Ckian

Oitouya peuosuHa: olmesartan medoxomil;

1 TabreTka, BKpUTa IJIiBKOBOIO 000JIOHKOI0, MicTUTh 10 MI oliMecapTaHy
MeOOKCOMIITY;

O0ONOMIJHICHI pedyo8UHU: LEJTI0JI03a MIKpPOKPHUCTallidHa, TiAPOKCHUIIPOITIIIeI0Io3a
HU3bKO3aMillleHa, JIJaKTO3W MOHOTIApaT, TIAPOKCUIIPOIIIIEeI0I03a, MarHito cTeapar,
tuTtany giokcup (E 171), Tanbek, rinpomesnosa.

JIikapcbKa ¢popmMma

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcCHOBHI (i3uko-ximiuHi 81acmueocmi: Kpyrii TabneTKu, 6iJIoro KOJIbOPYy, BKPHUTI
IIJTIBKOBOIO 00O0JIOHKOIO, 3 XapaKTEePHUM 3allaXoM, iaMeTpoM HNpuOIu3HOo 6,5 MM, i3
TUCHeHHSM «C13» 3 omHOTO OOKY.

®dapMaKoTepalneBTHUYHA Irpyna
BrnokaTtopu peuentopis arnrioren3uny II. Kog ATX C09C A08.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

®apMaKOONHaMidHi BIaCTUBOCTI.

OnmMmecapTaHy MeOOKCOMLII € CUJIBHOOIIOYMM IIepOpaibHO aKTUBHUM CeJIEKTUBHUM
QHTaArOHICTOM pelenTopiB (TUII ATl) aHrioren3uny II. O4ikyeTbCs, 110 BiH GJIOKYE BCi
mii aHrioreH3uny II, sKi omocepenkoBaHi pelrenTopoM ATl' He3aJIeXkHO Bif axeperna i
IIIAXY CUHTEe3y aHTrioTeH3uHy II. CesleKTUBHUU aHTArOHi3M peLenTopPiB AT1
aHrioTeH3uHy [l mpu3BOOUTE OO0 IMIOABUIIEHHS PIBHA PEHIHY V IIJIa3Mi KPOBI Ta
KOHIIeHTpallii aurioTeH3uHny [ i Il, a TaKoXK 00 AesiKOTo 3MeHIIIeHHsI KOHIIeHTpallil
aIbOOCTEPOHY Y MJIa3Mi KPOBI.

AnrioteH3uH Il € OCHOBHMM Ba30aKTUBHUM I'OPMOHOM pEHIH-aHIIOTEH3UH-
aJIbIOCTEPOHOBOI CUCTEMM i Biflirpa€e BaXKJIMBY POJIb y naTodildiosnorii apTepiaabHOl
rinepTeHsii yepe3 penenrtopu tuny 1 (ATl).

Kriniuna edbeKTHUBHICTE i 6e3mexa.




[Tpu apTepianbHil rinepTeH3il oiMecapTaHy MeJOKCOMIiJI CIPUYHUHSIE T0303aIeKHE
TpUBaJie 3HNKEHHS apTepiaJbHOrO TUCKY. HeMae cBigueHb 11000 BUHUKHEHHS
apTepianbHOI TINOTEH3il Micasa MPUKUOMY IIEePIOl 03U, TaxidiraKcil mig 4yac TpUBajioro
JIiIKyBaHHS a00 CUHOPOMY BiIMiHU ITiCJIg IPUITMHEHHS JTiIKyBaHHS.

OnHopa3oBulu HOOOBUYM MPUIOM HO3U OIMeEcCapTaHy MeJoOKCOMiny 3abe3mneuye
edekTuBHE i M'siKe 3HUKEHHS apTepialbHOT0 TUCKY IIPOTSITOM 24 TOOUH.
OpHopa3oBui fOOOBUY TPUMOM OO3U IIpenapaTy 3abe3nedye Take XK 3HUKEHHS
apTepianbHOTO TUCKY, SIK i IPU 3aCTOCYBaHHI 10ro HoOOBOI [03H1, PO3IOMiIeHOl Ha 2
MIPUNOMU IIPOTSATOM OJOOMU.

[Tpu 6e3mepepBHOMY JIiKyBaHHI MaKCUMaJllbHEe 3HUKEHHS apTepialbHOTO TUCKY
OOCSTa€EThCA Yepe3 8 TUAKHIB ITiCJIA MOYaTKy Teparllil, X04a CyTTEBE 3HUKEHHS
apTepiaJbHOI0 TUCKY CIIOCTEPIra€ThCs BXKe Uepe3 2 TUXKHI JIikyBaHHA. [Ipu
3aCTOCYBaHHI pa30oM 3 IiApOXJIOPOTia3uaOM CIIOCTEPIra€ThCsa OOOATKOBE 3HUXKEHHS
apTepiambHOTO TUCKY i TaKUM CYITyTHiN MPUIOM ITpelapaTiB IEPEHOCUTHCS mobpe.

BrniiuB oiMecapTaHy Ha JIeTaJIbHICTH i 3aXBOPIOBAHICTh ITOKHU II0 HEBITOMMIA.

Y xomi paHOOMi30BaHOTO AOCIiAXKEHHS OJIMecapTaHy i 3amobiranHsa MiKpoanbOyMiHypil
rpu aiaberti (mocnmigxernass ROADMAP), mo sikoro 6ymo 3anydeHo 4447 mallieHTiB 3
niabeTowm II Tumy, 3 HopMoanbOYMiHypi€lo i 3 TPUHANMHI OMHUM YUHHUKOM PU3UKY
CepleBO-CYOUHHUX 3aXBOPIOBAHb, BUBYAJIM MOXKJIUBICTh BiATEePMiHYBaHHS I104YaTKy
PO3BUTKY MiKpoanbOyMiHypil 3aBOsIKU JIIKYyBaHHIO oJiMecapTaHoM. [IpoTsarom
HaCTYIIHOTO OOCJIiAXKEeHH, 110 TPUBAJIO, Y CepegHboMy, 3,2 POKY, IMallleHTH
OTpUMYBaIU ofIMecapTaH abo maamnebo y JoOaToK A0 iHIIUX aHTUTINePTEeH3UBHUX
JIiIKapchKUX 3ac00iB, OKpiM iHTiGiTOPiB aHTiOTEH3WHIIEPETBOPIOBAJILHOTO (DEPMEHTY
(ATI®) a6o GrokaTopiB penenTopiB aHriorensuny II (BPA).

3a KpUTEepPieEM KITIHIYHUX CIIOCTEPEeXKEeHb IePBUHHOI KiHIIEBOI TOYKH, MOCIIIIXKEeHHSI
ITPOAEMOHCTPYBAJIO JOCTOBipHE 3HUXKEHHS IIePBUHHOI KiHIIEBOI TOUKH Y ITOOOBXKEHHI
4acy [0 MMOosiBM MiKpoanbOyMiHypil y rpymi oiMecapTaHy.

[Ticns monmpaBKM Ha po30iKHICTh MOKaA3HUKIB apTepialbHOTO TUCKY TaKe 3HUKEHHS
PU3UKY BKe He OYJI0 CTaTUCTUYHO 3HAUYyIIUM. MikpoanbOyMiHypisi po3BuHYNIAcs y 8,2
% (178 3 2160) nauienTiB rpynu onMecapTtany iy 9,8 % (210 3 2139) narieHTiB rpynu
mianebo.

3a KpuTepisaMu KIIiHIYHUX CIIOCTEePEeXKEeHb BTOPUHHUX KIHIIEBUX TOYOK, BUIIAOKU
CepleBO-CYOUHHUX MOPYILIEHb Tparianucsa y 96 nauieHTiB (4,3 %), AKi npuuManmu
onMecapTaH, i y 94 nanieHTiB (4,2 %) rpynu ninaie6o. YacToTa meTanbHUX HACITIOKIB
yepe3 cepleBO-CYIUHHI 3aXBOPIOBaHHS OyJia BUINOIO IPH 3aCTOCYBaHHI oyiMecapTaHy,
HiXK ITpu 3acTocyBaHHi nnane6o [15 namienTiB (0,7 %) nmopiBassHO 3 3 xBopumu (0,1



%)], He3BaXKaO4u Ha MOAiOHY YacTOTY BUMNAIKiB HeJleTalbHOT o iHCYyNnbTy [14 naiieHTiB
(0,6 %) nopiBasAHO 3 8 xBopuMH (0,4 %)], HenmeTanbHOTO iHQAPKTy MioKapay [17
nartieHTiB (0,8 %) mopiBHSHO 3 26 xBopuMHu (1,2 %)] Ta neTanbHUX HACIIOKIB Bif
IHIIWX, He IOB’sI3aHUX i3 CepleBO-CyOINHHMMH 3aXBOPIOBaHHAMU IpuymH [11 nmamieHTiB
(0,5 %) nmopiBasHO 3 12 xBopuMu (0,5 %)]. [Ipu 3acTocyBaHHI oJiIMecapTaHy 3arajbHa
JIETAJIBHICTh ¥ YMCEIbHOMY BifHOIIIEHHI 3pocTaa [26 maiieHTiB (1,2 %) mopiBHSIHO 3
15 xBopumu (0,7 %)], 10 6y10 TOTOBHUM YMHOM PE3yJIbTAaTOM OibIOl KiTbKOCTI
JleTaJIbHUX BUIIAIKIiB Uepe3 CeplieBO-CyANHHI 3aXBOPIOBaHHS.

Y xomi mocnimxxeHHs miabeTuyHOl HedponaTil CTOCOBHO 3HUKEHHS YaCTOTU BUITAIKIB
KiHIIeBOI cTafil 3aXBOPIOBaHHS HUPOK MPHU 3aCTOCYBaHHI oJiMecapTaHy (HOCIigXKeHHS
ORIENT) BuB4YaBCs BIIJIUB OJIMecapTaHy Ha HUPKOBI Ta CepPLEBO-CYQUHHI HACIIIOKU Y
577 BifmiOpaHUX PaHOOMiI30BaHMM YHMHOM SITIOHIIIB i KUTAMIIIB, ITAIliEHTIB, XBOPUX HA
niabet II Tumy, 3 siBHOIO HedpomaTiero. [TpoTATroM HaCTYIIHOTO OOCIiAXKEHHS 1110
TPUBAJIO y cepenHboMy 3,1 pOKy, mallieHTH OTPUMYBaJIU OIMecapTaH abo 1iamebo y
OOOaTOK OO0 iHIMWX aHTUTINePTEeH3UBHUX JIiKiB, BK/Io4Yaiouu inriditopu AIT®.

[TepBuHHa KOMOiHOBaHa KiHIleBa TOYKa (TPUBAJIICTh Yacy 40 MOMEHTY IIepPIIOoTo
IMOOBOEHHS KOHIIEHTpAIlil KpeaTUHIHY y CUPOBATIIi KPOBi, KiHIIeBa CTamisa
3aXBOPIOBAHHS HUPOK, JIeTAJIbHUM HACJIiOOK 3 OyOb-sIKUX ITPUYMNH) 3apeecTPOBaHa Y
116 mamienTiB rpynu onMecapTtany (41,1 %) iy 129 namienTis rpynu nmnaie6o (45,4 %)
[BimHOCHUY pu3uk (BP) 0,97 (95 % moipuuii intepsan (III) 0,75-1,24); p = 0,791].
BTopunHa KoM0OiHOBaHa KiHIleBa TOYKa, ITIOB’sg3aHa i3 ceprieBO-CYTUHHUMU
3aXBOPIOBaHHSAMU Bif3HadyeHa y 40 mallieHTiB, fKi npuiimanu onMecaprTaH (14,2 %), iy
53 marienTiB rpymnu miaaiebo (18,7 %). Lis kombiHOBaHa KiHIIeBa TOYKa, OB’ sI3aHa i3
CeplieBO-CYOUHHUMM 3aXBOPIOBAHHSIMU, BKJIIOUaJsla JIeTaJlbHUN HACHIOOK 3 IPUYUHUA
ceplieBO-CyOUHHUX 3axBopioBaHb y 10 (3,5 %) mallieHTiB, sKi IpuiiMaly OJIMecapTaH,
nopiBHsHO 3 3 matuiedtamu (1,1 %) rpynu nnanebo, 3aranbHy neTanbHIicTh 19 (6,7 %)
namnieHTiB mopiBHEAHO 3 20 (7,0 %) xBOpUMHU, HeleTalbHUM IHCYNIBT Y 8 (2,8 %)
nauieHTiB mopiBHAHO 3 11 xBopumu (3,9 %) i HenetanpHUM iHPapKT MioKapmay 3 (1,1
%) malieHTiB MOPiBHAHO 3 7 XxBopuMu (2,5 %) BiOImmoBigHO.

IlediampuyHa nonyaauis

AHTUTiINEPTEH3UBHI e(PeKTU OIMecapTaHy MeIOKCOMIITY y IefiaTpUYHOl MOy ISAIlil
Oy ImpoaHasii3oBaHi y paHIOMi30BaHOMY ITOABIMHOMY ciimoMy Iiiaiiebo-
KOHTPOJIbOBAHOMY HOOCIIiAXKeHHi 3 ydacTio 302 naiieHTiB BikoM Bif 6 7o 17 pokis.
IocmigzKyBaHa rpyia cKjagajacs 3 IallieHTiB HerpoigHol pacu (112 nmaijieHTiB) Ta
rpynu (190 mamieHTiB), 3MilIaHOl y paCOBOMY BigHOIIIEHHI (cepern HUX - 38 malli€HTIiB
HerpoigHoi pacu). [Ipy4YnHOI0 apTepianbHOI rinepTensii Oysia mepeBaxkHO
ecceHIllianbHa rinepTeH3ia (87 % i3 rpymnu namieHTiB HErpoigHol pacu Ta 67 % 3i
3mimranol rpynu). [NamienTu 3 macoro Tina Big 20 mo < 35 Kr Oynu paHOgoMi3oBaHi y



IPyIH, KOTPUM 3aCTOCOBYBalIu 2,5 MI' OJIMecapTaHy MeIoOKCOMisy (Hu3bKa mo3a) abo
20 Mr (BHCOKa [03a) OOuH pa3 Ha moOy, a MallieHTH i3 Macoo Tina = 35 Kr Oynu
paHOoMi30BaHi y rpymnu, KOTPUM 3aCTOCOBYBaIU 5 MT IIpemnaparty (Hu3bKa mo3a) abo 40
MT (BuCOKa fmo3a) 1 pa3 Ha moOy. ¥ mosi, mimiOpaHii 3aexKHo Bifl MacH Tina,
oJIMecapTaHy MEeJOKCOMIiJI 3HaYHO 3HUXKYBaB SIK CUCTOJIIYHUM, TaK 1 AiaCTONIIYHUN
THCK. fK Ipu HU3BbKUX, TaK i IIPHU BUCOKHUX 03aX OJIMecapTaHy MeOdoOKCOMiJI 3HaYHO
3HUKYBaB CUCTOJIIYHUU apTepiaJlbHUU TUCK - BiANOBigHO Ha 6,6 Ta 11,9 MM pT. CT.
(Bim moyaTKoBOTO piBHS). [laHul e(peKT CIIoCTepiraBcs TaKoXK IIia 4ac ¢ga3u BigMiHHU,
III0 TPUBAJa 2 TUXHi Y OJaTKOBO PaHOOMi30BaHUX I'pyIax, ITiJl Yac SKOi IK cepenHii
CUCTOJIIYHHUH, TakK 1 AiaCTONIIYHUMN apTepialbHUM TUCK JEMOHCTPYBaJId CTAaTUCTUYHO
3HauyIlle BiTHOBIEHHS CUMIITOMIB y Ipymi nnaiebo IOPiBHSIHO 3 I'PYIO0, 110
OTpUMYyBaJla OJIMecapTaHy MefoKCOMis. Y nefiaTpu4HOl NOMYJIAIil JIiIKyBaHHS OyJII0
e(eKTUBHUM SK IIPU IEPBUHHIM, TaK i IpyU BTOPUHHIN apTepianbHii rinepteHsil. Tak
caMo SK i y JOPOCIUX MAalli€HTiB, apTepialbHUM THUCK Yy OiTed HETPOIAHOI pacu
3HHUXKYBaBCS MEHIIOI MIipoi0. Y TOMY X OOCJIAXKeHHI 59 naiieHTiB BikoM Bifg 1 mo 5
POKiB i3 Macoo Tina = 5 Kr y BinkpuTii dasi gocnimkenus orpumyBanu 0,3 Mr/Kr
oJIMecapTaHy MeIOKCOMiy oguH pa3 Ha Jo0y MpoTsaroM 3 THUXKHIB, a IMOTIM - Y
MMOABIMHIN crini#t ¢a3zi mocnimkeHHs - OyIU paHOOMi30BaHi y IPyIH, III0 OTPUMYBaJIU
abo onmMecapTaHy MegokcoMis, abo miarebo. Yepe3 2 TUXKHI ITicsist BimMiHU cepenHin
CUCTOJIIYHUM/OiaCTOMIYHUYM apTepialTbHUM TUCK Y HUXKHIiM To4Ili OyB Ha 3/3 MM PT. CT.
HUXK4Ye Yy TPYIIi, 110 OTPUMYBaJia 3rifHO paHAoMi3allil oJiMecapTaHy MeOOKCOMill; JaHa
Pi3HULIA Y HOKa3HUKaX apTepialbHOTO TUCKY He SBJIsAjiacs CTAaTUCTUYHO 3HAYYIIOI0
(95 % MOI Big -2 mo 7 / Big -1 mo 7).

IHwa iHopmauis

IIBa BeIMKHX PAaHOOMi30BaHUX KOHTPOJILOBAHUX OOCIIOXKEHHS - HOCHIiAXKeHHS
ONTARGET (rnobanvHe JOCHiOXKeHHS KiHIIeBOl TOUKHU ITPU OKPEMOMY 3aCTOCYBaHHI
TeJIMicapTaHy 1 IpU MOT0 3aCTOCYBaHHI y ITIOEOHAHHI 3 paMillpusioM) i gociaimkeHHsa VA
NEPHRON-D (mocrmimkeHHs oo HedpomnaTil mpu giabeTi, 10 IIPOBOONUIIOCS
MinicTepcTBOM y clipaBax BeTepaHiB CIITA), BUB4YalIu 3aCTOCYBaHHS CIIOJIy4YeHHS
inribiTopiB AII® 3 BPA II.

HocnigxxkenHass ONTARGET 3niricHIOBasIOCs 3 3aJly4eHHSAM IalllEHTIB 3 ICTOPi€r0
CcepleBO-CyoIUHHUX abo0 11epeOpoBacKyIsIpHUX 3aXBOPIOBaHb, abo IyKpoBoro miabeTty 11
TUIIy 3 O3HaKaMHU PO3BUTKY yCKiagHeHb. [locnimxkenus VA NEPHRON-D
3[OiMCHIOBAJIOCS 3 3aJIy4YeHHSAM NallieHTiB 3 HyKpoBuM giabetoM Il Tuny i miabeTuyHOO
He@dpomarTi€ro.

LIi mocnigKeHHS IMOKa3aiu, 1110, Y HOPiBHAHHI 3 MOHOTEpPAIIi€l0, 3aCTOCYBaHHSI
KOMOiHOBaHOI Teparlii He ITPU3BEeJIO IO OTPUMAHHS 3HAUUMOI'0 KOPUCHOTO epeKTy
IIIO0 HACIIIKIB i JIeTalbHOCTI 3 MPUYMHU HUPKOBUX Ta/ab0 ceplieBO-CyAUHHUX



3aXBOPIOBaHb, ajie CIPUYMHUIIO HiABUIIIEHHS PU3UKY TillepKasieMil, ToOCTPOro
MIOIIKOMXKeHHSI HUPOK Ta/abo rimoTensii. BpaxoByiouu nmonidoHi ¢papmMakoguHaMiuHi
BiIacTUBOCTI iHribiTopiB AITI® i BPA II, oTpuMaHi BUCHOBKH € CIIPAaBEIJIUBUMU i OJIs
IHIIMX IPeCTaBHUKIB IIUX KaTeropii mikapcbKux 3aco0iB. TaKMM YMHOM, ITalliEHTaM 3
miabeTnyHOIO He(dpoIlaTielo He MOKHa 3aCTOCOByBaTHu pa3oM iHribiTopu AII® i BPA II.

Hocnigxxenus ALTITUDE (mocnimkeHHs anickipeny nipu gia6eri I Tumy i3
3aCTOCYBaHHAM KIiHIIEBUX TOUYOK, IOB’sI3aHUX 13 CepLEBO-CYAIVUHHUMU i HUPKOBUMU
3aXBOPIOBaHHsSIMM) OyJI0 MPUCBSIYEHO BUBYEHHIO KOPUCTI BiJl MOoaBaHHS ajliCKipeHy [0
cTaHmapTHOI Teparril iHridiTopamu AII® a6o BPA II npu nikyBaHHi nalliEHTIB 3
IIyKpoBUM HiabetoMm II TuMy i XpOHiYHOI0 XBOP0O0O0OI0 HUPOK, CEPIIEBO-CYTUHHUM
3axXBOpPIOBaHHAM, ab0 3 o00Ma TaKuMM IaTonoriaMu. Lle gocrmigkeHHs 0yJi0 IIBUOKO
MIPUITMHEHO Y 3B’SI3KY 31 3pOCTaHHSIM PU3UKY BUHUKHEHHS HeOaxXaHuxX epeKTiB. Y
MMOPiBHSHHI 3 TPynoo niaiebo, y NalieHTiB IPynu aliCKipeHy CMepTh 3 IPUYNHU
CeplLEeBO-CYIUHHUX 3aXBOPIOBaHb Ta iHCY/IbTY V YUCEIbHOMY BigHOIIeHHi Oy1a OibIm
4acTolo, a BiamoBigHi HeOaxkaHi edheKTH i cepiio3Hi HebaxkaHi epekTu (rinmepkaniemis,
rirnoTeH3id i mopyiieHHsa QYHKIII HUPOK) PEECTPYBAIUCS YaCTillle TaKOXK y MalliEHTIB
IPyIU ajliCKipeHy.

dapmaKoKiHemuKa.

BCMOKTYBaHHS Ta PO3MOIi.

OnMecapTaHy MeOOKCOMIJ - Iie IIPOJIiKU. BiH IIBUOKO IEPETBOPIOETHCA ¥
(bapmakomoriuHO aKTUBHUYN MeTabOJIIT oJiIMecapTaH IIif [i€lo ecTepa3 y CIM30BiH
00O0IOHIII KUIIIEYHUKY i B ITIOPTaJIbHiM KPOBI ITif yac abcopOiiii 3 TpaBHOTO TPaKTY.

Y nna3Mi KpoBi YU B IPOAYKTaX BUOIJIEHHS OJIMecapTaHy MeOgOKCOMIiJ, 1110 He
po3mnaBcs, abo He3MiHeHUM OOKOBUM JIQHIIOT MEIOKCOMIiNTbHOI TPYIIX He BUSIBIISIIINUCS.
CepenHe abCcoIOTHE 3HAaYEHHS 0i0OOCTYITHOCTI oJIMecapTaHy 3 TabjeToBaHOI
JlikapcbKoi popMu CcTaHOBUTH 25,6 %.

CepenHe MakKcUMallbHE 3HAYEHHS (Cmax) oJIMecapTaHy y IJjia3Mi KpPOBi HOCATa€EThCSA
npuOIN3HO Yepes 2 TOAWHMY ITIiC/IA BHYTPIIIHBOTO 3aCTOCYBaHHS IIpemapary, i
KOHIIEHTpaAIlis ¥oro y Ij1a3Mi 30iTbIIyeThCs MakKe JTiHiNHO 3i 30iIbIIeHHIM
OOHOPa30BOI1 mepopanbHOl Ho3u go 80 Mmr.

I>xa mpakTU4HO He BIJIUBa€ Ha 0i0gOCTYIIHICTL OJIMEcapTaHy, TOMY OJIMecapTaHy
MeIOOKCOMi/I MOKHa 3aCTOCOBYBaTH He3alIeXKHO Bill TPUNOMY 1Xi.

Y papmakokiHeTHlli oIMecapTaHy He CIIOCTepirajaoch XKOOHOI KITiHiYHO 3HaYyIo0l
Pi3HUIIL 3a CTATTIO.



3B’s13yBaHHS OJIMecapTaHy MemoKcoMiny 3 OilKkaMu myia3Mu KpoBi € 3Ha4HUM (99,7 %),
ajie TIOTeHIIia A5 KIIiHiYHO 3HAYyIIOT0 3CYBY BEJIMYUHU 3B'A3yBaHHS 3 OilKaMu IIpu
B3a€MOfil oIMecapTaHy 3 iHIIUMU OOHOYAaCHO 3aCTOCOBaHUMH JIiIKapChKUMU 3acobaMu
3 BUCOKUM CTyYII€HeM 3B’A3yBaHHS 3 OiJIKaMM € HU3bKUM (110 MiATBEPAXKYETHCS
(bakTOM BimCYTHOCTI KJTiHIiYHO 3HAYYIIIOl B3aEMOZil MiXK OIMecapTaHy MeJOKCOMIiIoOM i
BapdapuHOM). 3B’a3yBaHHS OJIMEcCAapTaHy 3 KJIiTHHaMM KpPOBi € He3HauUHUM. CepenHin
00’eM po3MOfiny micjig BHYTPIIIHBOBEHHOTO BBeeHHA € ManuMm (16-29 m).

MeTab0J1i3M i BUBEOEHHSI.

3aranbHUM I1JITa3MOBUM KJIipeHC, K ImpaBuio, ctaHoBuB 1,3 n/rom (KB, 19 %), i 6yB
BiIIHOCHO ITOBiJILHUM TIOPiBHSITHO 3 KPOBOOOiroM y mediuili (mpubnusuo 90 n/rom). ITicns
BBeEHHS OOHOPA30BOI ITepopaIbHOl 03U OJIMecapTaHy MegOKCOMilly, TOMi4eHOr 0
i3oTOIIOM 14C, 10-16 % BBemeHOl pafioaKTMBHOCTI BUBOOUJIOCS i3 cedelo (mepeBaxKHa
KiJIbKICTh - IIPOTATOM 24 TOOWH MHiC/Is BBEIEeHHS O03M), a 3aJIMIIIOK PagioaKTUBHOCTI
BUBOAUBCSA 3 pekamissMu. CIIMparoydruCch Ha MOKA3HUK CUCTEMHOI JOCTYHHOCTI (25,6 %),
MO2KHa ITiipaxyBaTH, 10 abcopOboBaHUM OJiIMecapTaH BUBOAUTHCS K HUPKaMU
(mpu6mu3nHo 40 %), Tak i Yepe3 MediHKy Ta KOBUOBHUBiAHI miisaxu (mpubnu3ro 60 %).
Bcst BUBegeHa pafioakTUBHICTh OyJia BU3HaYeHa K onMecapTaH. 2KogHOro iHIIIOTo
3HAYYHIIOT0 MeTaboJIiTy BUsIBIIEHO He O0yn0. KUIITKOBO-TIeYiHKOBA PEIUPKYIISITis
oJIMecapTaHy € MiHiManbHOM0. OCKiJIbKM 3Ha4YHa YacTKa OJIMecapTaHy BUBOOUTHCS
yepe3 XKOBYOBUBIIHI IIISIXM, 3aCTOCYBAHHS IIpeIapaTy IallieiTaM 3 00CTPYKIIi€I0
JKOBYOBMBIOHUX LIJISIXiB € MPOTUIIOKA3aHUM (OuB. po3min «[IpoTUIIOKa3aHHI»).

KinneBuir niepioq HalliBBUBeOEeHHS OJIMecapTaHy 3HaXOAUBCA y Aiamna3o0Hi Big 10 go 15
TOWH Ticyig 6araTopa3oBOT0 MEPOPANIbHOTO 3acToCcyBaHHsI. CTabinmbHUM CcTaH
OOCSTaBCs IIICIIA IIPUMOMY IIePIInX KiJIbKOX [03 Ipenapary, IpUu4YoMy IIOOaJIbIIoro
MOT0 HaKOIIMYEHHS He CIlocTepiranocsa yepes3 14 OHIB IOBTOPHOI'O IIPUUOMY.
HupkoBuii KiipeHc ctanoBuB npubnu3no 0,5-0,7 n/roxn i OyB He3aneKHUM Bif 003U.

dapMaKoOKiHeTHKa B 0COOJIMBUX I'PyIIax Malli€HTiB.

ITediampuyHa nonyaauis

dapMaKOKiHETUKY OJIMecapTaHy OOCIiAXKyBaJiu y MallleHTiB 3 apTepiaibHO
rinmepreHsiero BikoM Bif 1 mo 16 pokiB. KmipeHc oMecapTaHy y JaHUX ITAllieHTiB OyB
CXOZKUM Ha KJIIpeHC OOPOCJIMX MMalll€HTIiB 3 MOMNPaBKOO Ha Macy Tija.

IHdopmariis npo ¢papMaKOKiHETHUKY y ITediaTPUYHUX MAIi€HTIB i3 HOPYIIEHHAMU
(pyHKIII HUPOK BiACYyTHS.

Ocobu aimHvo20 8iky (65 pokie i cmapwe)



Y nailieHTiB 3 apTepiaJbHOIO TillepTeH3i€r0 BeJIuyuHa IJIOLII i KPUBOIO
«KOHIeHTpanis-dyac» (AUC) y ctabinmbHOMY CcTaHi 30inblryBanacs npubmausso Ha 35 %
y nauieHmis AimHb020 8iKy (BikoM 65-75 pokiB) i npubnusno Ha 44 % y nauyieHmis
g8iKom 8i0 75 POKiB, MOPIBHSHO 3 IPYHOI0 MOJIOALIOTO BiKy. Lle 1oHaliMeHIlle 94aCTKOBO
MOKe OyTU OB’sI3aHO i3 cepenHiM 3HMKEHHSIM (QyHKITil HUPOK y IIiii TPYIIi Malli€HTIB.

IMopyweHHA pYyHKUIT HUPOK

Y nailieHTiB 3 TerkKuMH, IOMipHUMU ab0 TAXKKUMU IOPYLIEHHSIMU GYHKITI HUPOK
noka3Huku AUC y cTtabGinbHOMY CTaHi 30inbmIuancs BignoBigHo Ha 62 %, 82 % i 179 %
MIOPiBHSHO 3 TAKMMU MOKAa3HUKaMU y 300POBUX HOOPOBOJILIIB I'PYNIM KOHTPOJIIO (OUB.
po3min «Coocib 3acTocyBaHHS Ta A03u» Ta «OCOOIMBOCTI 3aCTOCYBaHHS»).

ITopyweHHsa ¢yHKUil neviHKu

[Ticist 0opHOPa30BOTr0 IIePOPaIbHOIO 3aCTOCyBaHHA noKa3dHuku AUC onmecapTaHy y
MalieHTiB 3 TerKuM ab0 MOMipHUM IOPYyILIeHHSIM QYHKIII Medinkyu OyJiu BiIIlOBigHO Ha
6 % i 65 % BUIIUMHU, HiXK TaKi TOKAa3HUKU Y 3[IOPOBUX OOOPOBOIIBIIIB. Hepes 2 roguHu
ITicJIg IpUMOMY IpernapaTry y 3TOPOBUX MOOPOBOJIBLIIB i IMAIiEHTIB 3 IETKUM Ta
TMOMipHUM NOpPYyLIeHHAM (QYHKIIiI ITeYiHKU He3B'sd3aHa YacTKa oJiMecapTaHy CTaHOBUJIa
BigmoBigHO 0,26 %, 0,34 % 1 0,41 %. Iliciiga MOBTOPHOIO IPUUOMY V IIALIIEHTIB 3
MMOMipHUM NOPYIIeHHAM GYHKIII TeyiHku cepenHii moka3Huk AUC onMecapTaHy O6yB
Ha 65 % OinbINM, HiXK y 300pOBUX TO0OPOBOILIIB. CepenHi MOKa3HUKHU Cmax
onMecapTaHy Oy/iy NOAiOHUMU y MALi€HTIB 3 MOPYLUIEHHAM QYHKIIil IeYiHKU Ta y
3M0poBUX JOOPOBOIBIIB. OIiHKY 3aCTOCYBaHHS OIMeCapTaHy MeJOKCOMITy IalliEeHTaM
3 TSKKUMH MMOPYILIEHHAMU (YHKIIIl NeYiHKKA He IPoBOOuIu (OuB. po3min «Criocid

3dCTOCYBaHHA Ta OO3KW» Ta «0Oco06s1MBOCTI 3aCTOCYBaHHH>>).

B3aeMopis 3 iHIIMME JTiKapChbKHMHU 3aco0aMH.

Konecesenam (pevosuHa, w,o 38’ 13y€ HCOBUHI Kuca0mu)

OpHouacHe 3acTtocyBaHHA 40 MI' oiMecapTaHy MegokcoMiny 1 3750 Mr KojieceBenaMy
TiApoXJIopUay NPU3BEJIO 00 3HUXKEHHA Cmax (MakcuMaJIbHOI KOHIIEHTPAIIil)
onMecapTaHy Ha 28 % i mo 3meHIIeHHA ToKa3HukKa AUC onMmecapTaHy Ha 39 %.
Cnabmuii epeKT (3MeHIIeHHS TOKa3HUKIB Cmax 1AUCHa4 %1il5 %, BigmoBigHO)
CIIOCTepPiraBCs IPU 3aCTOCYBaHHI oJiIMecapTaHy MeJOKCOMIiy 3a 4 TOOUHU epen
3aCTOCyBaHHSM KOJieCeBelaMy TiapoXIopumy.

[Tepion HamiBBUBEOEeHHSA OJIMecapTaHy CKOpodyBaBcs Ha 50-52 %, He3ajieXKHO Bif
TOT0, SKMM YHUHOM MOT0 3aCTOCOBYBaJId - OOMHOYAaCHO 3 KOoJjieCeBeJjlaMy TigpOXJIOpULOM
ab0 3a 4 roguHM 00 3aCTOCYyBaHHSA IIHOTO IIpemnapaTty (OquB. po3ain «B3aemomis 3
IHIMMMU JTiKapChbKUMHU 3aco0aMM Ta iHIIN BUOU B3a€EMOMIIl»).



ITokniHiuHI OaHi 3 6be3neku

Y mocnimxeHHSIX XPOHIYHOI TOKCUYHOCTI Ha Iypax Ta cobakax epeKTu onMecapTaHy
MeIOoKCOMiny OyM CX0XKi 3 iHIIIMMU aHTaroHiCTaMu pelierTopa AT1 i inri6iTopamu
ATI®: migBUIlleHHSI KOHIIEHTPAIlil CEYOBMHU B KPOBi (30T CEYOBUHU KPOBI) i
KpeaTUHiHY (BHACIiOOK QYHKIIIOHATbHUX 3MiH ¥ HUPKaX, CHPUYNHEHUX OJIOKyBaHHSIM
peLenTopis ATl), 3MEHIIIEeHHS MacCHU CePIisd, 3HUXKEHHS ePUTPOLMTAaPHUX [TapaMeTPiB
(KOHIIEeHTpAallil epUTPOLUTIB, TeMoTJI00iHy, TeMaTOKPUTY), TiCTOJIOTiYHiI 03HAKHU
ypaXKeHHS HUPOK (0ocepedKu pereHeparllil HUPKOBOTO €IIiTeJIii0, TOTOBIIEHHSI
0a3anbHOI MeMOpaHU, PO3MIMPEHHS HUPKOBUX KaHAabIIiB).

Iani HebGaxaHi epeKTH, CHpUYMHEHI (papMaKOIOTiYHOIO [Ii€l0 OIMecapTaHy
MeOOKCOMUIY, BUHUKAJIA TaKOXK Yy OOKJIIHIYHUX OOCIIIOXKEHHAX 3 IHIIUMU
aHTaroHicTaMu pelenTopa AT1 Ta iHriditopamu AII® i MOXKyTh OyTH 3MEHIIIEHI
[IJITIXOM OOHOYACHOT'0 BHYTPIIIHBOIO 3aCTOCYBaHHS HATPil0 XJIOPUAY.

B 060x BufiB TBapuH CIIOCTEpirasu MmiaBUILEHY aKTUBHICTh PEHIHY Y IIJIa3Mi KpPOBi Ta
rineprpodgiro/rinepmnnasiio I0KCTarioMepyiasapHUX KIiTUH HUPOK. Lli 3MiHH, gKi €
TUTIOBUM e(eKTOM KJjiacy iHridiTopiB AII® Ta iHIINX aHTAroOHICTIiB pellenTopa ATl,
CXOJKe, He MaloTh KJIiHiYHOI 3Ha4YyIIOCTi.

[MTomi6HO mo iHINIMX aHTATOHICTIB pellenTopa ATl' oJIMecapTaHy MeOOKCOMIJ IIigBUIIIYE
YaCTOTY XPOMOCOMHUX PO3PHUBIB Yy KyJIbTYPi KIiTUH in vitro. OnHak nomioHi epekTH He
OyJu BiITBOPEHi B MeKiTbKOX OOCIiIXKEeHHSIX in Vivo, Ie olIMecapTaHy MeIOKCOMi
3aCTOCOBYBaJIM BHYTPIIIHLO Y OyZKe BUCOKUX fo3ax, 1o 2000 Mmr/kr. Y uinomy paHi
BCeOiYHOT0 JOCHiAXKEeHHS Ha TeHOTOKCUYHOCTD CBifYaTh PO Te, 10 TeHOTOKCUYHA Oisd
oJIMecapTaHYy IIpU KJIIHIYHOMY 3aCTOCyBaHHI MaJIOMMOBIpHa.

KanneporeHHux eeKTiB oIMecapTaHy y OBOPIYHOMY OOCIiAKEHHI Ha IIypax i IBOX
IMEeCTUMICAYHUX OOCIIIXKEHHSIX Ha TPAHCTeHHUX MHIIIaX He CIIOCTepiraiu.

Y mocnimXeHHSIX PEeNpPOayKTUBHOI TOKCUYHOCTI Ha IIypax oJIMecapTaHy MeIOKCOMi
He BIIJIMBaB Ha (PepPTUIbHICTh i He YNHUB TEPATOTEHHOr O Ail. 4K i y BUNaaKy 3 iHIINMU
aHTaroHiCTaMM pPelenTopiB aHrioTeH3uHy II, micis eKCno3ullil oaMecapTaHy
MEeIOOKCOMIiNy BUXKHBAHHS IIOTOMCTBA OyJla 3HMXKEHA, a Y CaMOK, SIKi OTpuUMYyBaJlu
npenapaT Ha Hi3HiIX TepMiHaxX BariTHOCTI i mif Yac jTaKTallil, Bii3Hadyasacs guiaTallis
HUPKOBUX MUCOK. fK i iHIII rinmoTeH3uBHi miKapchKi 3acobu, ojiMecapTaHy MegoOKCOMiJ
OyB OinbIll TOKCUYHUM OJIS BaTiTHUX KPOJIiB, HiXK [OJIS BariTHUX IIYypiB, IIPOTE HEe YUHUB
IIpY 1IbOMY (DETOTOKCUYHY Mil.

IToxa3aHHSA

JIikyBaHHS eCeHIliaJIbHOl apTepiabHOl rinepTeH3il y JOPOCIUX Malli€HTIB.



JIikyBaHHS apTepianbHOI TinepTeH3il y AiTeu Ta MigJIiTKiB BikoM Bif 6 0o 18 pokis.
ITporunnoka3aHHs

e ITigBHUINlEHA YYTIUBICTH [0 [iI040l pe94OBUHU ab0 IO OJJHOTO 3 KOMIIOHEHTIB
JIiIKapChKOTo 3aco0y (guB. «Cknag»).

e BariTHi abo XkiHKH, SKi MIaHyOTh 3aBariTHiTH (quB. «OCcoOIUBOCTI
3aCTOCyBaHHS», «3aCTOCYBaHHS y Ilepiof BariTHOCTiI abo rogyBaHHS TPyAOIO»).

e OOCTPYKIIig )KOBUOBUBIMHUX HIIAXIB (IUB «PapMaKOKiHETHUKA»).

e OgHOYacCHe 3aCTOCyBaHHS OJIMecapTaHy MeJOKCOMITy 3 IIpernapaTaMu, 110
MiCTSATH aJliCKipeH, IPOTUIIOKa3aHe IallieHTaM, XBOPUM Ha IIyKpPOBUH OiabeT Ta
HUPKOBY HEIOCTATHICTh (IIBUAKICTh KITy60uKOBO1 dinbTpariii (IIIK®) < 60
mi/xB/1,73 M2) (omuB. «B3aeMomis 3 iHIIUMHU JTiKapChKUMM 3acoO0aMU Ta iHII BUON
B3aeMomin», «®PapMaKoguHaMiKa»).

B3aemMogisi 3 iHIIMMH JTIiKapChKHMH 3ac00aMHu Ta iHIIII BHIH B3a€MoOil

[ist iHIMMX TiKapChKUX 3aC00iB Ha oJIMecapTaHy MeOOKCOMIiI.

THwi npenapamu 3 2inomeH3uB8HO0 Oi€l0

lNnoTeH3uBHUM eDeKT oJIMecapTaHy MeIOKCOMily MoxKe OyTu 30iNblIeHuM ITpu
OJHOYAaCHOMY 3aCTOCYBaHHI 3 iHIIMMMU IiIOTEH3WBHUMU IIperiapaTaMu.

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

IMopsiiiHa 6/10Kama peHiH-aHTioTeH3UH-anboocTepoHoBol cucteMu (PAAC) 3a
OOTIOMOT 010 KOMOiHOBAHOT'O 3aCTOCYBaHHS iHTi0iTOpiB ATI®, 6/10KaTOPiB pEelenTopin
aHrioten3uny II abo asnickipeHy moB’s13aHa 3 OiIbIlI BUCOKOIO YAaCTOTOIO ITOOIYHUX
ed€eKTiB, TaKUX K apTepiajibHAa IilIOTeH3is, rinepKandieMis i 3HMKeHHSA QYHKIIl HUPOK
(y TOMy 4HCJIi TOCTPpa HUPKOBa HEOOCTATHICTh) ITIOPiBHSIHO 3 OKPEMHUM 3aCTOCYBaHHSAM
npemnaparis, 1o gitoTh Ha PAAC (guB. «IIpoTunoka3aHHs», «OcoOIUBOCTI
3acTocyBaHHsS», «®apMaKogUuHaMiKa»).

ITpenapamu Kaaito ma Kaaitizbepizaaroui diypemuuHi 3acobu

[Tpu ogpHOYaCHOMY 3aCTOCYBaHHI IIperaparis, 110 OiF0Th Ha PEeHIH-aHTiI0TeH3UH-
aJIbIIOCTEPOHOBY CUCTEMY 3 KaJlili30epiralouuMu OiypeTUuYHUMU 3acobamu,
npernapaTaMu Kajlilo, 3aMiHHMKAMM COJIi, 110 MiCTSATH KaJii, abo iHmmuMnu
npenapaTaMu, 10 MOXKYTh HiABUIIYBaTHU PiBeHb KaJlilo (HallpuKJiak, rellapruHOM),
MOZKJIMBE MiABUIIIEHHS KOHIIEHTpAallil KaJjlilo y CUpPOBAaTIli KPOBi, TOMy TaKe OJgHOYacHe
3aCTOCYBaHHS He PeKOMeHOY€eEThCS (OuB. « OCOOIUBOCTI 3aCTOCYBaHHS»).

HecmepoidHi npomu3sanaavHi npenapamu (HII3I1)



HII3II, y Tomy 4ucCini alleTUaCcamiuiaoBa KUCIOTa B 4031 Oinbire 3 T Ha J00y, a TaKOXK
inridiTopu LIOI'-2 Ta aHTAroHiCTH pPelenTopPiB aHTi0TeH3UHY Il MOXYTh misiTH
CUHEPrivyHO, 3MEHIIYyI0UYX KIy0O04YKOBY ¢inbTpalito. OmHOYacHe 3aCTOCYBaHHS 1UX
IperapariB IIOB’I3aHO 3 PU3UKOM I'OCTPOI HUPKOBOI HEJIOCTATHOCTI. Y TaKNUX BUIIaJKaX
Tpeba KOHTPOJIIOBaTH (PYHKI[iI0 HUPOK Ha MO4YaTKYy JIIKyBaHHS Ta JOCTATHE
HaOXOOXKEeHHS PiAWHU B OpraHi3M IIallieHTa.

Kpim niporo, HII3II npu ogHOYaCHOMY 3aCTOCYBaHHI MOXYTh 3MEHIIIYBaTU
aHTUTINIEPTEH3UBHY [iI0 aHTAroHICTIB pelenTopiB aHrioreH3uny Il i mpusBoguTU 00
3HUXKEHHS 1X e(DeKTUBHOCTI.

Cer-ceecmpaHm JHCOBYHUX KUC/10M KoJ/ziecesesnam

OpHO4YacCHe 3aCTOCYyBaHHS CEKBECTPAHTY KOBYHUX KUCJIOT KOJieCeBelaMy
TiApOXJIOPUAY 3HUXKYE CUCTEMHUU BIIJIMB Ha ITIKOBI KOHIIEHTpPAllil OJIMecapTaHy y
I1J1a3Mi KpPOBIi Ta CKOPOYYeE Ilepion UOro HaliBBUBEOeHH. 3aCTOCYBaHHS OJIMecapTaHy
MEeOOKCOMIIY LIIOHaWMEeHIe 3a 4 TOOUHU 00 IIPUHUOMY KOJIeCceBelaMy TiApOXJIOPUAY
3MEeHIITy€e 1X B3aeEMO[ito. ToMy CJIil 3aCTOCOBYBaTH OJIMecapTaHy MeOOKCOMiny
IIIOHAUMeEHIIe 3a 4 TOOWHU O0 IPUUOMY KOJieceBelaMy rigpoxiopuny (Ous.
«@apMaKOKiHETHKa»).

ITHwi npenapamu

[TomiueHo noMipHe 3HUXKEHHS 0i0QOCTYITHOCTi OJIMecapTaHy MeIOKCOMIiNy micis
JIIKyBaHHS aHTaluOaMu (MarHil-aaioMiHio rinpokcun). OgHOYacHe 3aCTOCYyBaHHSA 3
BapdapuHOM Ta IUTOKCUHOM He BIUIUBA€ Ha (apMaKOKIHETHUKY OJIMecapTaHy
MeOOKCOMIITY.

Iist omMecapTaly MeJOKCOMIiTy Ha iHIIi JIIKapCchbKi 3aco0u.

IIpenapamu aimiwo

[Tpu omHOYAaCHOMY 3aCTOCYBaHHI /IiTii0 3 iHTi6iTOpaMu
aHTIOTEeH3UHIEePETBOPIOBAIBHOT0 (DEPMEHTY Ta 3 aHTaroHiCTaMHu PeLenTOpiB
aHrioTeH3uHy II crmocTepiranocsi 0600POTHE IIiOBUIIEHHS KOHIIEHTPAIllil JTiTiio B
CUPOBaTIIi KPOBi Ta MiABUIIIEHHS TOKCUYHOCTI MOT0 IpeIlapaTiB, TOMy TakKa KOMOiHaIlisg
He peKoMeHAyeThCsA (OuB. «OCoOIMBOCTI 3aCTOCYBaHHS»). AKIIIO TaKe OgHOYACHE
3aCTOCyBaHHS HeoOXifHe, TO TAKUM IalliEHTaM PEKOMEHAYEThCSA PEeTEIbHUN KOHTPOJIb
KOHIIEeHTpallil JIiTif0 B CHPOBATIIi KPOBI ITif Yac JTiKyBaHHS.

IHwi npenapamu

He BusiBUNIM KIiHIYHO 3HAYYIII0l B3aEMOil oiMecapTaHy MegOKCOMiny 3 BapdapruHOM,
OUTOKCUHOM, aHTaluaoM (alroMiHil0 TigpoKcua/MarHiio rifpoKCum),



rigpoxsopoTia3uaoM Ta IIpaBacTaTUHOM. 30KpeMa, OJiIMecapTaHy MeJOKCOMIiI CYTTEBO
He BIIJIMBaB Ha (apMakoguHaMmiky abo ¢papMakKoKiHeTHUKY Bapdapuny, abo Ha
(papMakOKiHETUKY OUTOKCHUHY.

Takozk He OyJI0 BUSIBIEHO KJTiHIiYHO 3Ha4yIol iHTiOy04oil il oiMecapTaHy
MemokcoMminy Ha dpepmenTu 1A1/2, 2A6, 2C8/9, 2C19/ 2D6, 2E1, 3A4 Ta UTOXPOM
PA450 y mroguHM in vitro Ta nmoMiueHu# MiHiManbHUM a00 HYIbOBUM iHOIYKOBAHUM
edekT momo uuToxpomy P450 y nrypiB. ToMy mociigzKeHb B3a€EMOIl in vivo 3
BimoMuMu iHribiTopamu Ta iHgyKTOpamMu epMeHTiB 1mToxpoMy P450 He mpoBOOUIN
Ta KJIiHIYHO 3HAYYIIUX B3aEMOMiM MiXK OoJIMecapTaHOM Ta IIperapaTaMu, MeTaboii3M
SIKUX 3a0e31euyeThCs BUIIeBKa3aHUMU hepMeHTaMu utoxpoMy P450, He 04iKy€eThCH.

INTediampuyHa nonyaauis

IocmigKeHHs B3aEMOIil oIMecapTaHy MegOKCOMiNy 3 iHIMMHU JTiKapChKUMU 3acobaMu
MIPOBOOUJIM JIMIIIE 3 YYaCTIO JOPOCIUX IalieHTiB. HeBimoMo, 41 cX0XKi maHi B3aeEMOil y
OOPOCIIUX Ta OiTeMu.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

3MeHweHHs 06’eMy LUPKYAOY0I Kposi

Y mailieHTiB 3i 3MeHIIIeHUM 00’€eMOM IIUPKYJII0I04U0l KPOBi Ta/ab0 HU3BKUM piBHEM
HATPil0 y CUPOBATIIi KPOBi BHACIIIOK iHTEHCUBHOI Teparil aiypeTukaMu, 00MexKeHOT o
CIIOKMBAHHS COJIi 3 iX&Kelo, miapei abo 6/1F0BaHHS MOXKe PO3BUHYTUCS CUMIITOMaTUYHA
apTepianbHa rilmoTeH3isd, 0COOJIMBO ITiCJIA 3aCTOCYBaHHS MEPIOl J03HU JIIKapChKOT0
3aco0y. Taki 3MiHM CHIif yCYHYTH OO IIOYaTKY JIiKyBaHHS OJIMecapTaHy MeJdOKCOMiJIOM.

THwi ymosu, no8’s13aHi 3i cCmMuMyAAUI€ PEHIH-AH2I0MEeH3UH-a1b00CMepPoOHOB801
cucmemu

[ManieHTH, y IKUX CyOUHHUYN TOHYC Ta QYHKIIisT OilIbIIIOI0 Mipolo 3ajiexkaTh Bifl
AKTHUBHOCTI peHiH-aHTiOTeH3WH-aJIbJOCTEPOHOBOI CUCTEMHU, HAITPUKJIIA[ HalliEHTH i3
TSI2KKOIO 3aCTiHOIO CeplieBOI0 HeJOCTaTHICTIO ab0 3 MMaTOJIOTi€I0 HUPOK, ¥ TOMY YHCIIi
3i CcTeHO30M HUPKOBOI apTepil, MOXKYTh pearyBaTH Ha iHIIII IpenapaTH, 110 BIJIUBAIOTh
Ha ITI0 CUCTEMY, TOCTPOIO apTepialbHOIO TIIOTEeH3i€10, a30TeMi€l0, oyirypier abdo, y
pigKiCHUX BHIIagKaX, TOCTPOI HUPKOBOI HEOOCTaTHICTIO. 3aCTOCYBaHHS aHTaroHICTiB
pelienTopiB aHrioTeH3uHy Il MoXKe CyIIpoBOAXKYBaTUCS MOOiOHUMU epeKTaMMu.

BasopeHasnvHa 2inepmeH3is

3acTocyBaHHS IIpenaparis, III0 BIJIMBAIOTh Ha PEHIH-aHTi0TeH3UH-aIbJOCTEPOHOBY
CUCTEMY, y TAli€HTIB i3 IBOOGIYHUM CTEHO30M HUPKOBOI apTepil EOMHOI HUPKH, 1110
(pyHKIIIOHYE, TTIOB’sI3aHe 3 PU3UKOM PO3BUTKY TSAKKOl apTepialbHOI riOTeH3il Ta



HHUPKOBOI HEJOCTATHOCTI.
ITopyweHHA pYHKUIT HUPOK Ma MpaHCNAaHmMauisa HUpKu

Y nailieHTiB 3 mOpyHIeHHAM (QYHKIIl HUPOK, SIKi 3aCTOCOBYIOTh OJIMeCapTaHy
MEeOOKCOMIJI, pPEKOMEHYEThCS IePIiOgUYHO KOHTPOJIIOBATU KOHIIEHTPALlil0 KaJlito Ta
KpeaTUHIHY y CUPOBaTILi KPOBi. 3aCTOCYyBaHHSA OJIMeCapTaHy MeOOKCOMIily He
PEKOMeHIOBaHe MalliEHTaM i3 TSXKKUM IIOPYIIeHHSIM (YHKITII HUPOK (KITipeHC
KpeaTuHiny meniIe 20 mi/xB) (muB. «Crnocid 3acTOCyBaHHS Ta JO3U»,
«@apMaKoOKiHeTHKa»). [1OCBiZI 3aCTOCyBaHHS OJIMecapTaHy MeJOKCOMIJIy HalliEeHTaM,
sIKi HeJaBHO TIepeHeCsIM TPaHCIJIaHTallilo HUPKY abo y MallieHTiB i3 TepMiHaIbHOIO
HUPKOBOIO HEAOCTATHICTIO (KJIipeHC KpeaTUHiHy MeHIIe 12 MIJI/XB) BiICYTHIu.

ITopyweHHsa ¢yHKUil neviHKu

OnMecapTaHy MeOOKCOMIiJI He peKOMEeHOOBaHUM [JIsI 3aCTOCYBaHHS IalliEeHTaM i3
TS2KKUM NOPYLIEeHHAM (YHKIIi1 ITeYiHKHA Yepes3 BiICYTHICTh JOCBiAy MOT0 3aCTOCYBaHHSA
(muB. «Cmocib 3acTOCyBaHHS Ta HO3W» IOIO A03yBaHHS IIpernapaTy Ipu JIeTKOMYy Ta
IMOMipHOMY IIOPYIIIeHHI QyHKIII ITediHKm).

I'inepkaniemis

[IpenapaTy, 110 BOJIMBAIOTh Ha PEHIH-aHTiIOTEH3UH-aJIbJOCTEPOHOBY CUCTEMY, MOXKYTh
ITPOBOKYBATHU TinepKasieMito. Pu3uk ii po3BUTKY 30ibIIyETHCSA Y MALIEHTIB JIITHHOTO
BIKY 1 MOXe MaTH JIeTaJIbHUU pe3yIbTaT IIPU HUPKOBIM HEJOCTAaTHOCTIL Ta IIyKPOBOMY
niabeTi, Ipu CynIyTHHOMY 3aCTOCYBaHHI iHIIUX IIpelapartiB, 10 IPU3BOASATH OO
ITigBUIIIEHHS PiBHSA Kajliio Ta/abo Ipy HasIBHOCTI iHTEPKYPEHTHUX 3aXBOPIOBAHb.

[Tepen npu3HaYyeHHSIM CYIIyTHIX IIpeliaparTis, 110 BIUIMBAIOTh Ha PEeHIH-aHIIOTEH3UH-
aJTbIOCTEPOHOBY CUCTEMY, CJIiZl pETEJIbHO OIIIHNUTH CITiBBiTHOIIEHHS MOXKINBOI KOPUCTI
Ta MOXKJIMBOTO PU3UKY IBOTO JIIKyBaHHS Ta POITJISHYTH iHII MOXKJIMBOCTI Tepamil
(Takoxk guB. po3min «IlomsitiHa 6J10Kama peHiH-aHTioTeH3UH-aJIbJOCTEPOHOBOI CHCTEMHU
(PAAC)»). [To ocHOBHUX (paKTOPiB pU3UKY TinepKalieMil BiTHOCATHC:

e ITyKPOBUU miabeT, OpyIIeHHS PyHKIIil HUPOK, MallieHTU BikoM Bif 70 POKiB;

e KOMOiHaIlig 3 ogHUM abo KilbKOMa IpeliapaTaMH, 110 BIIJIMBAlOTh Ha pPeHiH-
aHTiOTEeH3UH-aJIbJIOCTEPOHOBY CUCTEMY Ta/abo 3 mpenapaTamMu Kamnito. [leski
IpelnapaTy, HaBiTh KJlaCU IIpenapaTiB MOXKYTh CIPUYWHUTH rillepKajieMito:
3aMiHHUKHY COJIi, KaJliEeBMiCHi IpenapaTu, Kanitidbepiratwodi giypetTudHi 3acobdu,
inridiTopu AII®, aHTaroHicTu penenTtopiB aHrioreH3uny II, HecTepoigHi
IMpoTu3analbHi 3aco0u, Yy TOMYy YUCIIi celeKTUBHI iHribiTopu LIOI'-2, remapus,
iMyHOOeInpecaHTH, HaIIpUKJIa, AKJIOCIIOPUH ab0 TaKpOIiMyC, TPUMETOIIPUM;

e IHTEPKYPEHTHI 3aXBOPIOBaHHSA Ta CTaHW, Y TOMY YMUCJIi JerigpaTtallis, rocTtpa
OeKOMIIeHCallisI cepleBol OisiIbHOCTI, MeTaboIigyHuM aluao3, 30iIbIIIeHHS



TSI2KKOCTi HUPKOBHUX MOPYIIIEHbB, PAlITOBE MOPYIIeHHs QPYHKII1 HUPOK, HallpUKJIamd,
npu iHPEeKIIMHUX 3aXBOPIOBAaHHAX, JTi3UC KIIITUH, HAIPUKJIa[, IIPU IOCTPil imemil
KiHIIiBOK, paboomiostizi, momiTpaBMax.

Y nailieHTiB i3 TakuMHU PaKTOpPaMU PU3UKY PEKOMEHOYETHCS IMOCTIMHUU KOHTPOJIb
KOHIIeHTpallil KaJlifo y CUpOBaTIli KpOoBi (AuB. «B3aemofis 3 iHIIMMU TiKapChbKUMU
3acobaMu Ta iHIIII BUOW B3a€EMOMIN»).

IToositliHa 610Kada peHiH-aH2iomeH3UuH-aabdocmepoHosoi cucmemu (PAAC)

IcHye mokas TOro, 110 OJHOYACHEe 3aCTOCYBaHHS iHribiTopiB AITI®, 6510KaTOPIB
pelienTopiB aurioreH3uny Il abo amickipeHy migBuillye pu3uK apTepiaabHOI TinoTeH3il,
rinepkajiemii i 3HUXKeHHS QYHKIII HUPOK (Y TOMY YUCJIi TOCTPOI HUPKOBOI
HemocTaTHOCTi). Tomy noaBitiHa 61okaga PAAC B moB’sd3aHa 3 OMHOYaCHUM
3acTocyBaHHAM iHri06iTOpiB AII®, 6mo0KaTOpiB pelnenTopiB aHrioTreH3uny Il abo
ajlickipeHy He peKOMeHIoBaHa (auB. «B3aeMopis 3 iHIIUMY JTiKapChbKUMHU 3aco0aMu Ta
iHIITI BUOU B3aeMomili», «PapMakoguHaMika»).

Ax110 Teparis nmoaBiHOI 6J10Kaayu BBaXKa€EThCs aOCOIIOTHO HEOOXimHOoI0, 11 cif
IIPOBOOUTH TiJIbKU MiJ HarasaaoM ¢axiBlisd Ta 3a YMOBU PETyIsIPHOIO Ta PETEIbHOTO
MOHITOPHUHTY (DYHKIIil HUPOK, PiBHS €JIEKTPOJIITIB Ta apTepiaJbHOT0 TUCKY.

[uriGiTopu AII® i 6110KaTOPHU PElenTopiB aHrioTeH3uHY Il He ciig ogHOYaCHO
3aCTOCOBYBATHU MallieHTaM 3 miabeTU4YHOI0 HedpoIaTi€ero.

ITpenapamu aimito

4K 1 3 IHIIMMU aHTaroHIiCTaMU PeLEITOPiB aHrioTeH3uHy II, omHOYacHe 3aCTOCYBaHHA
JIITiIO 3 OJIMecapTaHy MEeJOKCOMIJIOM He PEKOMEHAYEThCS (OuB. «B3aemMopisa 3 iHIIUMU
JIIKapChbKUMHU 3aco0aMu Ta iHIIM BUOM B3aEMOIiN»).

CmeHo3 ycms aopmu abo mimpaavHUll cmeHo3; obcmpykmueHa 2inepmpogiuHa
Kapdiomionamis

OnMecapTaHy MeOOKCOMiJl 3 00epeXKHiCTI0O 3aCTOCOBYBATH MalliEHTaM 3i CTEHO30M
YCTS aOPTH UM MiTpaJbHUM CTEHO30M ab0 3 0OCTPYKTUBHOIO TinepTpodiyHOI0
KappaioMioraTiero.

IlepsuHHUl aab0ocmepoHi3M

[TanieETHU 3 IEPBUHHUM aJIbJOCTEPOHI3MOM He pearyiTh Ha aHTUTIIepTEeH3UBHI
ImperapaTH, II0 Oil0Th HIJIIXOM iHTiOyBaHHS PEeHiH-aHTiOTEH3MHOBOI CUCTEMU. TaKUM
YWHOM, 3aCTOCYBaHHS OJIMeCapTaHy MeOOKCOMily He PpeKOMEHOY€EThbCS TaKUM
ImaljieHTaM.



Cnpy-nodibHa eHmeponamis

Y nyXKe pigKiCHUX BUIlafKaxX TAXKKa XPOHIYHAa [iapes 3 iCTOTHOI BTPATOI MacH Tija,
1110 BUHUKAJIa cepeq MallleHTiB, dKi 3aCTOCOBYIOThH OJIMecapTaH IIPOTATrOM IIepiony Bif
KiJIbKOX MIiCSIIiB IO POKY IIiCJISA MOYaTKy MIPUMOMY IIpelapaTy, MOXKJIMBO, CIPUYNHEHE
JIOKaJIi30BaHOIO Peaklli€lo rinepyyTINBOCTI YIIOBiIbHEHOTO TUILy. KumIkoBa 6io1icisa
TaKMWX ITAIliEHTIB YaCTO BKa3yBaJjia Ha aTpodito BOPCUHOK. AKINO y IMallieHTa
BMHUKAIOTh TaKi CHMIITOMM ITifl Yac JIiKyBaHHS OJIMecapTaHOM, HeOOXiTHO BUK/ITIOUYUTH
iHIIY eTiosorito. Criif pO3rjIgaHyTH IPUIIMHEHHS IPUUOMY OJIMecapTaHy MegOKCOMIITY
B TUX BUNafKaX, KOJIU 1HIIIA €Ti0oJIorid He BU3HaYeHa. Y BUNafKaX, KOJIU CUMIITOMU
3HUKAIOTh i CIIPy-MoaiOHa eHTeponarTisa minTBepaxKeHa Oiorciero, niKyBaHHS
oJIMecapTaHy MEeJOKCOMIJIOM He CJIif] TOHOBJIIOBaTH.

EmHiyHi giOMiHHOCMI

Ak iy BCiX aHTaAroHiCTiB pellenTopiB aHrioteH3uHy lI, anTurinepTeH3uBHUM e(PeKT
oJIMecapTaHy MeJOKCOMIiTy Aello MeHIINU Y MpeOCcTaBHUKIB HETPOIAHOl pacH, HiXK B
IHIIMX ITAIli€EHTiB, MOXKJIUBO, Yepe3 OifbIlly MOIIUPEHICTh HU3bKOT'O PiBHS PEHiHY B Il
MMOMyJISIIil.

ITHwe

3HayHe 3HUXXEHHS apTepiaJlbHOr0 TUCKY Ha TIIi IiKyBaHHS OyOb-TKUMU
QHTUTINEPTEeH3UBHUMHU 3ac00aMM Y IAlli€EHTIB 3 ileMiyHO00 XBOp0o0oIo cepilst abo 3
MMOPYILIEHHSM MO3KOBOI'O KPOBOOOITy MoxKe IMMPU3BEeCTH A0 iHpapKTy Miokapaa Ta
IHCYJIBTY.

[IpenapaT MiCTUTB JTaKTO3y, TOMY MOT0 He CJIi 3aCTOCOBYBaTH Ialli€eHTaM i3
BPOI2KEHOI0 HETIEPEHOCUMICTIO rajlakKTO3U, BPOAKEHO0I0 HeJOCTaTHICTIO laKTa3u abo 3
MIOPYLIEHHSAM BCMOKTYBaHHS I'JIFOKO3U Ta rajlakTO3MU.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHA 2py0010.

BaeimHicmb

® IIPOTUNIOKA3aHUM BariTHUM ab0 XKiHKaM, SIKi IJTaHYIOTh 3aBariTHITH. AKIII0

®

Kappocan
Mg Jac JIikyBaHHS 3acobom Kappmocan ™ MmiaATBEPAXKYETHCS BariTHICTH, KOTO
3aCTOCYBaHHS HEOOXiIHO HETaWHO MPUMMHUTHU i 3aMiHUTH iHIIUM JTiIKapPChKUM
3aco00M, JO3BOJIEHUM [0 3aCTOCyBaHHS BariTHUM. EnmimeMiosioriuHi maHi mpo pu3uk
TepPaTOTeHHOI 0 BIIUBY iHTiOiTOpiB AITI® y I TpuMecTpi BariTHOCTiI He TEPEKOHIIUBI;
OOHAaK JesiKe 30iNbIIIeHHS PU3UKY He MOxKe OyTH BUKIIOYEeHUM. X04a He iCHYE
KOHTPOJILOBAHUX ENifeMiOJIOTIYHUX OaHUX IIPO PU3UK 3aCTOCYBaHHSA aHTaroHICTIB
penienTopiB aHrioTeH3uHy 1, momgiOGHI pU3UMKKU MOXKYTh iCHYBaTH IIPU 3aCTOCyBaHHI

ILOT'0 KJIaCy IpemnapartiB. fAKIo TpuBajla Tepalisd aHTaroHicTaMu pPelenTopiB



aHrioTeH3uHYy Il XKMUTTEBO HEOOXifHa, MalliEeHTKaM, SIKi IIJTaHYIOTh 3aBariTHITH,
PEKOMEHYEThCS 3aCTOCOBYBATH iHIINI aHTUTiNIEePTEeH3UBHI TpenapaTu, 6e3mneka
3aCTOCYBaHHS AKUX IIPU BariTHOCTI HoBenaeHa. [Ipu giarHOCTyBaHHI BariTHOCTI CIIif
HerauHO IMIPUIIMHUTHU 3aCTOCYyBaHHS aHTAroOHICTIiB penenTopiB aHrioteH3uny Il ta
IpU3HauYUTHU ajibTepHaTUBHE JIikyBaHHd. Y Il Ta III TpuMecTpax aHTaroHictu
pelenTopiB aHrioTeH3UHY Il YMHATE TOKCUYHY [il0 Ha IUIiA (IpUTHIYeHHS QyHKITi1
HUPOK, OJIIrOTiipoaMHis, 3aTpUMKa OCH(ikallil KiCTOK dyepelia) Ta HeMOBJIA (HUPKOBa
HeJOCTaTHICTh, apTepiasibHAa TiIOTeH3is, rinepKanieMisi) (OuB. po3ain « Il oKITiHigHI
maHi 3 6e3reku» BUIlle). Y BUNAAKY 3aCTOCyBaHHS aHTAroOHICTiB pelenTopiB
anrioten3uny Il y II Tta III TpuMecTpax Tpeba BU3HAUYUTU (QYHKIIIIO HUPOK Ta
ocudikalliro KiCTOK 4yepera y Ijiofia 3a JaHUMH yJIbTPa3BYKOBOT'O OOCIHIXKEeHHS. 3a
HEMOBJIAITaMHU, MaTepi SKUX 3aCTOCOBYBaJIid aHTarOHiCTU pPeLelTOPiB aHTrioTeH3uny I,
CJIif CIIOCTepiraTy Yepe3 MOKJINBY apTepiabHY TillOTEeH3iio (AuB. PO3Oia
«I[TpoTunokasanHsa» Ta «OcoOIMBOCTi 3aCTOCYyBaHHS»).

I'ooysaHH:A 2py0010

IoBeneHo, 1110 oJIMecapTaH eKCKPETYETHCSA Y MOJIOKO IIypiB, OMHAK aHaJIOT14yHi JaHi1
IIIOMO JIIOOUHM BincyTHI. 2KiHKaM, fKi rogyloTh I'PYALI0, He CIIif 3aCTOCOBYBaTUA
Kapnocan®

JlikapcbKoro 3aco0y Kappmocan

yepes BiICYTHICTh OHOCBiy KOTr0 3aCTOCYBAaHHS y 1iei epion. 3aMiCTh
® MoxHa 3aCTOCOBYBATHU 1HII aHTUTIIEPTEH3UBHI
npenapaTy, 6e3neKa 3aCTOCYBaHHS SIKUX y IIepiof rogyBaHHSA IPyALIO JOBeOeHa,

0COOJIMBO MTPU IOlyBaHHi HEMOBIIST a00 HETOHOIIIEHUX OiTEMH.

30amHicmb enausamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo
IHWUMU MexaHi3Mamu.

® \Mae HesHauHMI a60 IIOMipHUU BILJIUB Ha 30aTHICTh KepyBaTu

Kappmocan
TPAHCIIOPTHUMM 3acoO0aMu UM iHITUMU MeXaHiYHUMHU 3acobaMu. 3arraMopodeHHs abo
HigBUIIleHA BTOMJIIOBAHICTh MOXKYTh 1HOAI BUHMKATH V MAaLli€HTIB, K1 IPUMMaTh

QHTUTINIEePTEeH3UBHY Teparliio, 110 MOXKe IIOPYLINTH 30aTHICTh OO0 pearyBaHHs.

Cnocid 3acTocyBaHHs Ta I03H

IHo3yBaHHSA
Ilopoc i

[TouaTkoBa go0OOBa mo3a ojiMecapTaHy MegoKCcoMiny ctaHoBUThH 10 Mr 1 pa3 Ha
noOy. fKiio 3MeHIIeHHS apTepiaTbHOIO0 TUCKY HEIOCTATHE, TO OO3Y CIIiA 30LIbIIUTHA
no 20 Mr 1 pa3 Ha mo0Oy. AKIo € HeoOXimHICTh, MO3y MpemapaTy MOXKHa 30iTbIIUTH 00



40 mr 1 pas Ha o0y (MakcuMaJsibHa go0oBa mo3a) abo momaTH A0 JIiKyBaHHS
rigpoxsopoTia3ugm.

AHTUTIIEPTEH3UBHUY e€(pEeKT oOJIMecapTaHy MeOOKCOMIiJIy CIIOCTEPIraeThCs, SIK
MIPaBUJIO, IIPOTATOM 2 THUIKHIB ITiCJ/IS ITOYaTKYy JIiIKyBaHHS, a8 MaKCUMaJIbHUMN e(PeKT
CIIOCTepiraeThcsa yepe3 8 TUKHIB Iicsa mo4yaTKy Teparrii. Lle cimig MaTu Ha yBasi npu
PO3TIISAMi 3MiHM PeXXKUMY O03yBaHHS O OyOb-IKOTO MalliEHTa.

ITauienmu aimHvo20 8iKy (65 pokie i cmapwe)

3a3Buyall HeMa€ HeoOXigHOCTI Yy KOPpUT'YBaHHI 03U MalliEHTaM JIiTHLOTO BiKy (IUB.
peKoOMeHO0BaHi J03HU OJIs IallieHTiB i3 mopyiieHHaIM QYyHKIII HUPOK). [Tpu migBuieHHi
mo00BOI 103U 10 MaKCHUMaJIbHOI, 110 CTaHOBUTE 40 MT, CIIifi peTeIbHO KOHTPOJIIOBATHU
aprepiaJbHUU TUCK.

ITauieHmu 3 nopyweHHAM (pYHKUIl HUPOK

MaxkcuMaJsibHa mo06oBa go3a [JIs MalliEHTIB i3 mopyeHHIM QYHKII HUPOK JIerKoro abo
IIOMIPHOT'O CTyHEeHS TAXKKOCTI (KiipeHc KpeaTuHiHy 20-60 Mi1/xB) cTaHOBUTH 20 MT,
OCKIJIbKY [OCBi[l 3aCTOCYBaHHS BUIIMX 03 Y Liil rpyIi BiocyTHiA. OnMecapTaHy
MeIOOKCOMiN He TToOKa3aHUU MMPU TAXKKOMY ITOPYIIeHHI QyHKIIil HUPOK (KIipeHC
KpeaTuHiHny MeHIe 20 MJI/XB) 4yepe3 He3HaYHUU OOCBi MOr0 3aCTOCYBAaHHSA TaKUM
namieHTaM (ouB. po3ainu «OcoOIUBOCTI 3acTOCyBaHHA» Ta «PapMaKOKiHETUKA»).

IMTopyweHHsA ¢pyHKUIT neyiHKu

[Tpu mopyuieHHi (PyHKII1 IEYiHKYA JIETKOT0 CTYIIEHS TSIKKOCTiI KOPEKIIisa 03U He
notpibHa. [Tpu moMipHOMY CTyII€Hi IOPYIIEHHS ITOYaTKOBa 103a OJIMecapTaHy
MeOoKcoMiny cTaHoBUThH 10 Mr Ha noOy, a MakcuMasnbHa - 20 Mr. IIpu cynyTHROMY
IMpU3Ha4YeHHi nalieHTaM i3 mopylIeHHAIM GYHKIII TediHKy aiypeTUudYHuX 3acobiB
Ta/abo iHIIUX aHTUTINEePTEeH3UBHUX 3aC00iB HEOOXiITHO PeTeNIbHO CIIOCTEPIraTH 3a
PiBHEM apTepiaabHOr0 TUCKY Ta QYyHKIIi€I0 HUPOK. OIMecapTaHy MeIOKCOMIil He
MMOKa3aHUM IIPHU TAXKKOMY IIOPYIIeHHI QyHKIIil Me4iHKU Yepe3 BiICyTHICTh
OOCTAaTHLOTO [OCBiMYy 3acToCyBaHHS (OuUB. po3minu «OcoOIUBOCTI 3aCTOCYBaHHSA» Ta
«®apMaKoOKiHeTHKa»). OnMecapTaH MeOOKCOMIJ He CJIi 3aCTOCOBYBaTH MallileHTaM 3
OOCTPYKII€IO 2)KOBYOBUBIAHUX IIISAXiB (AUB. po3min «[IpoTUIIOKa3aHHS»).

IlediampuyHa nonyaauis.
ity Ta OigjIiTKX BiKOM Bifg 6 o 18 pokis

PekomMmeHpnoBaHa rmoyaTkKoBa f03a OJIMecapTaHy MegOKCOMUIY OiTsM BiKOM Bifg 6 go 18
pokiB ctaHoBuUTH 10 Mr 1 pa3 Ha moOy. AKII0 apTepialbHUN TUCK HE



3MEHIIYETHCS AOCTAaTHHOIO MipOI0, 403y MOXKHa mimBuiuTu mo 20 mMr 1 pa3 Ha mo0y.
[Tpu HeoOXimHOCTI OiNIbIIT BUPAXKEHOT0 3HUXKEHHS apTepialbHOT0 TUCKY, OiTSIM i3
Macol0 Tijla = 35 KI' 03y OJIMecapTaHy MeJOKCOMIIy MOXKHa IIiaBUuIluTyU 00 40 Mr Ha
noOy. IIns miTel i3 macoro Tina < 35 Kr mo6oBa [03a He IMOBUHHA IepeBuilyBatu 20
MT.

Cnocib 3acTOCyBaHHSA

3 MeTOI0 JOTPUMAaHHS pPeXXUMY OO3yBaHHS JIiKapChKUM 3acib Kapnocan®

PEKOMEHYETHCSI 3aCTOCOBYBATHU NMPUOIM3HO B OOUH i TOM caMUl 4Yac KOXKEH [eHb, 3
>keto abo Oe3, HANTPUKIIAM Mif Yac CHimaHKy. TabJeTKu CJIif 3anuBaTH HOCTAaTHHOIO
KinbKicTIO piguHu (Hanmpukiag, 1 cCKISHKOIO Bogu). TabeTKy He CIIiJi pO32KOByBaTH.

Himu.

3acTocoByBaTH OJid JIiKyBaHHS apTepialbHOI rinepTeH3il AiTAM Ta OifjliTKaM BiKOM Bif
6 mo 18 pokiB. be3neka Ta epeKTUBHICT O/I4 OiTed BikoM Big 1 mo 5 pokKiB Iie He
BcTaHOBNeHi. HasiBHiI Ha chbOrofHi maHi, HaBegeHi B po3minax «ITob6iuHi peakiiii» Ta
«@apMaKoOnHaMiKa», IpOTe peKOMeHallii 00 JO3yBaHHS CKJIaCTA HEMOXKIINBO.
3acTocoByBaTH IIpemnapar miTaMm A0 1 poky He ciif i3 MipKyBaHb O€3M1eKHU Ta V 3B’ A3KY
3 BIOCYTHICTIO JaHUX.

Ilepeno3yBaHHsA

[ITomo mepeno3yBaHHsA € nullle oOMexkeHa iHpopMmaliisi. IMOBipHimIUM epeKToOM IpHU
IIepeno3yBaHHI € apTepiajibHa TiNIOTeH3id. Y pa3sl rnepeno3yBaHHA 3a [allleHTOM CJIIif
YBaXKHO CIIOCTEepiraTu i IpOBOOUTH CUMIITOMATU4YHY, HiATPUMYIOYY Tepari.

IMaHUX MI0I0 MOXKJIMBOCTi BUBEJIEHHS OJIMEeCapTaHy MeIOKCOMIIY IIJISX0OM giamidy
HeMae.

IToGiuni epexTn

Ornsap npodinio 6e3nexu

[To6iuHi peaxiiii, 1110 HalYacTillle BUHUKAIOTh Y XOIi JIIKyBaHHS 3aco00M Kap)locan@, -

ronoBHi 607 (7,7 %), rpunononi6ui cumntomu (4,0 %) i 3amamopouenHs (3,7 %).

Y nnamne6o KOHTPOJILOBAaHUX MOCIIIIXKEHHSIX MOHOTEpPaIil €MMHOI0 IT00iYHOI0 peakIli€o,
OB’ sI3aHOIO0 3 JIIKyBaHHSAM, Oy/I0 3armaMopodeHHs (4actoTa 2,5 % IIpu 3acTOCyBaHHI
onMecapTaHy MegokcoMminy i 0,9 % y rpymi nnaie6o).



YacToTa BimxuieHb 1ab0paTOPHUX MapaMeTpiB OyJia TPOXU BUIIOIO TPU 3aCTOCYBaHHI
oJIMecapTaHy MegoOKCOMiJly IOPiBHSHO 3 Iyanebo: rineprpuriinepuneMis - 2,0 % npu
3aCTOCYBaHHI ojiIMecapTaHy MeaOKCOMiy mopiBHSHO 3 1,1 % npu 3acToCyBaHHI
raiebo, migBUIlleHHS PiBHSA KpeaTuH ¢ocdokinasu - 1,3 % npu 3acTocyBaHHI
oJiMecapTaHy MefgoKcoMiny nmopiBHsHO 3 0,7 % mpu 3acTocyBaHHI maebo.

HebaxaHi edpekTu 3a pe3ynbTaTaMHU KIiHIYHUX OOCHigKeHb Kapmocany®, mochigKeHb
Oe3reKku mpemnapary, 10 BUUIIOB Ha PUHOK, Ta CIIOHTAHHUX ITIOBiIOMJIEHh HaBeleHi B
Tabnui. [TobiuHi peakilil po3nogiISIOTLECSA 3@ YaCTOTOI BUHUKHEHHS TaKUM YHMHOM:
oyxe 4dacto (3 1/10); gacto (3 1/100, < 1/10); imomi (3 1/1000, < 1/100); pigko (3
1/10000, < 1/1000); opy=xe pioko (< 1/10000); yacTtoTa HeBimoMa (He MoxKe OyTHU
OILliHEeHa i3 HasIBHUX OKepel).

Cucremu opraHis
3a knacudikaiieio MedDRA
[ToGiuHi peakirii YacTtoTa
3 60Ky cucTeMu KpPOBi Ta i
: . TpoMOOIIUTOIIEH S HeuacTo
niMmpaTUYHOI CUCTEMU
3 OOKy iMyHHOI CUCTEMU AHaginakTu4Ha peakilisg Heuacto
lnepTpurniuepugeMisa Yacto
lNoepxonecTtepuHeMis HeuacTto
3 60Ky MeTabo0si3My Ta TpaBJIEHHS
lNnepypukeMmisa Yacto
lNnepxkaniemisa Pigko
3anaMOpOYeHHA YacTto
3 60Ky HEPBOBOI CUCTEMU
['onoBHUM Ginb Yacto




3 60Ky OopraHiB CIyxy Bepturo Heuacto
CrteHOKapmisa Heuacto
3 OoKy cepus
Taxikapmis HeuacTto
3 OOKy CynouH ApTepianbHa rinoTeH3isa Pinko
BpoHxiT Yacto
®apuHTiT Yacto
PecripaTopHi, ToOpakaibHi i
Me[nlaCcTUHaJIbHI IOPYILIEHHSA
Kaiensp Yacto
Punir Yacto
l'acTpoeHnTepur Yacto
IHiapes YacTo
bink B XKUBOTI Yacto
3 OOKY IIITYHKOBO-KHUIITKOBOTO Hynota YacTto
TPaKTy
Hucrmerncis YacTo
bmoBaHHEA Heuacto
Cnpy-niogibHa eHTepoIaTis (OuB. Hyxe
«OcoOIUBOCTI 3aCTOCYBaHHST») pimko




3 OOKy IeYiHKM Ta KOBYOBUBITHUX

) AyToiMyHHUU renaTuT* Hesigomo
IITSXiB
Ex3aHTema HeuacTto
ArnepriyHuy nepMaTuT Heuacto
Kponus’ssHKa Heuacto
3 OOKY IIKip¥ Ta MiAIKipHUX
Y Bucunauusa Heuacto
TKaHUH
CBepbix HeuacTto
Arnonernis Hesigomo
AHTiOHEBPOTHMYHUYN HAOPSK Pigko
ApTtpur Yacto
Bine y ciuHi YacTto
TTopyIIeHHS 3 60Ky CKeJeTHO- Binp y KicTkax Hacro
M'sI30BOl CUCTEMH i CIIOJTy49HO1
TKaHUHH Mianris HeuacTo
ApTtpanrisa Heuacto
M's130Bi cygoMu Pigko
['ematypisa Yacto
[Topy1uieHHs 3 60Ky HUPOK Ta
CE4YOBUBITHUX IIIJISAXIB
[HDeKIisT Ce4OBUBIAHUX IIISAXIB Hacto




['ocTpa HUPKOBa HEOOCTATHICTh Pigko
[TopyuieHHS QYHKITII HUPOK Pigko
binb Yacto
Bine y rpygHin KIIiTIl YacTto
[Tepudepuunuit HabOPSK Yacto
['pUI03Hi CUMIITOMU Yacto
3arasbHi IOPYILIEeHHS [ligBuIilieHa BTOMJIFOBAHICTh Yacto
HaOpsk obonuyus HeuacTto
AcTeHis Heuacto
3aranbpHe He3OyKaHHSI Heuacrto
Jletapriunuu ctas Pinko
[TimBuIlieHHs PiBHS PepMeHTIB
] YacTto
MMeYiHKHN
[TigBuLIeHHS PiBHA CE€4YOBUHU Y KPOBi (HacTo
3miHu 1abopaTOPHUX ITapaMeTpiB
[TigBULIeHHS PiBHSA
: . YacTto
KpeaTuH(POCPOKiHaA3M y KPOBI
[TigBuiieHHs PiBHA KpEeaTUHIHY YV )
Pigko

KpPOBi




*V nicnsipeecTpaliiHOMY I1epPioAi MOBIAOMIISIOCS IIPO BUIIAJAKNU BUHUKHEHHS
ayTOIMyHHOTO TellaTUTY 3 JJaTEHTHUM IIepPiofoM Bif KiTbKOX MiCSIIiB 10 POKIiB, 110 Oyiu
000pPOTHUMHU ITiC/IsI BiMiHU 3aCTOCYBaHHS OJIMecapTaHy.

[ToBimoMiisiyiocss IPO MOOOUHOKI BUMMAOKXU pabmoMiosni3y, moB’sd3aHi B Yaci i3
3acTOCyBaHHSM OJIOKATOPiB pelenTopiB aHrioTeH3uHy II.

IToodamkoea iHgpopmauis npo ocobauesi 2pynu nauyieHmia
ITediampuyHa nonyaauis

Y xomi mBox KITiHiYHMX OOCIiIXKeHb 3 y4acTio giTed Ta migmiTkiB (361 ocoba) BikoM Bin
1 mo 17 pokiB OyB mpoBemeHUN MOHITOPUHT 0e3IeKu oJiIMecapTaHy MegoKcoMiny. Y
TOM Yac KOJIM IPUpPoAa i TIKKICTh MOOIYHMX peaklii Oyla aHaJIoTidyHOIo, K i y
OOPOCJINX IalliEHTiB, YaCTOTa HMKYeHaBeOeHUX MOOIYHUX peaklliil y giTeu Oyra
BUIIOIO, HiXK y JOPOCIIUX:

e HOCOBi KPOBOTEUi y IiTel € mommpeHoio mobiuHoio peakilieo ( = 1/100 go <
1/10), opo sKi He MOBiHOMJISIIU BiJHOCHO JOPOCJIMX MaIli€HTIB.

e IIPOTATOM 3 THKHIB ITOOBIMHO CJIMIOTO OOCIIAXKEeHHS YaCcTOTa BUHUKHEHHS
3arraMOpOYEeHHS Ta T'OJIOBHOTO OO0JII0, 110 BUMaraJsu JIiKkyBaHHs, Oyla MaliKe B [Ba
pa3u BUIIOK y OiTel BIKOM Bif

6 mo 17 pokiB y Ipyiii, 1110 3aCTOCOByBajla OJIMecapTaHy MeJOKCOMIiI y BUCOKHUX 03aX.

3aranoM nmpodinb 6e3meKu oIMecapTaly MeIOKCOMINY Yy IediaTpUYHUX ITAlli€HTiB He
BiIpi3HSIBCSI 3HAYHOIO Mipoio Bif mpodinto 6e3neKy OPOCIUX Ialli€eHTiB.

ITauienmu aimHvo20 BIiKy (65 pokKie i cmapwe)

Y nmailieHTiB JIITHBOTO BiKy TiIIOTEH3is MOXKe CIIOCTepiraTucs Oelio JacTime (Bifg
«PigKO» OO «iHOmi»).

IToBigoMJIEHHS IIPO MOKJIMBI MO0iIYHI peakiil

[ToBigoMieHHS IPO MOKIUBI MOOiIYHI peakilil € AyKe BaXXKJIUBUMHU Y
ImicJisipeecTpaliiHuM Iepion 3aCTOCyBaHHS JTiKapCchKoro 3acoby. lle mae 3mory
IIPOOOBIKYBaTU CIIOCTEPEXKEHH 3a CIIIBBIIHOIIEHHIM KOPUCTI/PU3UKY 3aCTOCYBaHHSA
JIiKapChKOTo 3aco0y. [1o mpalliBHUKIB OXOPOHU 300POB’SI 3BEPTAIOTHCS i3 IPOXaHHIM
MMOBigOMIIATY IIPO Oyab-IKi MOXKITMBI TOGIUHI peakiiii.

VYMoBHM 30epiranas

CnetianbHi yMOBU 30epiraHHs He BUMaraloThCs. 30epiraTu B HEJOCTYITHOMY OJIsSI OiTeu
MIiCII].



VYnakoBka

14 Tabnetok y Omictepi, mo 1 abo 1o 2 6icTepu B KapTOHHiM KOPOOLIi.
KaTeropis Bignycky

3a penemnTomM.

BupooHHK

Menapini-®on XerigeH I'moX.

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

Jleunmirep mrpace 7-13, 01097 [Ipe3neH, HimeyuynHa.



