anicKipeHy npu miaberti II Tumy i3
3aCTOCYBaHHSM KiHIIEBUX TOYOK, OB’ I3aHUX i3 CEPIEBO-CYIUHHUMU i HUPKOBUMH
3aXBOPIOBaHHsSIMM) OyJI0 MPHUCBIYEHO BUBYEHHIO KOPUCTI BiJl momaBaHHS ajliCKipeHYy [0
cTaHOapTHOI Teparii iuridiTopamu AITI® a6o BPA II npu nikyBaHHIi nali€eHTiB 3
IIyKpoBuM miabetom II Tumy i XpoHi4YHOIO0 XBOP0O0O0I0 HUPOK, CEPIIEBO-CYOIUHHUM
3axXBOpIOBaHHSM, abo 3 o00Ma TaKuMM ImaTonorisMu. Lle gocrigxkeHHs 0ysio0 IIBUOKO
MMPUIINHEHO Yy 3B’I3KY 3i 3pOCTaHHSIM PU3UKY BUHUKHEHHS HeOaKaHUX

edekTiB. [TopiBHSIHO 3 rpynolo I1amnebo, y malieHTiB IPyny alicKipeHy JleTalbHUN
HaCJIiIOK 3 IPUYHUHU CEPLEBO-CYyONHHNX 3aXBOPIOBaHb Ta iHCYJIbTY Y YHMCEIBHOMY
BimHOIIIeHHI OyJia 4acTiloro, a BinmoBigHi HeOaxkaHi edekTH i cepiio3Hi HeOaxkaHi
edeKkTHu (rineprasniemis, rinoTeH3isa i mopyueHH QyHKIIl HUPOK) PEECTPYBAIUCS
YacTillle TAaKOXK Y Malli€HTIB IPYIIX ajliCKipeHy.

dapmakokKiHemuka.

BCMOKTYBaHHS Ta PO3MOIi.

OnMecapTaHy MEeOOKCOMLI - I1e IIPOJIiKU. BiH MIBUKO IIE€PETBOPIOETHCA Y
dbapmakomoriuHo aKTUBHUM MeTabOJIIT oJIMecapTaH IIif i€l ecTepas y CIM30BiH
00O0IOHIII KUIIIEYHUKY i B ITOPTaJIbHiM KPOBI ITim yac abcopOiiii 3 TpaBHOTO TPAKTY.

Y ma3Mi KpoBl 4¥ y IPOAYyKTaxX BUOIJIEHHS OJIMecapTaHy MegOKCOMIJ, 110 He
po3nascs, abo He3MiHeHUY OOKOBUM JIaHILIIOT MEIOKCOMIJIbHOI TPy HE BUSBIISIIIUCS.
CepenHe abCcoIOTHE 3HAaYEHHS 0i0OOCTYITHOCTI oJIMecapTaHy 3 TabjeToBaHOl
JIIKapChKOl (pOpMHU CTaHOBUTH 25,6 %.

CepenHe MakKCUMallbHE 3HAYEHHS (Cmax) oJIMecapTaHy y Ijia3Mi KpOBi HOCATaEThHCSA
MpuOIN3HO Yyepes 2 TOOWHMU ITiC/Is TepopalbHOro IIPUNOMY oJiMecapTaHy
MeIOOKCOMiNy, a KOHIIeHTpallisg Moro y Ijia3Mi 30iIbIIyeThCS Malke JTiHIWNHO 31
30iNTBIIIEHHSIM OJHOPA30BOI IepopaabHOl mo3u mo 80 Mr.

[>ka mpakTUuHO He BINIMBa€ Ha 6i0MOCTYIHICTH OIMecapTaHy, TOMY OJIMecapTaHy
MEeIOKCOMIiI MO2KHa 3aCTOCOBYBaTH He3aJIeKHO Bil IIPUHAOMY 1XKi.



Y dapMakokiHeTHIII OIMecapTaHy He CIIOCTEpPIiraaocs KOOHO1 KITIHIYHO 3HAYyHIIo1
Pi3HUIIL 3a CTATTIO.

3B’s13yBaHHS OJIMecapTaHy MeJoKCcoMiny 3 OijlkaMu myia3Mu KpoBi € 3Ha4HUM (99,7 %),
asie TIOTEeHIlias AJig KJIiHIYHO 3HAUYIIOT0 3CYBY BEIUYMHU 3B’ I3yBaHHSA 3 OilKaMu
KPOBIi Ipu B3a€eMOil oJiMecapTaHy 3 iHIIUMU OOHOYACHO 3aCTOCOBAHUMU JIIKapChbKUMU
3aco0aMu 3 BUCOKUM CTyIleHeM 3B’sI3yBaHHS 3 OiTKaMu € HU3bKUM (III0
OigTBePAXKYETHCA (haKTOM BilCYyTHOCTI KITIHIYHO 3HAYYII0l B3aEMOil MixK
oJIMecapTaHy MeJOKCOMinoM i BapdapuHOoM). 3B’sI3yBaHHS OJIMecapTaHy 3 KIiTUHaMU
KpOBi € He3HayHUM. CepenHiii 00’eM PO3MOLIITY MiCJIs BHYTPIIIHHOBEHHOTO BBEIEHHS €
ManuM (16-29 ).

MeTabo0J1i3M 1 BUBEOEHH.

3aranbHUM I1JITA3MOBUM KJIipeHC, K mpaBuio, ctaHoBuB 1,3 n/rom (KB, 19 %), i 6yB
BiITHOCHO ITOBiJIbLHUM IOPiBHSITHO 3 KPoB0o0oOiroM y nmeuiuili (mpubmusuo 90 n/rom). ITicns
BBEIEHHS OJHOPAa30BOl IepopailbHOl JO3U OJIMecapTaHy MeJdOKCOMIiTy, IOMi4eHOro
i30TOIIOM 14C, 10-16 % BBemeHOl pafioaKTUBHOCTI BUBOUJIOCS i3 cedelo (mepeBaxkKHa
KiNTBbKICTh - ITPOTATOM 24 TOOWH MiCJIg BBEOEeHHS J03M), a 3aJIMIIOK PagioaKTUBHOCTI
BHUBOAUBCSA 3 peKanmisiMu. Ciupaiodrch Ha TOKa3HUK CUCTEMHOI JOCTYIIHOCTI (25,6 %),
MO2KHa ITimpaxyBaTH, 10 abcopOoBaHUI OJIMecapTaH BUBOOUTHCS SIK HUPKaAMU
(mpubnu3Ho 40 %), Tak i yepe3 MediHKy Ta KOBUOBUBiOHI muissxu (mpubnu3ro 60 %).
Bcsa BuBegeHa pafioakTUBHICTE OyJia BU3HaYeHa K ojlMecapTaH. 2KOgHOr O iHIIIOTo
3HAYyIIOT0 MeTaboJIiTy BUsBIEeHO He Oyno. KUIIIKOBO-TIeYiHKOBaA PELUPKY SIS
oJIMecapTaHy € MiHiManbHOIO. OCKIJIBKM 3Ha4YHa YacTKa OJIMecapTaHy BUBOOUTHCS
yepe3 XKOBYOBUBIIHI IIISIXH, 3aCTOCYBAaHHS ITpeIapaTy ImallieHTaM 3 00CTPYKIIi€I0
2KOBYOBUBIOHUX LIISIXiB € MPOTUIIOKA3aHUM (OUB. po3min «[IpoTunoka3aHHSI»).

KiniieBui nepion HalliBBUBEOEHHS OJIMecapTaHy 3HaXO0OuBCs y Aianma3oHi Big 10 go 15
TOOUH MicJig 6araTopa30BOro IMepopaabHOro 3acTocyBaHHsA. CTabinbHUM CTaH
OOCSTaBCs IIiCIIA IPUNOMY IIEePIINX KiJIBKOX J03 IpenapaTy, IPUYOMY IIOOAJIbIIOTr0
MOro HaKOIIMYEeHHS He crocTepiramocs yepe3 14 OHiIB TOBTOPHOTO IPUNOMY.
HupkoBuii kiipesc cranoBuB nmputnu3nao 0,5-0,7 n/ron i OyB He3aneKHUM Bill JO3MU.

dapMakKOKiHEeTHKa B 0COOJIMBUX I'Pynax Halli€eHTiB.

ITediampuyHa nonyaauisa

dapMakKOKiHETUKY OJIMecapTaHy OOCJIiAXKyBaJlu y IIallieHTiB 3 apTeplabHO0
rinmepreHsielo BikoM Big 1 mo 16 pokiB. KiipeHc onMecapTaHy y JaHUX IallieHTiB OyB
CXOJKUM Ha KJIipeHC AOPOCJIMX IallieHTiB 3 IOIIPaBKOIO Ha Macy Tina.

BigcyTHs hapMakoOKiHeTHYHA iHpopMalisa O giTel 3 HUPKOBOIO HEOOCTaTHICTIO.



Ocobu nimHvo20 8ikKy (8i0 65 pokis)

Y manieHTiB 3 apTepiajlbHOIO TiNlepPTEeH3i€0 BeJInUYrHa IIJIOMIi Hif KPUBOIO
«KOHIeHTpanis-yac» (AUC) y ctabinbHOMY CTaHi 30inblryBanacsa npubiausso Ha 35 %
y MallieHTIiB IiTHHOTO BiKYy (BikoM 65-75 pokiB) i mpubnu3Ho Ha 44 % y mallieHTiB BiKOM
Bi 75 POKiB MOPiIBHAHO 3 I'PYIIOI0 MOJIOAIIOTO BiKy. Lle mjoHarMeHIIle 4aCTKOBO MOXKe
OyTu IIOB’sI3aHO i3 cepegHiM 3HUKEHHSAM (QYHKII1 HUPOK Yy Ii¥ rpyIri nalieHTiB.

IMopyweHHAa pYyHKUIT HUPOK

Y nanieHTiB 3 TeTKUMH, ITIOMipHUMHU a00 TAXKKUMU NOPYIIEeHHAMU (QYHKIII HUPOK
noka3Huku AUC y cTtabinbHOMY CTaHi 30inbmuIncs BignoBigHo Ha 62 %, 82 % i 179 %
IIOPiBHSHO 3 TaKMMU MOKA3HUKaMU y 300POBUX HOOPOBOJILIIB I'PYIN KOHTPOJIIO (OUB.
po3min «Coocib 3acTocyBaHHS Ta H03u» i «OCOOIUBOCTI 3aCTOCYBaHHS»).

IMopyweHHsA ¢pyHKUIl neviHKu

[Ticnss omHOPa30BOro IIEepPOpPaIbHOIO 3aCTOCyBaHHS NoKa3HUKU AUC onMecapTaHy y
MalieHTiB 3 TIerkuM abo MoOMipHUM IOpPYyIIeHHSM QYHKIII nediHKy Oy/Iu BiImoBigHO Ha
6 % 1 65 % BUILIUMM, HIXK TaKi IOKAa3HUKHU y 30OPOBUX IaLlleHTIB. Yepes 2 rooguHU
ITicJIg IPUKMOMY Ipernapary y 3TOPOBUX HOOPOBOJIBLIIIB i IMAIiEHTIB 3 IETKUM Ta
MIOMIipHUM NOpPyLIeHHAM (QYHKIIil ITeYiHKU He3B si3aHa YaCcTKa OJIMecapTaHy CTaHOBHUIIA
BigmosigHO 0,26 %, 0,34 % i 0,41 %. ITicisg IOBTOPHOIO IIPUMOMY Y MHAlli€HTIB 3
IIOMipHUM HOpPYyIIeHHIM QYHKIII mevinku cepenHiit moka3Huk AUC onMmecapTaHy OyB
Ha 65 % OinbIINM, HiXK y 300pOBUX TO0OPOBOILIIB. CepenHi MOKa3HUKHU Cmax
oJiMecapTaHy Oynu MOAiOHMMMU y IMAIliEHTIB 3 TOPYIIeHHSIM (QYHKIIiI Te4YiHKY Ta y
3M0poBUX AOOPOBOIBIIB. OIiHKY 3aCTOCYBaHHS OIMecapTaHy MeJOKCOMINTy IalliEeHTaM
3 TSIKKUMU MMOPYIIeHHIMU GYHKIII NediHKKM He TpoBonuau (OuB. po3min «Crocid

3aCTOCYBaHHS Ta mo3u» i «OCOOIUBOCTI 3aCTOCYBAHHSI»).
B3aemo0is 3 iHWumMu AiKapcvKumu 3acobamu.
KoneceBenam (pedoBuHA, II0 3B'I3y€ KOBYHI KUCJIOTH)

OpHo4yacHe 3acTocyBaHHSA 40 MI oiMecapTaHy MegokcoMiny i 3750 Mr KojleceBenaMy
TiApOXJIOPUAY IIPU3BEJIO A0 3HUXKEHHS CmaX (MakcUMaJIbHOI KOHIIEHTpallil)
oniMecapTaHy Ha 28 % i mo 3meHIIeHHAa nToKa3HuKa AUC onMecapTaHy Ha 39 %.
Cnabmuii edeKT (3MEeHIIIeHHS TOKa3HUKIB Cmax iAUCHa4 %il5 % BignoBigHO)
CIIOCTEePIraBCs IPU 3aCTOCYBaHHI oJiIMecapTaHy MeJOKCOMIiy 3a 4 TOOUHU Iepen
3aCTOCYBaHHSAM KOJieceBejlaMy TiIpOoXJIopHumay.

Ilepion HammiBBUBEOEHHS OJIMecapTaHy 3MeHITyBaBCcsa Ha 50-52 % He3asiexkHO Bif TOTO,
SIKUM YMHOM MOT0 3aCTOCOBYBaJIM - OMHOYACHO 3 KOJIeCeBelaMy TiipoxIopuaoM abo
3a 4 TOOWHU A0 3aCTOCYBaHHS IIOTO Ipemnaparty (AuB. po3nin «Blaemopis 3 iHIIMMU



JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).
ITokiHiuHI OaHi 3 6be3neku

3 niTepaTypHUX OJaHUX BiIOMO, 110 Y OOCITIAKEHHSAX XPOHIYHOl TOKCUYHOCTI Ha IIypax
Ta cobakax epeKTHu ojiMecapTaHy MegOKCOMiny OyiIu CX0Xi 3 iHIIMMHU aHTaroHicTaMu
peuenTopa AT1 i iHridiTopamu AIT®: migBUIlleHHS KOHIIEHTpPallil CEHOBUHU B KPOBi
(a30T ce4yOBUHU KPOBi) i KpeaTuHiHy (BHACTIAOK (PyHKIIIOHATPHUX 3MiH y HUPKaX,
CIPUYNHEHUX OJIOKYBaHHSM PELEeNTOPiB ATl)' 3MEHIIIeHHsI MaCu Ceplisi, 3HUXKEHHS
IMOKA3HUKIB €ePUTPOIUTIB (KOHIIEHTpPAIlil epUTPOIIUTIB, TeMOTrI00iHy, TeMaTOKPUTY),
ricTonoriuHi 03HaKu ypaxkKeHHS HUPOK (ocepenKku pereHepallil HUPKOBOTO eImiTesniio,
IIOTOBIIIeHHS 0a3ambHOl MeMOpaHH, PO3MINPEHHS HUPKOBUX KaHAJIbIIIB).

IlaHi HebaxaHi epeKTH, COPpUYMHEH] (papMaKOIOTiYHOIO [Ai€l0 OIMecapTaHy
MeOOKCOMIiNy, BUHHAKAJIA TaKOXK Yy OOK/IIHIYHUX OOCHIIXKEHHAX 3 IHIIUMU
aHTaroHiCcTaMu pelelnTopa AT1 Ta iHriditopamu AII® i MOXKyTh OyTH 3MEHIIIEHI
IIJIAXOM OLHOYAaCHOI'0 BHYTPIIIHLOTO 3aCTOCYBaHHS HATPIIO XJIOPUAY.

B 060x BuMiB TBapuH CIOCTEpiraau ONigBUINIEHY aKTUBHICTh PEHiHY Y IJla3Mi KpPOBi Ta
rinmepTpodgiro/rinepnnasito IKCcTar1oMepyasipHUX KIiTUH HUPOK. Lli 3miHu, sKi €
TUTIOBUM edeKToM Kiacy iHribiTopiB AII® Ta iHIIMX aHTATrOHICTIB pelenTopa ATl'
CX0XKe, He MalOTh KJIiHiYHOl 3HAaUyIOCTi.

[Tomi6HO moO iHIIMX aHTATOHICTIB pellenTopa ATl' oJIMecapTaHy MeOOKCOMIJ IigBUIIYE
4acTOTy XPOMOCOMHHUX PO3PUBIB y KyIbTYpPi KIiTHH in vitro. OgHak nonioHi epekTu He
OyJiu BiITBOPEHi B AeKiTbKOX AOCIiIXKEHHSIX in Vivo, Je oIMecapTaHy MeJIOKCOMiT
3aCTOCOBYBaJ/Id BHYTPIIIHLO y Ay2Ke BUCOKUX A03ax, 1o 2000 mr/kr. YV ninomy nmasi
BCeOIYHOTO OOCITiAKEHHS Ha TeHOTOKCUYHOCTh CBiM4YaTh PO Te, 110 TeHOTOKCUYHA [ist
oJIMecapTaHYy IIpU KJIIHIYHOMY 3aCTOCyBaHHI MaJIOMMOBIpHa.

Bimomo, 1110 KaHIIEpOreHHUX e(PEeKTiB oOIMecapTaHy Y ABOPiYHOMY AOCIIiAXKEeHHi Ha
[ypax i ABOX LIECTUMICAYHUX OOCIIIXKEHHAX Ha TPaHCT€HHUX MUIIIaX He
criocTepiranu. Y OOCIiOXKeHHSIX PENPOOYKTUBHOI TOKCUYHOCTI Ha IIlypax OJIMecapTaHy
MeIOOKCOMiNI He BIJIMBaB Ha (PePTUIBHICTD i He YUHUB TepaTOTeHHOol Ail. AK iy
BUIIQJKY 3 iHIIMMM aHTAaroHiCTaMH peleNTopPiB aHTrioTeH3uny II, micisa ekcno3uiril
oJIMecapTaHy MeOOKCOMily BUXKMBAHHS IIOTOMCTBa OyJla 3HMXKEHa, a Y CaMOK, SIKi
OTPUMYBaJIU IpemnapaT Ha Mi3HiX TepMiHax BariTHOCTI i mif Yac nakKTaiiil,
Bil3HaAuasacs OujaTallisd HUPKOBUX MUCOK. fK i iHIIi rimoTeH3uBHI 3aco0u,
oJiMecapTaHy MegoOKCOMisl OyB OijibIll TOKCUYHUM OJISI BaTriTHUX KPOJIiB, HiXK OJId
BariTHUX HOIypiB, IPOTe He YMHUB IPHU LHOMY (PETOTOKCUYHOI Ail.

IToka3aHHA



JIikyBaHHS eCeHIIiaJIbHOl apTepiaibHOI TinepTeH3il y JOPOCIUX Malli€HTiB.

JIikyBaHHS apTepiajbHOI rinepTeH3il y AiTeu Ta OiOJIiTKiB BikoM Big 6 mo 18 pokis.
IIporunnoka3aHHs

e [TigBHUINlEeHA YYTIUBICTH [0 [OiI040l pe94OBUHU ab0 IO OJHOTO 3 KOMIIOHEHTIB
JIiKapchbKOTro 3aco0y (ouB. «Ckmam»).

e BariTHi abo XkiHKHU, SIKi NJIaHyOTh 3aBariTHiTH (OuB. «OCcoOIUBOCTI
3aCTOCyBaHHSI», «3aCTOCyBaHHS Y Iepiof BariTHOCTI abo romyBaHHS I'PYOOI0»).

e OOCTPYKIlig )KOBUOBUBIMHUX HINAXIB (AUB. «PapMaKOKiHETUKA).

OpHO4YacHe 3aCTOCyYBaHHS OJIMecapTaHy MeOOKCOMIiy 3 IpernapaTaMu, 1[0 MICTATH
aJIicKipeH, IpPOTUIIOKa3aHe IalliEHTaM, XBOPHUM Ha IIYKPOBUM miabeT Ta HUPKOBY
HeIOOCTaTHICTDb (IMBUOKICTL KITy00o4KoBOi ¢inbrpairii (IIIK®) < 60 mn/xB/1,73 M2) (muB.
«B3aeMopmist 3 iHmIMMU JTiKapChKUMHU 3acoO0aMM Ta iHIITL BUAW B3aEMOIIN»,
«®apMaKoOuHaMiKa»).

B3aemMogisi 3 iHIIMMH JTIiKapChbKHMH 3ac00aMHu Ta iHIII BHIH B3a€MoOil

ist iHIMMX TiKapChKUX 3aC00iB Ha 0JIMecapTaHy MeqOKCOMIJI.

IHwi npenapamu 3 2inomeH3uB8HOW Oi€0

lNnoTen3uBHUM ePeKT oJiMecapTaHy MeJIOKCOMily MoxKe OyTu 30iNblIeHuN Ipu
OJHOYACHOMY 3aCTOCYBaHHI 3 IHIIIMMHU IiIOTEH3UBHUMMU IIpernapaTaMu.

IH2i6imopu ATI®, 6 10kamopu peuenmopie aHziomeH3uHy II abo anickipeH

IMonBitiHa 6JI0Kafa peHiH-aHTiOTeH3UH-aIbaoCcTepPoHoBOiI cucteMu (PAAC) 3a
OOIIOMOT0I0 KOMOIHOBAHOI'O 3aCTOCYBaHHS iHTi0iTopiB AITI®, 6110KaTOPiB pElenTopiB
aHrioten3uny II abo asnickipeHy moB’s13aHa 3 OiIbIlI BUCOKOIO YaCTOTOIO IMTOOIYHUX
edekTiB, TaKuX SIK apTepianbHa riloTeH3is, rinepKalieMisa i 3HUXKeHHST QyHKITII HUPOK
(y TOMy 4HCIIi TOCTpa HUPKOBa HEOOCTAaTHICTh) IIOPiBHSIHO 3 OKPEMUM 3aCTOCYBaHHSAM
npemnaparis, 1o gitoTh Ha PAAC (guB. «IIpoTunoka3aHHs», «OCcoOIUBOCTI
3acToCcyBaHHsA», «®apMakoguHaMikKa»).

IIpenapamu Kaaito ma Kaaitizbepizaaroui 0iypemuuHi 3acobu

IIpu ogHOYacHOMY 3aCTOCYBaHHI IIpenapariB, 110 OiI0Th Ha PEHIH-aHTIOTEeH3UH-
aJIbIOCTEPOHOBY CUCTEMY 3 KaJili30epiralounMu OiypeTUYHUMU 3acobamu,
nmpernapaTaMu Kajlito, 3aMiHHMKAMM COJIi, II10 MiCTSATH KaJiii, abo iHmuMu
IpenapaTaMu, 110 MOXKYTh IiABUIIyBaTU PiBeHb KaJlilo (HallpukKiak, rellapruHoM),
MOZKJIMBe MigBUIIEHHS KOHIIEHTpallil Kalilo Yy CUpOBaTIli KPOBi, TOMY TaKe OJHOYaCHe



3aCTOCYBaHHS He PeKOMeHOYeThCs (OuB. « OCOOIHUBOCTI 3aCTOCYBaHHS»).
HecmepoidHi npomu3anaavHi npenapamu (HII3I1)

HII3II, y Tomy 4ucCi aljeTuiacaIiuaoBa KUCIOTa B 4031 Oinbire 3 T Ha 700y, a TaKOXK
inridiTopu LIOI'-2 Ta aHTaroHiCTU pelenTopiB aHTi0oTeH3UHY Il MOXYTh misiTH
CUHEPriuyHO, 3MEHIIYyI04YX KIIy0O4YKOBY (inbTpamnito. OmHoYacHe 3aCTOCYBaHHS LUX
ImpelaparTiB OB sI3aHO 3 PU3KUKOM I'OCTPO1 HUPKOBOI HEJOCTATHOCTI. Y TaKKUX BUIIaAKaX
Tpeba KOHTPOJIIOBATH QYHKIII0O HUPOK Ha IIOYaTKY JIIKyBaHHS Ta OCTATHE
HaOXOOKEeHHS PiOVHYU B OpPraHi3M MHalli€HTa.

Kpim gworo, HII3II npu ogHOYaCHOMY 3aCTOCYBaHHI MOXKYTh 3MEHIIyBaTU
QHTUTINIEePTEH3UBHY [Ii10 aHTAroHICTIB pelenTopiB aHrioreH3uny Il i nmpussogutu 0o
3HUKEHHS 1X e(peKTUBHOCTI.

CGKZBQCTTIDCIHTTI JHCOBYHUX KUC/1I0M KoJ/iecegsesndm

OpgHOoYacHe 3aCTOCYBaHHS CEKBECTPaHTY XKOBUHHUX KUCJIOT KOJieCceBejlaMy
Trigpoxjopuay 3HUXKY€E CUCTEMHUU BIIJIMB Ha MiKOBiI KOHIIEHTpallil OJIMecapTaHy y
IJ1a3Mi KPOBi Ta CKOPOYYE IIepiof MoTro HaliBBUBEOEeHHSA. 3aCTOCYBaHHS OJIMeCapTaHy
MEOOKCOMIiNy IIOHaUMeHIlIe 3a 4 TOOVWHU OO0 IPUKUOMY KoJjieceBejlaMy TigpOXJIIOpUny
3MEHIIIyE 1X B3aEMOMi0. TOMy CJIiil 3aCTOCOBYBaTH OJIMecapTaHy MeOOKCOMIiTy
IIOHaMMeHIIe 3a 4 TOOWHY 00 IPUKUOMY KoJieceBejlaMy TigpoxXJIopuny (ous.
«PapMaKOKiHETHKA»).

IHwi npenapamu

[TomiueHO TTOMipHE 3HUXKEHHS 0i0JOCTYITHOCTi 0JIMecapTaHy MeOOKCOMIiNy micis
JIIKyBaHHS aHTallugaMu (MarHir-aatoMiHito rigpokcun). OgHo4YacHe 3aCTOCYBaHHSA 3
BapdapuHOM Ta OUTOKCHMHOM He BIJINBA€E Ha PapMaKOKiHETHUKY OJIMecCapTaHy
MeOOKCOMIyY.

I[Iist omMecapTaHy MeJOKCOMIiTy Ha iHIIi JIIKapCchKi 3aco0u.

ITpenapamu aimito

[Tpu ogHOYaCHOMY 3acCTOCyBaHHI MiTito 3 iHribiTOpaMu
aHTiI0TEH3UHIIEPETBOPIOBAJILHOTO (DEPMEHTY Ta 3 aHTaroHiCTaMu pPeLenTopPiB
aurioren3uny II cmocTepiranocs o60poTHe MiOBUILIEHHS KOHIIEHTpPAIIil TiTiio B
CUPOBAaTIIi KPOBi Ta MiABUIIIEHHSA TOKCUYHOCTI MOT0 IIpernapaTiB, TOMy TaKa KOMOiHallis
He peKoMeHAYEThCs (nuB. «OcoOIMBOCTI 3aCTOCYBaHHS»). fAKIIO TaKe OJHOYaCHEe
3aCToCyBaHHS HeoOXifHe, TO TAaKUM IalliEHTaM PEKOMEHOYEThCSA PeTEIbHUN KOHTPOJIb
KOHIIeHTpallil JTiTifo B CUpPOBATIIi KPOBi ITif Yac JIiKyBaHHS.

IHwi npenapamu



He BusBUIN KITiHIYHO 3HAUYIOl B3aEMO/Iil 0JIMecapTaHy MeIOKCOMiny 3 BaphapruHOM,
OUTOKCHUHOM, aHTaluaoM (aJIloMiHilO rigpoKcua/MarHiio rifpoKCcusm),
rigpoxsopoTia3uaoM Ta IIpaBacTaTUHOM. 30KpeMa, OJIMecapTaHy MeJOKCOMIJI CYTTEBO
He BIJIMBaB Ha (papMakoguHaMiKy abo ¢papMaKOKiHETUKY BapdapuHy, abo Ha
(bapMaKoOKiHETUKY OUTOKCUHY.

Takozx He OyJI0 BUSIBIEHO KITIHIiYHO 3HA4yINoi iHTiOyro4oi mii omMecapTaHy
MenoKcoMiny Ha ¢pepmenTtu 1A1/2, 2A6, 2C8/9, 2C19/ 2D6, 2E1, 3A4 Ta HUTOXPOM
P450 y nmroguHM in vitro Ta moMiueHu# MiHiManbHUN a00 HYJILOBUU iHOYKOBAHUU
edekT mopmo mutoxpomy P450 y urypiB. ToMy mocmimkeHb B3aeMofil in vivo 3
BimoMuMu iHribiTOpamMu Ta iHOyKTOpamMu (epMeHTiB imToxpoMy P450 He mpoBOauIn
Ta KJIiHIYHO 3HAYYIIUX B3aEMOMiN MiXK OJIMecapTaHOM Ta IIperapaTaMu, MeTaboii3M
SIKUX 3a0e3IMeYyeThCcs BUIlleBKa3aHUMU hepMeHTaMu 1uToxpoMy P450, He 04iKy€eThCH.

IlediampuyHa nonyaauis

Iocmim»keHHsI B3aEMOIii oiMecapTaHy MeQOKCOMisy 3 iHIMMMU JTiKapChbKUMHU 3acobamMu
ITPOBOAUJIN JIMIIIE 3 YYaCTIO IOPOCIUX IMallieHTiB. HeBimomo, 41 cX0Xi maHi B3aemMomil y
OOPOCIIUX Ta OiTeu.

Oco00/1MBOCTi IIOJ0 3aCTOCYBaHHSA

3mMeHweHHs 06’emMy UUPKYAO0YOI Kpoai

Y nanieHTiB 3i 3MeHIIeHUM 00’€MOM IIMPKYII0I0401 KPOBi Ta/ab0 HU3BKUM PiBHEM
HaTPilo0 y CUPOBAaTIIi KPOBi BHACIIOK iHTEHCUBHOI Teparil AiypeTukaMu, 00MeKeHOT 0
CIIOKMBAHHS COJIi 3 1kKelo, miapel abo 61f0BaHHS MOXK€e PO3BUHYTUCS CUMITOMaTUYHa
apTepianbHa rinmoTeH3iss, 0COOIUBO ITiC/IsT 3aCTOCYBAaHHS MEPIIOi 03U TiKapChKOT0
3aco0y. Taki 3MiHU CIifl yCYHYTH OO IIOYaTKY JIiIKyBaHHS OIMecapTaHy MegOKCOMiIOM.

ITHwi ymosu, no8’si3aHi 31 CMUMYAAUIEND PEHIH-AH2I0MEeH3UH-d1b00CMepPoOHOB801
cucmemu

[ManieHTH, y IKUX CyOUHHUU TOHYC Ta QYHKIIis OiIbIIIOI0 Mipolo 3ajiekaTh Bif
aKTHUBHOCTI pPeHiH-aHTiOTEH3WH-aIbJOCTEPOHOBOI CUCTEMHU, HAITPUKIIA, MAIli€EHTH 3
TSI2KKOIO 3aCTilHOIO CeplieBOI0 HeIOCTaTHICTIO abo 3 IMAaTOJIOTi€I0 HUPOK, ¥ TOMY YMCIIi
31 CTEHO30M HUPKOBOI apTepil, MOXKYTh pearyBaTH Ha iHIIII IpenapaTH, 110 BIJIUBAIOTh
Ha ITI0 CUCTEMY, TOCTPOIO apTepialbHOIO TiIIOTEH3i€I0, a30TEMIi€EI0, ONirypieto abdo, y
PiOKICHMX BUIlIagKaX, TOCTPOI0 HUPKOBOKI HEOOCTATHICTIO. 3aCTOCYBaHHS aHTArOHICTIiB
pelienTopiB aHrioTeH3uHYy Il MoXKe CcympoBOAXKYyBaTUCS MOOIOHUMU epeKTaMMu.

BasopeHasnvHa 2inepmeH3is



3acTocyBaHHJ IIpeliapariBb, 1110 BIJIMBAIOTh Ha PEHIH-aHTIOTEH3UH-aJIbJOCTEPOHOBY
CHUCTeMYy, y HalliEHTiB i3 MBOOIYHUM CTEHO30M HUPKOBOI apTepil EAMHOI HUPKH, 110
(pyHKIIIOHYE, TTIOB'si3aHe 3 PU3UKOM PO3BUTKY TSAXKKOL apTepiaibHOI rilnoTeH3il Ta
HUPKOBOI HETOCTATHOCTI.

INopyweHHsa ¢pyHKUII HUPOK Ma MpaHCcnAaHmMauyia HUpKu

Y nauieHTiB 3 nopyuieHHESAIM (QyHKIIl HUPOK, SKi 3aCTOCOBYIOTh OJIMECApPTaHy
MEeIOKCOMIiJI, pPEKOMEHYETHCS IePiIOANYHO KOHTPOJIIOBATHU KOHIIEHTPAllil0 KaJlito Ta
KpeaTUuHIHY y CUPOBaTIli KPOBi. 3aCTOCYyBaHHs OJIMecapTaHy MeIOKCOMiy He
peKoMeHOBaHe MalliEHTaM i3 TSXKKUM MOPYyILIeHHAM (YHKIII HUPOK (KIipeHC
KpeaTuHiny MmeHiIe 20 mi/xB) (ouB. «Crnocib 3acToCyBaHHS Ta OO3U»,
«®apMaKOKiHeTHKa»). [1OCBiZ 3aCTOCyBaHHSA OJIMecapTaHy MeJOKCOMIiJly mallieHTaM,
sIKi HeJaBHO MMepeHec/IM TPaHCIIJIaHTallilo HUPKHU a0o y MallieHTiB i3 TepMiHaIbHOIO
HUPKOBOIO HEJOCTATHICTIO (KJIipeHC KpeaTUHIHy MeHIIe 12 MJI/XB) BiICyTHIiu.

ITopyweHHA pyHKUIT neviHKu

OnmMmecapTaHy MEeOOKCOMIiI He peKOMEHOOBaHUM AJIsl 3aCTOCYyBaHHSA MallieHTaM i3
TS2KKUM NOPYLIeHHAM (QYHKIII ITeYiHKU Yepe3 BiICYTHICTb JOCBiy MOT0 3aCTOCYBaHHSA
(muB. «Cmoci6 3acTOCyBaHHS Ta MO3W» IIIOI0 AO3yBaHHS IIpelapaTy Ipu JIerKoMy Ta
MMOMIPHOMY IOPYIIIeHHI QyHKIIi1 ITIeYiHKN).

I'inepkaniemin

[TpenapaTy, 110 BOJIMBAIOTh Ha PEHIH-aHTIOTEH3UH-aJIbIOCTEPOHOBY CUCTEMY, MOXYTh
ITPOBOKYBATH TinepKasnieMito. PU3uK il po3BUTKY 30i/IbIIYETHCS Y MAILIEHTIB JTITHHOTO
BiKy 1 MOXKe MaTu JieTaJlbHUU pe3yJibTaT IPU HUPKOBIU HEJOCTATHOCTI Ta IIyKPOBOMY
miabeTi, Ipu CyNIyTHbOMY 3aCTOCYBaHHI iHIIIUX IIperapariB, 10 TPU3BOASTH OO
MIiOBUINIEHHS PiBHS Kajliio Ta/ab0 Npy HasIBHOCTI iHTEPKYPEHTHUX 3aXBOPIOBaHb.

[Tepen nmpru3HaYyeHHSIM CYIIyTHIX IpelaparTis, 110 BIJINBAIOTh Ha PEHIH-aHTIOTEeH3UH-
aJIbIIOCTEPOHOBY CUCTEMY, CJIill PETEIbHO OI[IHUTHU CITiBBiIHOIIIEHHS MOXKJIMBOI KOPUCTI
Ta MOXKJIMBOTO PU3UKY IILOTO JTiKyBaHHS Ta PO3ITISHYTH iHII MOXKJIMBOCTI Teparil
(Takoxk guB. po3min «IloasiiiHa 6/10Kama peHiH-aHTiOTEeH3WH-alIbJOCTEPOHOBOI CUCTEMU
(PAAC)»). [To ocHOBHUX (paKTOPiB PU3UKY TinepKalieMil BITHOCATHCH:

e IIYKpOBUM HiabeT, mopyueHHs QyHKIIil HUPOK, IMallieHTU BikoM Bifg 70 poOKiB;

e KOMOiHaIlig 3 ogHUM abo KilbKOMa mpeliapaTaMH, 110 BIIJINBAlOTh Ha pPeHiH-
aHTi0TEH3UH-aJIbJOCTEPOHOBY CUCTEMY Ta/ab0 3 mpernapaTraMu Kaimito. [Jeski
IIpernapaTy, HaBiTh KJIaCH IIpernapaTiB MOXKYTh CIIPUYUHUTH rillepKalieMito:
3aMiHHUKHU COJIi, KaJliEBMiCHI IIpenapaTy, Kanii30epirawdi giypeTudHi 3acobwy,
inridiTopu AII®, aHTaroHicTu pelenTopiB aHrioTeH3uny I, HecTepoigHi
IIpoTH3analbHi 3acobu, Yy TOMYy YUCIIi celleKTuBHI iHribiTopu LIOI'-2, remapus,



iMyHOMeInrpecanTy, HallPpUKJIa, UKIIOCIIOPUH a00 TaKPOIiMyC, TPUMETOIPUM;

e IHTEPKYPEHTHI 3aXBOPIOBaHHSA Ta CTaHU, Y TOMY YHMCJIl gerigpaTaliis, rocTpa
IeKOMIIeHCallisI ceplieBol OisiIbHOCTI, MeTabomiyHuM aluao3, 30iIbIIeHHS
TS2KKOCTI HUPKOBUX MOPYIIIEHb, paIliTOBe MOPYIIEeHHSA QYHKIII HUPOK, HAlTPUKIIa[,
pHu iHPEeKIIMHUX 3aXBOPIOBAHHSX, JIi3UC KIIiTUH, HAIPUKJIa[, IIPU IOCTPil iemil
KiHIIiBOK, pabmoMmiortisi, mosyiTpaBMax.

Y nanieHTiB i3 TakuMH paKTOpaMu PU3NKY PEKOMEHOYETHCS IIOCTIMHUYN KOHTPOJIb
KOHIIEeHTpallil Kalilo y CUpoBaTIli KpoBi (OuB. «B3aeMofisa 3 iHIINMU JTIKAPCHKUMU
3acobamMu Ta iHIII BUOW B3a€EMOMOIiN»).

IToositliHa 610Kkada peHiH-aH2iomeH3UuH-aaboocmepoHosoi cucmemu (PAAC)

IcHye mokas TOro, 110 OHHOYaCHEe 3aCTOCyBaHHA iHri0iTopiB AIT®, 6510KaTOPiB
petentTopiB aHrioTeH3uHny Il abo amicKipeHy ITiOBUIIYE PU3UK apTepialbHOI TinoTeHa3il,
rinepkajieMil i 3HUKEHHS (PyHKII1 HUPOK (Y TOMYy YUCJIi TOCTPOl HUPKOBO1
HemocTaTHOCTi). Tomy noasitina 61okaga PAAC, mmoB’si3aHa 3 OOHOYAaCHUM
3acTocyBaHHsM iHribiTopiB AIT®, 61moKaTOpiB pelenTopiB anrioreH3uny Il abo
aJlicKipeHy, He peKoMeH0oBaHa (OuB. «B3aeMomisa 3 iHIIUMHU JTiKapChKUMU 3acob0aMu
Ta iHIII BUOY B3aeMofin», «®PapMakKogruHaMiKa»).

Ao Teparmisa noaBitiHOI 6710Kagu BBaXKa€eThCsA abCOIIOTHO HeoOximHo10, 1i crin
MIPOBOOUTH TIiNIbKM ITifl HArasAooM (axiBIs Ta 3a YMOBU PETYIISIPHOTO Ta PETEIBHOT0
MOHITOPUHTY QYHKIIl HUPOK, PiBHS €JI€KTPOJIITiB Ta apTepiaTbHOT O TUCKY.

[uri6iTopu AII® i 6moKaTOopu penenTtopiB aHrioTeH3uHy Il He ciim omMHOYACHO
3aCTOCOBYBATHU MalliEHTaM 3 OiabeTU4YHOI0 HedpolaTi€elo.

ITpenapamu saimito

4K i 3 IHINMMU aHTaroHicTaMU pelenTopiB aHrioTeH3uHy II, omHOYaCcHe 3aCTOCYBaHHSA
JIITiIO 3 OJIMecapTaHy MeJOKCOMiIIOM He PeKOMEeHOYEThCS (OuB. «B3aemMopisa 3 iHITUMU
JIIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3Aa€EMOIiN»).

CmeHo3 ycmsa aopmu abo mimpaavHulli cmeHo3; obcmpykmueHa 2inepmpogiuHa
Kapoiomionamis

OnMecapTaHy MeIOKCOMis 3 06epexKHiCTIO 3aCTOCOBYBATH IalliEHTaM 3i CTEHO30M
YCTSI @OPTH YU MiTpaJbHUM CTEHO30M ab0 3 0OCTPYKTUBHOIO TinepTpodivHoI0
KappnioMioriaTi€ro.

ITepsuHHUU a1600CMEPOHI3M

[TamieHTH 3 IIEPBUHHUM aJIbIOCTEPOHI3ZMOM He pearyiTh Ha aHTUTIIIEePTEH3UBHI
mpemnaparTy, II0 Aif0Th UIJIAXOM iHTiOyBaHHS PEeHiH-aHTiOTEH3MHOBOL CUCTEMU. TaKUM



YUHOM, 3aCTOCYBaHHS OJIMecapTaHy MeOOKCOMIilly He PEKOMEHOYEThCS TaKUM
IIaljieHTaM.

Cnpy-nodibHa eHmeponamis

Y nyXe pigkKicHUX BUIlagKaXx IIOBIOOMJISJIN IIPO TAXKKY XPOHIUHY Aiapero 31 3Ha4YHOI0
BTPaTOIO MacH Tija, 110 PO3BUHY/IACs dyepe3 KijlbKa MicALiB abo POKiB ITiCJis mOo4YaTKy
JIIKyBaHHS y MAIli€HTIB, IKi IpHUiMalIu OJIMecapTaH; IPUYHWHOIO 11 BAHUKHEHHS €,
iMOBipHO, MicIlleBa BimTepMiHOBaHa peakilis rinepuyTianuBoCTi. Pe3ynbTaTu Giomcii
CJIIM30BOl KUIIEYHUKY y TaKUX IMALi€HTIB 4aCTO AEMOHCTPYBaJId aTPO(dit0 KUITKOBUX
BOPCHUHOK. ZKINO HaHi CUMIITOMYU BUHUKHYTH V IAlli€HTa I Yac JIIKyBaHHA
oJIMecapTaHOM i SKIII0 MOXKHa BUKJIIOUXTH iHIITY UMOBIPHY €TiOJIOTii0, Teparlito
oJIMecapTaHOM CJIii HeraHO BiIMIHUTHU Ta He CJIi BiDHOBJIIOBaATU. AKINO Oiapes He
3HUKHE BIIPOMIOBIK OJHOTO TUXKHS MiCJIsA 3aKiHUEHHS IMPUKOMY JIiKapChKOT0 3aco0y,
CJIi 3BEPHYTUCH [0 CHelliajicTa (HallpuKian OO0 raCTPOeHTeposiora).

EmHiyHi 8i0MiHHOCMI

AK 1y BCiX aHTaroHiCTiB pellenTopiB aHrioTeH3UuHy II, aHTUTiITepTEH3UBHUMN €(PEKT
oJiMecapTaHy MeJOKCOMiJly Oelllo MeHIINM y IIpeACTaBHUKIB HErpoigHOI pacH, HiX B
iHIWX MAlieHTIB, MOXKIUBO, Yepe3 OiNbITy MOIMPEHICTh HU3bKOTO PiBHS PEHIHY B il
MOy JIALil.

BaeimHicmb

AHTaronictu aHrioreH3uny Il He ciig po3nmoYUHATHU Y IIEPiof BariTHOCTI. AKIo
ITPOOOBXKEHHS Tepallil aHTaroHictraMmu aHrioTreH3uny Il He BBaKa€eTbCSA HEOOXigHUM,
MIalli€HTOK, SIKi IJIaHYIOTh BariTHICTH, CJIiJ IepeBeCTU Ha aJilbTepHaTUBHI
AHTUTINEePTEeH3UBHi 3ac0o0U, sIKi MalOTh BCTAHOBJIEHUY ITPodink 6e3neKu oiis
3aCTOCYBaHH4 i yac BariTHOCTiL. Koy giarHOCTOBAHO BariTHICTH, JIIKYyBaHHS
aHTaroHicTamMu aHrioTeH3uHy Il ciig HeralHO IPUIIMHUTYH i, AKIIO Lie HeoOXigHO,
po3moYaTH ajJbTEepPHaTUBHY Teparliio (AuB. «IIpoTunoka3daHHsa», «3aCTOCyBaHHSA Y
repiof BariTHOCTI abo rogyBaHHS I'PYOOI0»).

THwe

3HayHe 3HUKEHHS apTepialbHOTO TUCKY Ha TIIi JIIKyBaHHS OyOb-IKUMU
aHTUTINIEPTEH3UBHUMHU 3aco0aMM y IAIliEHTIB 3 ilreMigyHOI0 XBOp0o0OoIo ceplist abo 3
MMOPYIIIEHHSIM MO3KOBOI'O KPOBOOOITy MoxKe MPU3BeCTH A0 iHpapKTy Miokapaa Ta
IHCYJIBTY.

Lle# mikapcbKui 3acib MiCTUTH JIaKTO3y. [TallieHTaM i3 pigKiCHUMM CIIafKOBUMHU
nmpobi1eMaMy HETIEPEeHOCUMOCTI rajakTo3u, medimurom nakTa3u Jlamma abo
HOPYIIEeHHSAM BCMOKTYBaHHS T'JIIOKO3UW-TaJIaKTO3UW He CIIiA IPUUMAaTHU LeH JTiKapChbKUU



3acio.
3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BaeimHicmb

Oncanpec® MMPOTUNIOKAa3aHUM BariTHUM ab0 XKiHKaM, SKi IJIaHyIOTh 3aBariTHiTH. AKIIIO

i Jac JIiKyBaHHS 3aco00M Oncanpec® MiATBEPOXKYETHCA BariTHICTh, MOTO
3aCTOCYBaHHS HEOOXiIHO HETaWHO MPUMIUHUTHU i 3aMiHUTH iHIIUM JTiKapPChKUM
3aco00M, JO3BOJIEHUM [0 3aCTOCyBaHHS BariTHUM. EnmimeMiosioriuHi maHi mpo pu3uk
TEepPaTOTeHHOI' 0 BIIUBY iHTiOiTOpiB AITI® y I TpuMecTpi BariTHOCTiI He TEPEKOHIIUBI;
OOHAaK fAesike 30iNbIlIeHHS PU3UKY He MOKe OyTU BHUKJIIOUeHHUM. X04a He iCHYyE
KOHTPOJILOBAHUX ENifleMiOJIOTIYHUX OaHUX IIPO PU3UK 3aCTOCYBaHHSA aHTaroHiCTIB
peniennTopiB aHrioTeH3uHy I, momgiOHiI pu3UKKU MOXKYTh iCHYBaTH IIPU 3aCTOCyBaHHI
ILOT'0 KJIaCy IpemnapartiB. fAKIo TpuBajla Tepalisd aHTaroHicTaMu pPelenTopiB
aHrioTeH3uHYy Il XKMTTEBO HEOOXiHa, MalliEeHTKaM, SIKi IIJTaHYIOTh 3aBariTHITH,
PEKOMEHYETHCS 3aCTOCOBYBATH iHIIII aHTUTiNIepTEeH3UBHI nperapaTu, 6e3mneKa
3aCTOCYBaHHSA AKUX IIPU BariTHOCTI mnoBenaeHa. [Ipu giarHoCTyBaHHI BariTHOCTI CIIif
HerauHO IMPUIIMHUTHU 3aCTOCYyBaHHS aHTAroHICTIiB pelenTopiB aHrioten3uny Il ta
IIpU3Ha4YUTHU aJibTepHaTUBHE JIikyBaHHd. Y Il Ta III TpuMecCcTpi aHTAaroHiCTU pelenTopis
aHTi0TeH3UuHY Il YMHATH TOKCUYHY Ail0 Ha IJTiA (IpUrHideHHSA (QYHKII1 HUPOK,
OJIirorimpoaMHisi, 3aTpUMKa OocH(iKallil KiCTOK 4epena) Ta HEMOBJISI (HUPKOBa
HeJOCTaTHICTh, apTepiasibHAa IiIOTeH3is, rinepKanieMis) (OuB. po3ain « [ oKITiHigHI
maHi 3 6e3meku» BUIlle). Y BUNAAKY 3aCTOCyBaHHS aHTAroOHICTiB peleInTopiB
anrioten3uny Il y II Tta III TpuMecTpax Tpeba BU3HAUYUTU (QYHKIIIIO HUPOK Ta
ocudikalliro KiCTOK 4yepela y IJIofia 3a JaHUMH yJIbTPa3BYKOBOT'O OOCIIiIKEeHH. 3a
HEMOBJIAITaMHU, MaTepPi IKUX 3aCTOCOBYBAaJId aHTarOHiCTU pelelTOPiB aHTrioTeH3uHy I,
CJIif CIIOCTepiraTy Yepes3 MOKJIUBY apTepiajbHY TillOTEeH3iio (AuB. PO3Aia
«I[TpoTunokasanHsa» Ta «OCoOOIMBOCTI 3aCTOCYyBaHHS»).

I'ooysaHH:A 2py0010

IHoBeneHo, 1110 oJIMecapTaH eKCKPETYETHCSA Y MOJIOKO IIypiB, OMHAK aHaJIOTi4yHi HaHi1
IIOMO JIFOOUHU BincyTHIi. 2KiHKaM, Kl rogyroTh I'PyOai0, He CJIifl 3aCTOCOBYyBaTU
Oncanpec®

JlikapcbKoro 3aco0y Orncamnpec

4yepes BIOCYTHICTh JOCBily UOT0 3aCTOCYBaHHs y 1leU nepion. 3aMiCTh
® MmoxHa 3aCTOCOBYBATH 1HII aHTUTINIEPTEH3UBHI
npenapaTy, 6e3neKa 3aCTOCYBaHHS SIKUX y IIepiof rogyBaHHSA IPyALIO OOBeOeHa,

0COOJIMBO MTPY I'OAyBaHHi HEMOBISIT a00 HEJOHOILIEHUX OiTEM.

30amHicmb 8nausamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
IHWuUMu mMexaHiamamu.



® Mae He3HauHMH aG0 IIOMipHUY BIIJIUB Ha 30aTHICTh KepyBaTu

Omncarmnpec
TPAHCIIOPTHUMH 3acobaMu abo iHIMMMU MexaHi3MaMu. 3alaMOpPOYeHHs abo
HigBUIlleHa BTOMJIIOBAHICTh MOXKYTh 1HOAI BUHMKATH V MAalli€HTIB, K1 IPpUMMalTh

QHTUTINIEPTEH3UBHY Teparlito, 110 MOXKe IIOPYLINTH 30aTHICTh OO0 pearyBaHHA.
Cnocid 3acTocyBaHHs Ta J03H

Ilopocai

[TouaTkoBa mo0OoBa mo3a oJiIMecapTaHy MegoKCcoMiny ctaHoBuTh 10 mMr 1 pa3 Ha

noOy. fAKIio 3MeHIIeHHS apTepialbHOTO TUCKY HEeOCTaTHE, JO3Y CIIim 30ibIIUTH [0
20 mr 1 pa3 Ha goOy. fAKIino € HeoOXigHICTD, HO3Y IIpenapaTy MoxKHa 30inbmuTu mo 40
Mr 1 pa3 Ha o0y (MakcuMasbHa JoOoBa fo03a) abo mopaTy Ao JIiKyBaHHS
rimpoxJjiopoTia3upg.

AHTUTIIEPTEH3UBHUY €(peKT OJIMecapTaHy MeOOKCOMIiJTy CIIOCTEPIraeThCs, SIK
IIPaBUJIO, IPOTATOM 2 THUZXKHIB HiCJIg TOYATKy JIIKyBaHHS, @ MaKCUMaJIbHUU e(PEKT
CIIOCTEpiraeThcs yepe3 8 TUKHIB ITicisa mo4yaTKy Teparrii. Lle cimig MaTu Ha yBasi npu
PO3TJISANi 3MiHM peXXUMY J03yBaHHSA [OJi OyOb-IKOTO HalliEHTa.

IMTauienmu aimHbo20 BIiKY (8i0 65 pokias)

3a3BUual HeMa€ HeOOXiTHOCTi Yy KOPUT'yBaHHi J0O3U IalliEHTaM JIiTHbOTO BiKy (IUB.
PEKOMEeH0BaHi D031 OJIs HalliEHTIB i3 MOPYIIeHHIM (QYHKIII1 HUPOK). [Ipu migBuiieHHi
no00BOl 031 OO MaKCUMalIbHOI, 110 CTaHOBUTH 40 MT, CJIiml peTenbHO KOHTPOJIIOBATH
aprepiaJlbHUU TUCK.

ITauienmu 3 nopyweHHAM YHKUIl HUPOK

MaxkcuMaJsibHa mo06oBa go3a [JIs MalliEHTIB i3 mopymeHHsIM QYHKIII HUPOK JIerKoro abo
MIOMIPHOTO CTYyIIeHS TSAXKKOCTI (KiipeHC KpeaTtuHiny 20-60 mi/xB) cTaHOBUTH 20 MT,
OCKIJILKU [OCBIJ 3aCTOCYBaHHS BUIIUX 003 Yy Lii rpymi BincyTHiIU. OnMecapTaHy
MeIOOKCOMiN He TToOKa3aHUM NP TAXKKOMY ITOPYIIeHHI QyHKIIil HUPOK (KIipeHC
KpeaTuHiHy MeHIe 20 MJI/XB) 4yepe3 He3HaYHUM OOCBiA MOro 3aCTOCYBaHHS TaKUM
namieHTaM (ouB. po3ainu «OcoOIUBOCTI 3acTOCyBaHHA» Ta «PapMaKOKiHETUKA»).

IMopyweHHsA ¢pyHKUIT neviHKu

[Tpu mopymieHHi (PyHKII1 TEYiHKHA JIETKOT0 CTYIIEHS TSIKKOCTi KOPEKIIisa 03U He
notpibHa. [Tpu moMipHOMY CTyIIeHi MOPYyIIEeHHS ITOYaTKOBA [103a OJIMecapTaHy
MeIOoKCOMiny cTaHOBUTH 10 Mr Ha moOy, a MakcuManbHa - 20 mr. [1pu cynmyTHEOMY
Mpu3HadYeHHi MalliEHTaM i3 MopyIIeHHSIM (QyHKITiI Me4iHKY OiypeTUYHUX 3ac0o0iB
Ta/abo iHIINX aHTUTINEePTEeH3UBHUX 3aC00iB HEOOXiTHO PeTenbHO CIIOCTEPIiraTHu 3a
piBHEM apTepiarbHOTO TUCKY Ta QYHKIi€0 HUPOK. OnMecapTaHy MeOOKCOMIiNI He



IMOKa3aHMU IIPU TIKKOMY OPYLIEHH] QYHKIIil Te4YiHKY Yepe3 BiACyTHICTh
OOCTATHLOT'O [MOCBiMY 3acTOoCyBaHHS (OuB. po3minu «OcoOIUBOCTI 3aCTOCYBaHHS» Ta
«@apMaKOKiHeTHKa»). OnMecapTaHy MeJOKCOMIJI He CJIif 3aCTOCOBYBaTHU MHalliEHTaM 3
OOCTPYKIIi€I0 2)KOBYOBUBIAHUX IIISIXiB (AUB. po3min «[IpoTUIIOKa3aHHS»).

ITediampuyHa nonyaauis.
it Ta DigmiTKy BikoM Big 6 o 18 pokis

PekoMmeHpOoBaHa rmoyaTKoOBa A03a OJIMecapTaHy MeJOKCOMIiIy OiTsM BiKoM Big 6 go 18
pokiB ctaHoBuTh 10 Mr 1 pa3 Ha moOy. AKII0 apTepiaTbHUN TUCK HE

3MEHIIYETHCS AOCTAaTHLOIO MipOI0, 403y MOXKHa nimBumuTu no 20 mr 1 pa3 Ha mo0y.
[Tpu HeoOXimHOCTI OiNbIII BUPaXKEeHOT0 3HNU2KEHHS apTepialbHOTO TUCKY OiTSIM 3 Macolo
Tizma = 35 Kr {03y oJiMecapTaHy MeOOKCOMily MOKHa migBuinuTu mo 40 Mr Ha gooy.
Ins miTed 3 Macoro Tina < 35 Kr mo6oBa [03a He MOBUHHA ITepeBUIryBaTtu 20 MT.

Cnocib 3acTOCyBaHHSA

3 MeTOI0 JOTPUMAaHHS pexXUMYy NO3yBaHHS JIiKapChKUl 3acid Oncanpec®

PEKOMEHOYEThCS 3aCTOCOBYBAaTU NPUOIN3HO B OOUH i TOM caMUU 4ac KOXKeH AeHb, 3
kero abo Oe3, HANMpUKIIa/ Mif Yac CHijmaHKy. TabJieTKu CJIif 3anuBaTH OJOCTaTHHOIO
KinbKicTio pimuau (Hampukiam, 1 ckiasHKoIo Boau). TabrneTKy He CIIim po3K0OByBaTH.

Iimu.

3acTocoByBaTH [JIs JIiKyBaHHS apTepiajibHOI rinepTeH3il OiTaM Ta HigjIiTKaM BiKOM Bif
6 mo 18 pokis. be3neka Ta epeKTUBHICTD IOjIsd OiTel BiKOM Bifm 1 go 5 pOKiB Iile He
BCTaHOBJIeHi. HasiBHa Ha maHuM 4Yac iHdpopMallisd HaBemeHa B po3fminax «I1obiuHi
peakiii» Ta «®PapmMakoOuHaMiKa», IpPOTe peKOMeHAalliil 00 HO3yBaHHS CKJIaCTH
HEMOZXKJIUBO. 3aCTOCOBYBATH IIpelapar JiTsSM BiKOM 10 1 poKy He CIIif i3 MipKyBaHb
0e3meKu Ta y 3B’SI3KY 3 BifICYTHICTIO JaHUX.

ITlepeno3yBaHHsA

[ITomo nepeno3yBaHHsA € nulille oOMekeHa iHopMaliisi. IMOBipHimIUM eheKTOM IpHU
mepeno3yBaHHI € apTepiajyibHa IioTeH3isd. Y pa3sl rnepeno3yBaHHA 3a MMallleHTOM CJIIif
YBaXKHO CIIOCTEpIraTv i IpOBOOUTY CUMIITOMATUYHY, HiATPUMYIOYY Tepari.

IHaHUX 1100 MOZKJIMBOCTI BUBEOEHHS OJIMecapTaHy MeOOKCOMINY IIJIIXOM Aiasi3y
HeMae.

ITo0iuni epexTH



[To6GiuHi peaxiiii, 1110 HalYacTillle BUHUKAIOTh Y XOIi JIIKyBaHHS 3aco00M Oncanpec®, -

roJsioBHi 6071 (7,7 %), rpunononioxi cummtomu (4,0 %) i 3amramopouenHs (3,7 %).

Y nname6o KOHTPOJILOBAaHUX MOCIIIIXKEHHSIX MOHOTEpaIlil €MMHOI0 IT00iYHOI0 peakIli€o,
OB’ sI3aHOIO0 3 JIIKyBaHHSAM, Oy/I0 3armaMopodeHHs (4actoTta 2,5 % IIpu 3acTOCyBaHHI
onMecapTaHy MegokcoMiny i 0,9 % y rpymi nnaue6o).

YacToTa BimxuieHb 1ab0paTOPHUX MapaMeTpiB Oyiia TPOXU BUIIOIO TPU 3aCTOCYBaHHI
oJIMecapTaHy MeJOKCOMisy IOpPiBHSAHO 3 IJjalebo: rineprpuriitnepuneMis - 2,0 % nopu
3aCTOCYBaHHI ojiIMecapTaHy MegOKCOMiny mmopiBHSHO 3 1,1 % npu 3acToCyBaHHI
maiebo, migBUIlleHHS PiBHS KpeaTuH ¢ocdokinasu - 1,3 % npu 3acToCcyBaHHI
oJiMecapTaHy MegoKcoMiny nmopiBHsHO 3 0,7 % mpu 3acTocyBaHHI Maiebo.

g knacudikailil BAHUKHEHHS ITO0IYHUX peaklilili BUKOPHUCTOBYBAJIUCS TaKi TEPMiHU:
oyxe 4dacTto (= 1/10); gwacTto (= 1/100, < 1/10); imomi (= 1/1000, < 1/100); pigko (=
1/10000, < 1/1000); opy=xe pionko (< 1/10000); yacTtoTa HeBimoMa (He MoxKe OyTHU
OIliHeHa 3 HasBHUX [XKepe).

CucreMu oprasis

3a Kimacudikaniero MedDRA
[ToGiuHi peaxirii YacToTa

3 OOKy cucTeMHu KpPOBi Ta .

) . TpomOoUTONEHIs HeuacTo

nmiMpaTAYHOl CUCTEMU

3 60Ky iMyHHOI cUCTEMH AnadinakTuyHa peakilis HeuacTo
lNneprpurninepuneMis Yacto
['imepxornecTtepuHeMisa HeuacTto

3 60Ky MeTab0si3My i TpaBJIEHHS
NnepypukeMmisa Yacto
[NnepxkanieMisa Pigko

3 60Ky HEPBOBOI CUCTEMU 3anaMOpoOYeHHS YacTto




TomoBHUM 6intb YacTto
3 60Ky OpraHiB ClIyxy Bepturo Heuacto
CreHOKapmisa HeuacTto
3 60Ky cepis
Taxikapnis Heuacto
3 OOKy CyOouH ApTepianbHa TinoTeH3iq Pigko
BponxiT Yacto
®dapuHrit Yacto
PecnipaTopHi, TopakanbHi i
Me[iaCTUHAaJIbHI IIOPYILIeHH T
Kamrens YacTto
PuniTt Yacto
['acTpoeHTEepUT YacTo
Hiapes YacTto
Bine y KUBOTI Yacto
3 O0KY IITYHKOBO-KHUIITKOBOT'O Hypota Yacto
TPaKTy
IOucnerncis YacTto
BbrnoBaHHA HeuacTto
Cnopy-noni6Ha eHTeporaTis (IuB. Hyxe
«OCco6IMBOCTI 3aCTOCYBaHHS») pigko




3 OOKy IeYiHKU Ta

) _ AyTOIMyHHUU renaTut* Hesigomo

’KOBYOBUBIOTHUX IMIJISIXiB
Ex3aHTema HeuacTto
AnepriyHuy nepMaTuT Heuacto
Kponus’sHka Heuacto

3 OOKY IIKip¥ Ta MiAIKipHUX

Y Bucunauusa Heuacto

TKaHUH
CBepbix HeuacTto
Arnonenis Hesigomo
AHTiOHEBPOTHUYHUYN HAOPSK Pigko
ApTpur Yacto
Bine y criuHi YacTto
Bine y KicTKax YacTto

3 60Ky CKeJieTHO-M’ 130BOi

CUCTEMH i CIIONTYy4YHOl TKaHUHU
Miamnris Heuacto
ApTpainris Heuacto
M’a308Bi cynomMu Pinko
['ematypis Yacto

3 00Ky HMPOK Ta CE4YOBUBIOHUX

LIJISIXiB
[HDeKLisT cCe4OBUBIAHUX IIIISXiB Yacto




['ocTpa HUpPKOBa HeOoCTaTHICTL |Pigko

[TopyuieHHS QYHKITII HUPOK Pigko
binb Yacto
Bine y rpygHin KIIiTIl YacTto
[Tepudepuunuit HabOPSK Yacto
['pumo3Hi cuMIITOMMU Yacto

3arasbHi IOPYILIEeHHS [ligBuIlleHa BTOMJIIOBAHICTh Yacto
HaOpsk obnuyus HeuacTo
ActeHis Heuacto
3aranbHe He3OyKaHHSA HeuacTto
JleTapriyHuy cTaH Pigko
[TimBuIieHHs piBHS PpepMeHTiB nmedinku [HYacTo
[TigBUILIeHHS PIBHS CEYOBUHHU Y KPOBI YacTto

3MiHu 1abopaTOPHUX

nmapameTpis I[TinBuUIleHHS PiBHSA
KpeaTuHPoCcOKiHa3u y KPOBIi Hacro
[TigBuiieHHs piBHA KpeaTHUHIHY Y KpoBi |Pigko

*V nicnsipeecTpaliiHOMY I1epiofAi MOBIAOMIISAIOCS IIPO BUIIaJAKU BUHUKHEHHS
ayTOIMyHHOTO TellaTUTy 3 JJaTEHTHUM II1epPiooM Bif KiJTbKOX MiCSIIiB IO POKiB, 10 Oyiu



000pPOTHUMHU ITiC/ISI BiMiHM 3aCTOCYBaHHS OJIMecapTaHYy.

[ToBimoMiisiyiocst MPO MOOOUHOKI BUIMTAOKKU pabmoMiosi3y, moB’ss3aHi B yaci i3
3acTOCyBaHHSIM 0JIOKATOPiB pelenTopiB aHrioreH3uny II.

ITooamkoea iH(opMauis npo ocobausi epynu nauieHmia
ITediampuyHa nonyaauis

3 nmiTepaTypHUX JaHUX BigOMO, 110 y X0l KIiHIYHUX OOCJIiAXKEeHb 3 y4acCTIO OiTeu Ta
migmiTkiB (361 ocoba) BikoM Bim 1 mo 17 pokiB OyB mpoBemeHU MOHITOPUHT Oe3MneKu
oJIMecapTaHy MefgoKcoMiny. Xo4da XxapaKTep i TAXKKIiCTb ITOOIYHUX SIBUII MOOiOHI MO
TaKMX y JOPOCJINX, ¥ OiTel YacTOoTa HaCTyIHOTO BHUIIA:

e HOCOBi KPOBOTEUi ¥ AiTEM € MOIIMPEHO0I0 Mo6iyHOoI0 peakilieio (= 1/100 go < 1/10),
IIPO SIKi He IOBIOOMIIAJIA Y JOPOCJINX Malli€HTIB;

e IIPOTATOM 3 THXKHIB ITOABIMHO CJIINIOTO OOCJIIAXKEeHHS YaCcTOTa BUHUKHEHHS
3amaMOpPOYEHHS Ta I'OJIOBHOTO 0O0JIIO, 1110 BUHUKIIY IIPHU JIiKyBaHHi, OyJia Malixke B
IBa pa3¥ BUILOK0 Yy OiTeU BiKOM Bif 6 1o 17 pokiB y Irpymi, AKUM 3aCTOCOBYBaJIU
oJIMecapTaHy MeJOKCOMIiI Yy BUCOKHUX J03aX.

3aranoMm nmpodins 6e3meKu oIMecapTalny MeOoOKCOMINYy y IediaTpUYHUX Ialli€HTiB He
Bimpi3HSABCS 3HAYHOIO MipoIo Bifg mpodinio 6e3meKu mOPOoCnX NallieHTiB.

ITauienmu nimHbo20 BIiKY (8i0 65 pokias)

Y mailieHTiB JIITHBOTO BiKYy TiIIOTEH3isT MOXKe CIIOCTepiraTucs Oemio YacTiie (Bifg
«PIigKO» Mo «iHOmi»).

IToBigOMIEHHS ITPO MOXKJIMBI MOOiYHI peakiril

[ToBimoMeHHS po MOOIYHI peakilil Imicsg peecTpaitlil TiKkapCchbKoro 3acody Mae
BaXJMBe 3HadyeHHA. lle ma€ 3MOry IpOBOOUTU MOHITOPUHT CIiBBiIHOILIEHHS
KOPUCTBL/PU3UK IIPU 3aCTOCYBaHHI ITbOT0 JIiIKapPChKOTro 3aco0y. MeguyHuM Ta
dbapmaleBTUUHUM IIpalliBHUKaM, a TaKOXK IallieHTaM abo X 3aKOHHUM
IMpeAcTaBHUKAM CJIifl ITOBIHOMIISITH IIPO YCi BUIIaAKY ITiMO3pIOBaHUX ITOOIYHUX peakKIlii
Ta BiICYTHOCTi e()eKTUBHOCTI JIiKapChKOT0 3aco0y Yepe3 aBTOMaTU30BaHy
iHpopMatiiiHy cucTteMy 3 (papMaKoOHarnaay 3a nocuaaHHsaM: https://aisf.dec.gov.ua.

VYMoBM 30epiranas

36epiraTu B OpUTiHAJIBHIN YIAKOBIi IpKU TeMIepaTypi He Bume 25 °C.

30epiraTty y HeJOCTYIIHOMY OJIS OiTeW MicCIIi.



VYnakoBka

ITo 10 TabneTok y OmicTepi; mo 3 6iicTepu B Mmayiii.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

AT «<KUIBCBbKUU BITAMIHHUU 3ABO]I».

Micie3Haxo/dKeHHsI BHUPOOHHKA Ta aJpeca MiCIisi IPOBaaXKeHHsI HOT 0
IisIIHLHOCTI.

04073, YkpaiHa, M. Kuis, Byn. Konunisceka, 38.



