[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

KAPITOCAJI® 20 MT

(CARDOSAL® 20 MG)

CKkn1ao0:
ditoua pevosuHa: olmesartan medoxomil;
1 TabGneTka, BKpUTa IUTIBKOBOIO 0007I0HKOI0, MiCTUTE 20 MTI' 0IMecapTaHy MeIOKCOMiy;

0ONOMIdICHI peUOBUHU: TIEJTI0JI03a MiKPOKPUCTANIiuyHa, TiIPOKCUIIPOIIINIIEN0I03a HU3bK03aMillleHa,
JIaKTO3U MOHOTIApAT, TifpOKCUIIPOIIIIEN0I03a, Martito creapat, TuTany giokcup (E 171), Tansk,
rinpomernosa.

JIlikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHogHi ¢i3uko-ximiyHi 81acmusocmi: Kpyrii TabneTku, 6i10T0 KOIbOPY, BKPUTI IJTiBKOBOIO
000JIOHKOI0, 3 XapaKTEPHUM 3arlaxoM, fiaMeTpoM mpubnu3Ho 8,5 MM, i3 TucHeHHsIM «C14» 3 0IHOTO
00Ky .

dapmakoTepaneBTHYHa rpyna. bnokatopu peuentopis arrioren3uny II. Kog ATX C09C A08.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

®apMakoIVHaMiIYHi BIaCTHBOCTI.

OnMecapTaHy MefOKCOMIN € CUIbHOLIIOUMM IIepPOpabHO aKTUBHUM CEJIEKTUBHUM aHTarOHiCTOM
penientopi (tum AT,) aurioren3uny II. OuikyeTbcs, 110 BiH 06510Kye Bci mil aurioten3uny II, ski
ornocepenkoBaHi peuentopoM AT,, He3aleXKHO Bif AXKepesia i NUIIXy CUHTe3y aHTrioTeH3uHy II.
CenekTUBHHMY aHTaroHi3M peuentopiB AT, anriotreH3uny Il npu3BoAuTh OO0 MiABUINEHHS PiBHA PEHIHY
y TJ1a3Mi KpOBi Ta KOHIIEHTpalii aHrioTeH3uny [ i II, a TakoXK [0 OesIKOro 3MeHIIIeHHS KOHIIEHTpaIllil
ab0CTEPOHY Y IIJIa3Mi KPOBI.

Anrioten3uH Il € 0CHOBHMM Ba30aKTUBHUM TOPMOHOM peHiH-aHl"iOTeHBI/IH-aJTLI[OCTepOHOBOi CHCTEMH i



Bifirpa€ BaxK/IMBY poJib y maTodiziosnorii apTepianbHol rinepTeHsii yepe3 pelentopu tumy 1 (AT,).

Kniniyna ebeKkTHBHICTS i Ge3meka.

[Tpu apTepianbHill rinepTeHsil o1MecapTaHy MeLOKCOMIN CIPUYNHSE N0303aeXXKHe TPHUBae
3HUKEHHS apTepianbHOTO TUCKY. HemMae CBif4eHb 040 BUHUKHEHHS apTepiaabHOl TinoTeH3il micis
IPUHOMY IepIioi Jo3u, Taxidinakcii mig yac TpuBanoro mikyBaHHS ab0 CUHAPOMY BigMiHU Imicys
IPUNUHEHHS JTiKyBaHHS.

OpHopa30Bul moOOBUI MPUIOM NO3U OIMecapTaHy MenoKcoMiny 3abe3neuye eheKTUBHE i M'sKe

3HUKEHHS apTepialbHOT0 TUCKY ImpoTsaroM 24 rogud. OgHopa30Buii J0OOBUY IPUIOM N03U
npernapary 3abe3neuye Take XK 3HUKEHHS apTepialbHOTO TUCKY, K i IPX 3aCTOCYBaHHi #oro m060Boi
IO34, PO3IOMAiNIeHOI Ha 2 IPUMOMHU IIPOTSITOM HOO0H.

[Tpu Ge3nepepBHOMY JTiKyBaHHI MaKCUMaJlbHe 3HUKEHHS apTepialbHOT0 TUCKY [OCATAEThCS Yepe3 8
TUKHIB IIC/IS MOYATKy Teparllii, Xxo4a CyTTEBe 3HUKEHHS apTepialbHOT0 TUCKY CIIOCTEPIraeThCs BXKe
yepe3 2 TUXKHI JIiKyBaHHSA. [Ipy 3aCcTOCYBaHHI pa3oM 3 TiAPOXJIOPOTia3ugOM CIIOCTEPIra€THCA
NOOATKOBE 3HUXKEHHS apTepiaJbHOTO TUCKY 1 TaKUH CYIYyTHIN IPUUOM IIpelapaTiB IepeHOCUTHCS
moOpe.

BroinuB onMecapTaHy Ha J€TalbHICTh i 3aXBOPIOBAHICTH ITOKY 1[0 HEBIJOMHUI.

Y xomi paHOOMi30BaHOTO JOCIfIKEHHS OJIMecapTaHy i 3anodiranHsa Mikpoanb0yMiHypil npu giabeti
(mocmimxxenus ROADMAP), mo sikoro Oyio 3any4deHo 4447 mamieHTiB 3 miabetom II Tumy, 3
HOPMOA/ILOYMiHYpI€I0 i 3 MpUHAWMHI OMHUM YMHHUKOM PU3UKY CEPLEBO-CYOUHHUX 3aXBOPIOBaHb,
BHBYAJIM MOXKJIMBICTE BifTepMiHyBaHHS [T0YaTKy PO3BUTKY MiKpoanbOyMiHypil 3aBOsSKM JTiIKyBaHHIO
oMecapTaHoM. [IpoTATroM HaCTYIIHOTO OOCIIIIXKEHHs, 1[0 TPUBAJIO, ¥ CEPEeNHLOMY, 3,2 POKY,
TallieHTH OTPHMYBAJIK OJIMecapTaH abo miaiedo y JofaTOK A0 iHIINX aHTUTIePTEeH3UBHUX
JiKapChbKUX 3aco0iB, OKPiM aHTiOTEeH3KWHIIEPeTBOPIOBaIbHOTO hepMeHTy (AIID) abo GrokaTOpiB
penenrtopiB aurioren3uny II (BPA).

[TepBuHHA KiHIIeBa TOYKa, Yac A0 MOSBU MiKpoanbOyMiHypii 30inbumuBcs Ha 23 % mpu 3aCTOCYyBaHHI
onMecapTaHy (KoedillieHT pu3uKy [AJd Mo4aTKy MikpoansOyminypii 0,77; 95,1 % moBipuuit iHTepBan
[[II], 0,63-0,94; p = 0,01). ITicns KopuryBaHHSI HE3HAUYHUX [TI0YATKOBUX BiIMIHHOCTEN 3a iHOEKCOM
MacH Tifla, TOKa3HUKaMHU apTepianbHOro TUCKY (AT), piBHSIMHU NIONPOTEIAiB BUCOKO] IIiJIbHOCTI
Koe(illieHT pU3UKY AJIS MepBUHHOI KiHIleBoi Touku cTaHoBuB 0,75 (95,1 % [I, 0,62-0,92; p = 0,0006).
[Tomi6ui pe3ynbTaTul Oy OTPUMaHi B IONlepeAHLO BU3HAYEHOMY aHasli3i 3a MPOTOKOJIOM Ta B POSt
hoc anarnisi, AKKil BUKJII0OYaB Nalli€HTIB, SIKi IepefdyacHO NPUIMHUIN OOCTiAXKYyBaHe JIiKyBaHHS.
3HUKEHHS IePBUHHOI KiHIIeBOl TOYKM IIPHU 3aCTOCYBaHHI OJIMecapTaHy 3a/IMIIUTIOCS MiCIsa
KOPUT'yBaHHA BigMiHHOCTeH 3a AT.

3a KpUTepisAMHU KITiHIYHUX CIIOCTEPeXKEeHb BTOPUHHUX KiHLIEBUX TOYOK, BUIIAAKU CEPLIEBO-CYAUHHUX
OPYLIEeHb Tpamisanucs y 96 maiienTis (4,3 %), SKi npuiiManu onMecapTas, i y 94 maiieHTis (4,2 %)
rpynu mane6o. YacToTa eTanbHUX HACTIiAKIB Uepe3 ceplieBO-CYyAUHHI 3aXBOpIOBaHHS OyJia BUILIOIO
IIPY 3aCTOCyBaHHI 0OIMecapTaHy, HiXkK IIpU 3acToCyBaHHI marne6o [15 marienTis (0,7 %) mopiBHSAHO 3
3 xBopumu (0,1 %)], He3Baxkalo4yu Ha MOMiIOHY YaCTOTY BUIAMKiB HEJIEeTaJIbHOTO iHCYNBTY [14
nauieHTis (0,6 %) nopiBasiHO 3 8 xBopuMH (0,4 %)], HenetanbHOrO iHPAPKTYy MioKapay [17 mauieHTiB
(0,8 %) mopiBusHO 3 26 xBopuMu (1,2 %)] Ta neTanbHUX HACTIOKIB Bif iHIKX, HE TIOB'I3aHUX i3
CepIeBO-CYAMHHUMY 3axBOopioBaHHAMHU npuyuH [11 mamienTis (0,5 %) nopiBasAHO 3 12 xBopuMmu (0,5
%)]. IIpu 3acToCyBaHHi 0OIMecapTaHy 3arajibHa JIeTaJbHICTh Y YMCEeIbHOMY BiIHOIIEHH] 3pocTana [26
nairienTiB (1,2 %) nmopiBasHO 3 15 xBopuMu (0,7 %)], 1m0 OY710 TOJIOBHUM YUHOM pPe3yIbTaToOM OiNbIiol



KiJIbKOCTI JIeTaJIbHUX BUIIA[KIB qepe3 CepI.IeBO-CYI[I/IHHi 3aXBOPIOBAHHAI.

Y xomi mocmimxkeHHs niabeTUyHOI HedpomnaTii CTOCOBHO 3HUKEHHS YaCTOTH BUIAMKIB KiHIIEBOI CTamil
3aXBOPIOBaAHHS HUPOK IIpU 3aCTOCyBaHHI oiMecapTany (gocmigxkenHs ORIENT) BuB4YaBCs BII/IUB
oJIMecapTaHy Ha HUPKOBi Ta CepIieBO-CyaUHHI HacigKu y 577 BimiOpaHUX paHOOMi30BAHUM YHHOM
SITIOHITIB i KMTAMIB, Halli€HTiB, XBOpUX Ha miabet II Tumy, 3 sBHOIO Hedponarie. [IpoTsarom
HaCTYIIHOTO JOCJIIXKEeHH 1[0 TPUBAJIO V¥ cepenHboMy 3,1 pOKy, ali€eHTH OTPUMYBaJId OJIMecapTaH
abo marne6o y 0oJaToK [0 iHIIKWX aHTUTIepPTEeH3UBHUX JIiKiB, BK/I0o4aouy iHribitopu AIIO.

[TepBuHHa KOMOiHOBaHa KiHIleBa TOYKa (TPUBAJIiCTh Yacy 4O MOMEHTY IIE€PIIOr0 IIOOBOEHHS
KOHIIEeHTPallil KpeaTHHIHY Yy CUPOBATIIi KPOBi, KiHIleBa CTafisd 3aXBOPIOBAHHS HUPOK, JIeTaIbHUAN
HaCJigoK 3 Oyab-SKUX IPUYKNH) 3apeecTpoBaHa y 116 martienTis rpynu onmecapTany (41,1 %) iy 129
namieHTiB rpynu mnamne6o (45,4 %) [BigHocHUY pusuk (BP) 0,97 (95 % moBipuui inTepsan (1)
0,75-1,24); p = 0,791]. BropunHa KoM0GiHOBaHa KiHIleBa TOYKa, II0B’sI3aHa i3 CepleBO-CyAUHHUMU
3aXBOPIOBaHHSMH Bifi3HaueHa y 40 malfieHTiB, fKi npuiiManu onMmecapTaH (14,2 %), i y 53 maifieHTiB
rpynu nnate6o (18,7 %). Lis komGiHOBaHa KiHIleBa TOUYKa, IIOB’g3aHa i3 ceplieBO-CyIUHHUMU
3aXBOPIOBAHHSAMH, BKJIIOYasia JieTaJbHUU HACIIOK 3 IPUUYUHY CEPLeBO-CYAUHHUX 3aXBOPIOBaHb y 10
(3,5 %) nauienTiB, sgKi mpuiitManu oJMecapTaH, MopiBHAHO 3 3 namnieHTamu (1,1 %) rpynu nnaue6o,
3aranbHy jeTanbHiCTh 19 (6,7 %) marieHTiB mopiBHAHO 3 20 (7,0 %) XBOpUMU, HENIETAIbHUYU iHCYIBT Y
8 (2,8 %) nauienTis nmopiBHAHO 3 11 xBopumu (3,9 %) i HeneTanbHUY iHPapKT Miokapaa y 3 (1,1 %)
Malli€eHTiB MOPiBHSAHO 3 7 XBopuMu (2,5 %) BimmoBigHoO.

[legiaTpyuyHa NONYNIALIS

AHTHTITIepTEeH3UBHI edeKTH OIMecapTaHy MeIOKCOMIy y memiaTpUYHOl MONy sl 6yiu
IIPOaHasi30BaHi y paHAOMi30BaHOMY IIOABIMHOMY CIIioMy Ijane6o-KOHTPOIHOBAHOMY [OCIIIKEeHH] 3
yyacTio 302 narieHTiB BikoM Bif 6 7o 17 pokis. [locifgKyBaHa rpylia cKjlaganacs 3 IaljieHTiB
HerpoifnHol pacu (112 marienTiB) Ta rpynu (190 marmieHTiB), 3MillIaHol ¥ pacoOBOMY BigHOIIEHH] (cepen
HuX - 38 mallieHTiB HerpoifHoOl pacy). [Ipu4nHOI0 apTepianbHOI rinepTeHsii Oyya nepeBaxkHO
ecceHIlianbHa rinepTteHsis (87 % i3 rpynu nauieHTiB HerpoigHOl pacu Ta 67 % 31 3MilIaHol rpynu).
[MTauienTu 3 Macoo Tina Big 20 mo < 35 Kr 6ynu paHmoMi30BaHi y TPYIH, KOTPUM 3aCTOCOBYBalIH 2,5
MT oJIMecapTaHy MelOKCOMiy (Hu3bKa go3a) abo 20 Mr (BuCoKa 03a) OOUH pa3 Ha mo0y, a mallieHTu
i3 Macoro Tina = 35 Kr 6ynu paHAOMi30BaHi y TPyIH, KOTPUM 3aCTOCOBYBaIU

5 Mr mpermnapary (Hu3bKa fo3a) abo 40 mr (Bucoka no3a) 1 pa3 Ha moby. YV nosi, migibpaniit 3amexkHO
Bif Macwu Tifla, oJiMecapTaHy MefoKCOMiJl 3HaYHO 3HUXKYBaB K CUCTOJIIYHUM, TaK 1 AlaCTONTIYHUYI
TUCK. fIK IpM HU3BKUX, TaK i IPU BUCOKHUX [03aX OJIMecapTaHy MeLOKCOMiJI 3HaYHO 3HUKYBaB
CHUCTOJIIYHUY apTepialbHUM TUCK - BiIIIOBIAHO Ha 6,6 Ta 11,9 MM pPT. CT. (Bif T0YaTKOBOTO PiBHS).
Hanuii eekT cnocTepiraBcs TakKOX Mif 9ac a3y BigMiHY, 10 TpUBaia 2 THKHI y JOZaTKOBO
PaHAOMi30BaHUX I'PyIaX, i Yac KOl 9K CepefHild CUCTOMIYHUM, TaK i AiaCTONiYHUM apTepialbHUN
TUCK IEMOHCTPYBa/IX CTaTUCTUYHO 3HAUYIIlE BiTHOBIEHHS CUMIITOMIB y IpyIIi miiarie60 MOPiBHSIHO 3
T'PYIIoI0, 110 OTPHMYyBaJjia OJIMecapTaHy MegoKCOMin. Y mefiaTpu4HOl MONyIil TiKyBaHHS OyI0
epeKTUBHUM K IIPU IEPBUHHIN, TaK i IpU BTOPHHHIN apTepiabHiil rimepTeH3sil. Tak camo 9K iy
IOPOCNIUX TAIli€HTIB, apTepiaTbHUN TUCK y HiTel HETPOIOHOI pacyu 3HUIKYBABCS MEHIIO Mipow. Y
TOMY XK AOCIifXKeHHi 59 namieHTiB BikoM Bif 1 7o 5 poKiB i3 Maco1o Tina = 5 KT y BiIKpuTi# ¢asi
nocrimxkeHHs: oTpuMyBanu 0,3 MI/KT oJiMecapTaHy MeIOKCOMiTy OIUH pa3 Ha J00y MpOoTATroM 3
TUKHIB, a IIOTIM - y TIOABiMHIN cinili ¢pas3i gocnmigkeHHs - OyIu paHOOMi30BaHi y I'PyIH, 10
oTpuMyBanu abo oiMecapTaHy MeoKCcoMis, abo mane6o. Yepes 2 TUXKHi micis BiIMiHU cepenHin
CUCTOJiYHUI/MiacTOIYHUM apTepianbHUM TUCK Y HUXKHIiN Touli OyB Ha 3/3 MM PT. CT. HUXKYe Y TPy,
III0 OTPHMYBasa 3rigHO paHAoOMi3allil oIMecapTaHy MeqOKCOMINT; JaHa Pi3HUIlA ¥ MOKa3HUKax
apTepianbHOTO TUCKY He SIBJISIacCS CTaTUCTUYHO 3Hauymolo (95 % [I Big -2 mo 7 / Big -1 mo 7).



Ix1ma indopmarris

[IBa BeNMKUX PaHOOMi30BaHUX KOHTPOIbOBAHUX OOCTimKeHHS - fochimkeHHs ONTARGET
(rmobarnbHe OOCHIAXKEHHS KiHIIEBO1 TOYKH IIPK OKPEMOMY 3aCTOCYBaHHi TeJIMicapTaHy i Ipu Horo
3aCTOCYBaHHI y moegHaHHi 3 paminpunom) i gocnigxkeHHss VA NEPHRON-D (gocmigKeHHS LI0[0
HedpomnarTii mpu miaberti, mo mpoBogumocs MiHicTepcTBOM y cripaBax BeTepaHiB CIIIA), BuBYamu
3aCTOCyBaHHS Criony4deHHs iHribiTopiB AII® 3 BPA II.

Hocnigxerus ONTARGET 3pificHIOBaIocs 3 3ajly4eHHSM IallieHTiB 3 iCTOPi€0 CepleBO-CyIUHHUX
abo 11epebpoBaCKyISIPHUX 3aXBOPIOBaHb, ab0 IyKpoBoro Aiabety Il Tumy 3 03HaKaMu PO3BUTKY
ycknagHeHs. [JocnigxeHHss VA NEPHRON-D 3pilicH0Banocs 3 3ajlydeHHIM IallieHTiB 3 IyKPOBUM
niabetoMm II Tumy i miabeTuuyHOIO HEedpOIaTie.

Lli mocmimkeHHS MTOKa3asy, 110, y MOPiBHIHHI 3 MOHOTepaIi€lo, 3aCTOCyBaHHSI KOMOiHOBaHOI Tepartii
He TPU3BEJIO 0 OTPUMAHHS 3HAaYMMOI'0 KOPHCHOTO e(eKTy II0M0 HACTIAKIB i 1eTambHOCTI 3 MPUYUHU
HUPKOBUX Ta/ab0 cepIieBo-CyIMHHUX 3aXBOPIOBAHb, ajle CIPUYUHUIIO MigBUIIEHHS PU3UKY
rinepkasieMii, rOCTPOro MOIIKOMIXKEHHS HUPOK Ta/abo rimoTeHsii. BpaxoByouu momibHi
dhapmakoguHaMiyHi BracTuBOCTi iHridiTopie AIT® i BPA II, oTpuMaHi BUCHOBKHY € CIIPAaBEeIJIMBUMH i
IJIST iHIIMX TTPeICTaBHUKIB IIUX KaTeropii mikapchKux 3aco6iB. TaKUM YUHOM, MAIliEHTaM 3
niabeTnuyHOIO He(dpomaTielo He MOXKHA 3aCTOCOBYBaTH pa3oM iHribitopu AIIO® i BPA II.

Hocnipxenus ALTITUDE (mocmimkeHHs anickipeHy mpu miaberi II Tumy i3 3acToCyBaHHAM KiHIIEBUX
TOYOK, TI0B’sI3aHMX i3 CEepIIeBO-CYIUHHUMY i HUPKOBUMHU 3aXBOPIOBAHHSIMM) OYJI0 IPUCBSIUYEHO
BUBYEHHIO KOPUCTI Bif] ofaBaHHS aliCKipeHy 40 CTaHAapTHOI Teparii inribitopamu ATI® a6o BPA II
IIpU JIiKyBaHHi MalieHTiB 3 IIyKpoBUM fiabeToMm II Tumy i XpoHiYHOIO XBOPOOOIO HUPOK, CEPLIEBO-
CYOVHHUM 3aXBOPIOBaHHSIM, a00 3 o0oMa TakuMu natonorisiMu. Lle mocnimxeHHs OyI0 IMBUIKO
IIPUIIMHEHO y 3B’SI3KY 31 3pOCTAHHSM PU3UKY BUHUKHEHHS HeGaxkaHux eekTiB. Y mopiBHAHHI 3
rpymoio mnaiebo, y MallieHTiB TPYNH aliCKipeHy CMepTh 3 IPUYUHU CepleBO-CYOAUHHUX 3aXBOPIOBaHb
Ta iHCYNBTY Y YUCEIbHOMY BifiHOIIIEHHI Oya OinbIn 4acTo, a BigmoBigHi HebaxkaHi ehekTH i
cepro3Hi HebOaxaHi edeKTH (rinepkamieMis, rinoTeH3sis i mopyueHHs QYHKII HUPOK) PEECTPYBaIUCS
YyacTillle TaKOXK y MallieHTiB I'PYIH aliCKipeHy.

dapmakokiHemuxka.

BCMOKTYBaHHS Ta PO3MOMIT.

OrnMecapTaHy MeIOKCOMIJ - Ile IPOJIiKy. BiH MIBUOKO ITePEeTBOPIOETHCS ¥ (hapMaKOJIOTiYHO aKTUBHUM
MeTaboJIiT 0JIMecapTaH IIif fi€lo ecTepa3 y CIU30Bil 000IOHII KAIIIEYHUKY i B TOPTaIbHii KPOBi mif
yac abcopO1ii 3 TPaBHOT'O TPAKTY.

Y nna3mi KpoBi 4¥ B MPOAYKTax BUIIEHHS OJIMecapTaHy MeIoKCOMiI, 110 He po3maBcsi, abo
He3MiHeHHY O0KOBUH JaHIIOT MeJOKCOMiIbHOI rpynu He BUSBIsucs. CepeqHe abCOMOTHE 3HAUYEHHS
HiomocTymHOCTI oMecapTaHy 3 TaOeToBaHOI JTiKapChKol GOpMU CTaHOBUTE 25,6 %.

CepenHe MakcuMasbHe 3HaueHH (C,,,) OJIMecapTaHy y IIJla3Mi KPOBi OCATAETHCS IPUOTU3HO Yepes
2 TOOVHY TiC/Is BHYTPIIIHBOTO 3aCTOCYBaHHS IIpelapary, i KOHIIeHTpallid K0ro y Iaa3mi
30iMbIIYETHCS MakXKe JIHINHO 3i 30i/IbIlIeHHSIM OMHOPa30BO1 IepopabHol 703U 0o 80 Mr.

[>xa mpakTHYHO He BINMBae Ha 6i0OAOCTYIHICTE OMIMecapTaHy, TOMY OlIMecapTaHy MefOKCOMIN MOXHa
3aCTOCOBYBaTH He3aJeXKHO Biff IPUIOMY 1XKi.

Y dhapMakoKiHeTHIl oiMecapTaHy He CIIOCTEPIrasoch XKOAHOI KITiHIYHO 3HAYYIIO0l Pi3HUIIi 3@ CTATTIO.



3B’s13yBaHHS OJIMecapTaHy MeLOKCOMiy 3 OiTkaMu Ijla3Mu KpoBi € 3Ha4uHuM (99,7 %), ane
TIOTEHIIias oISt KJIiHIYHO 3HAYyIIOTO 3CYBY BEJIMYMHYU 3B'si3yBaHHS 3 OiTKaMu TP B3aEMOi1
oJIMecapTaHy 3 iHIIMMU OOHOYACHO 3aCTOCOBAHUMH JIiIKaPChKUMHU 3aco06aMy 3 BUCOKUM CTyIIEHEM
3B’s13yBaHH4 3 OiTKaMU € HU3bKUM (1110 MiATBEPAKYETHCSA (PAaKTOM BiICYTHOCTI KITiHIYHO 3HAYYIIIOI
B3a€EMOJil MiXK olIMecapTaHy MefoKCOMisioM i BapdapuHom). 3B'I3yBaHHS OIMecapTaHy 3 KJIiTHHaMU
KpPOBi € He3HayHUM. CepefHili 00'eM PO3MOAiNY Mic/is BHYTPIIIHHOBEHHOT0 BBEOEHHS € ManuM (16-29
).

MeTab01i3M i BUBeOEeHH.

3arajpHUY MJIa3MOBUM KITipeHC, sK npaBuino, ctanoBus 1,3 n/rox (KB, 19 %), i 6yB BigHOCHO
MOBiTbHUM TIOPiBHSHO 3 KPoB0o0OiroM y neuinti (mpubnusno 90 n/rom). [Ticns BBeOeHHS 0IHOPA30BOi
TIepopasbHoi J03K OJIMecapTaHy MeLoKCOMiNy, moMideHoro izotonom “C, 10-16 % BBemeHoOl
PafioaKTUBHOCTI BUBOIMIIOCS i3 cevelo (mepeBaxHa KilbKiCTh - TPOTATOM 24 TOOUH IiCIIs BBEOEHHS
[031), a 3aJIUIIOK PafgiOaKTHBHOCTI BUBOOUBCS 3 peKamisiMu. CupaloyuCh Ha TOKa3HUK CUCTEMHOI
mocTymHoCTi (25,6 %), MOXKHa ImigpaxyBaTH, 10 abcopboBaHU 0JIMecapTaH BUBOTUTHCS SK HUPKaMU
(mpubmu3Ho 40 %), Tax i Yepes MeUiHKY Ta KOBYOBUBIAHI minsaxu (mpubnusno 60 %). Bcsa BuBegeHa
pafioakTUBHICTH Oyjia BU3HaueHa K ojiMecapTaH. 2KOogHOTO iHIIOT0 3HAYYIIOro MeTaloiTy
BUSIBJIEHO He Oy10. KHIIKOBO-TIeYiHKOBa PELUPKYIISIISA 0IMecapTany € MiHiManmbHOW0. OCKiNnbKu
3Ha4YHa 4YaCTKa OJiIMecapTaHy BUBOOUTHLCS Yepe3 XKOBYOBUBIAHI LIJISIXHM, 3aCTOCYBaHHS IIperapaTy
nalieHTaM 3 00CTPYKIIi€0 JKOBYOBUBIOHUX IIISIXIiB € MIPOTUIIOKA3aHUM (OUB. PO3Min
«ITpoTUTIOKa3aHHS»).

Kinnesu#l nepion HalliBBUBENEHHA OJIMecapTaHy 3HaXOAuBCA Yy miana3oHi Bifg 10 go 15 rogus micns
H6araTopa30BOro IepopaabHOro 3acTocyBaHHsa. CTabiNbHUM CTaH JOCSATABCSA IIiC/S MPUMOMY TTEPIIUX
KiIbKOX [103 IIpenaparTy, IpUYoMy OJaIbIIOro Moro HaKOMUYEeHHS He CIocTepiranocs yepes3 14 gHiB
IIOBTOPHOTO NputioMmy. HupKoBuii KiipeHc ctaHoBuB npubnau3Ho 0,5-0,7 n/ron i OyB He3aleKHUM Bif
LO3U.

dapMakoKiHeTHKa B 0COOJIUBUX I'PYIIAX IAIli€HTIB.

ITediampuyHa nonyasuisa

dapMakoKiHETHKY OJIMecapTaHy HOCIIIIXKYyBalIk Y IAlli€HTIB 3 apTepiaJbHO rinepTeH3iel0 BIKOM Bif
1 mo 16 pokiB. KiipeHc onMecapTaHy y JaHUX IMallieHTiB OyB CX0KUM Ha KJTipeHC [OPOC/IUX MallieHTiB
3 IIOIIPaBKOI0 Ha Macy Tina.

[adpopmariis npo ¢papMaKOKiHETUKY y IeJiaTPUUHUX NAlli€HTIB i3 MOPYIIEHHIMU (PYHKITM HUPOK
BiCyTHS.

Ocobu nimHvo20 8iKy (65 pokie i cmapwe)

Y mallieHTiB 3 apTepianbHOIO TilePTEeH3i€10 BeInYrHa IJIOIII Tl KpUBOIO «KOHIIeHTpalisg-4ac» (AUC)
y cTabinbHOMY cTaHi 30inbinyBanaca npubnusHo Ha 35 % y nayieHmis A1imHb020 8iKy (BiKoM 65-75
pokiB) i mpubnu3Ho Ha 44 % y nauieHmie gikom 8i0 75 POKiB, IOPiBHSIHO 3 TPYIIO0 MOJIOMIIIOrO BiKY.
Lle moHaliMeHIIIe YaCTKOBO MOXke OyTH IOB’I3aHO i3 cepeHiM 3HUXKEHHSIM (QYHKINI HUPOK V IIit
rpyIi Nali€eHTiB.

ITopyweHHA PYHKUIT HUPOK

Y maiieHTiB 3 1erKUMHU, MOMIPHUMH a0 TSIKKUMU MOPYIIeHHAMU QYHKIII HUPOK moka3Huku AUC y
crabinpHOMY cTaHi 30inbImKIKCS BignoBigHO Ha 62 %, 82 % i 179 % mopiBHSIHO 3 TAKUMU
IIOKa3HUKaMH y 3[I0POBUX JOOPOBOJIBIIB I'PYIIX KOHTPOIO (OuB. po3min «Crocib 3acTocyBaHHS Ta



no3u» Ta «Oco0IUBOCTI 3aCTOCYBAHHS»).

ITopyweHHA pYyHKYiI neviHKu

[Ticns omHOPa30BOI0 IIepPOPaIbHOTO0 3aCTOCyBaHH oKa3HUKU AUC ojiMecapTaHy y IallieHTiB 3
7erkKuM abo IOMipHUM MOPYIIeHHIM QyHKIII medyinku Oynu BigmoBigHo Ha 6 % i 65 % BUIUME, HiXK
TakKi MOKa3HUKY ¥ 300POBUX NOOPOBOIBIIB. Uepes 2 roOuHY Miciig IPUNOMY IIpenapaTry y 3T0POBUX
nOOPOBOJIBLIB i MTAIiEHTIB 3 JIETKUM Ta IOMIpHUM IMOPYIIeHHIM (QYHKIIil Te4iHKK He3B'si3aHa dYacTKa
oJiMecapTaHy cTaHOBWIa BinnoBigHo 0,26 %, 0,34 % 1 0,41 %. Ilicis mOBTOPHOTO IPUUOMY Y
TAlli€HTIB 3 TOMipHUM MOPYIIeHHSIM QyHKIII meuyinku cepenHii moka3Huk AUC onmecapTaHy OyB Ha
65 % OinmbInuM, HiXK y 3M0poBUX 000poBobIliB. Cepenni moka3uuku C,,,, onMecapTany Oynu
nofiOHUMU y MallieHTiB 3 MOPYIIeHHAM QYHKIIIl IeYiHKK Ta Y 3H0P0oBUX K06pOBOIbLiB. OUiHKY
3aCTOCYBaHHS OJIMecapTaHy MeIOKCOMiTy MallieHTaM 3 TSKKUMU IMOPYLIeHHAMHU (PYHKIIil TeYiHKU He
npoBoauiu (ouB. po3min «Crocib 3acTocyBaHHs Ta fo3u» Ta «OCOONIMBOCTI 3aCTOCYBAHHS»).

B3aemo0is 3 iHWuMu AikapcvkKumu 3acobamu.
KonecesenaMm (pe4oBuHa, 110 3B'A3y€ KOBYHI KUCIJIOTHU):

OpHouacHe 3acTocyBaHHA 40 Mr onMecapTaHy MemokcoMiny i 3750 Mr KojeceBeaMy TiIpOXJIOPUAY
IpU3BeJo [0 3HUXKeHHd C,,. (MakcuMaabHOI KOHIIEHTpalil) oiMecapTaHy Ha 28 % i 10 3MeHIIeHHS
noka3Huka AUC onmecapTany Ha 39 %. Crnabmmit edekT (3MeHIIeHHS noKa3HukiB C,,, i AUC Ha 4 %
i 15 %, BiAMOBIHO) CIIOCTepiraBcsl MpyU 3aCTOCYBaHHI 0JIMecapTaHy MeIOKCOMiny 3a 4 TOONUHY Iepen
3aCTOCYBaHHSIM KOJleCeBejlaMy TigpOXJIOpUAy.

[Iepion HamiBBUBEAEHHS OJIMecapTaHy CKOpo4yyBaBcs Ha 50-52 %, He3alexXHO Bif TOro, SKUM YUHOM
110T0 3aCTOCOBYBa/IM - OTHOYACHO 3 KOJIeCeBelaMy TifpoxiopumoM abo 3a 4 TONUHU 10 3aCTOCYBaHHS
IILOTO TIpenapary (IUB. po3ain «B3aeMopis 3 iHIMKUME TiKapChKUMU 3acobaMu Ta iHII BUAK
B3aEMOJIIN»).

ITokniHiyHi OaHi 3 be3neku

Y mocnifKeHHSIX XpOHIYHOI TOKCUYHOCTI Ha Iypax Ta cobakax eeKTu ojiMecapTaHy MelOKCOMiTy
Oynu cxoxi 3 iHmK“MU aHTaroHictamu perentopa AT, i inribitopamu AII®: nigBuIileHHS KOHIIEHTPAIIil
CEYOBUHH B KPOBi (A30T CEYOBHMHU KPOBi) i KpeaTHHIHY (BHACTIAOK QYHKI[IOHAIBHUX 3MiH Y HUPKaX,
CIIpUYMHEeHUX OI0KYBaHHSAM pelenTopiB AT,), 3MeHIIeHHS Macu Ceplis, 3HUKEHHS ePUTPOLUTaPHUX
napaMeTpiB (KOHIIEHTPAIlil ePUTPOLUTIB, reMOTII00iHY, TeMaTOKPUTY), TiCTOJIOTiYHI O3HAKH
ypaXkeHHs HUPOK (0CcepelKy pereHepallii HUPKOBOTO emiTeniio, IOTOBIIeHHS 0a3aibHOI MeMOpaHH,
PO3IMUPEHHST HUPKOBUX KaHAJIbLIIB).

Iani HeOaxkaHi epeKTH, CIpUYMHEHi (hapMaKOJIOTiYHOIO [Ii€l0 OJIMecapTaHy MeOoKCOMIiTy, BUHUKAIIN
TaAKOXK y JOKJiHIYHUX JOCTIIXKEeHHIX 3 iHIIMMU aHTaroHicTaMu petenTtopa AT, Ta inribitopamu AII® i
MOXKYTh OyTH 3MEHIIIEeHi IIJITXOM OJHOYAaCHOT'0 BHYTPIIIHHOTO 3aCTOCYBAHHS HATPilO XJIOPHUAY.

B 060x BU[iB TBapWH CIOCTEpIraay MigBUIEHY aKTUBHICTh PEHiHY Y IIJla3Mi KpoBi Ta
rinepTpodito/rinepmnasito IKCTarjioMepyIsIpHUAX KIiTHH HUPOK. Lli 3MiHU, 9Ki € TUIOBUM e(eKTOM
KJ1acy iHrioiTopiB AII® Ta iHmMX aHTaroHicTiB pemenTtopa AT,, cxoxe, He MalOTh KIiHIYHOI
3HAYYIIOCTI.

[Tomi6Ho mo iHINMX aHTAroHICTiB penentopa AT,, oiMecapTaHy MeIOKCOMIJI IIiABUIIY€E YaCTOTY



XPOMOCOMHUX PO3PUBIB ¥ KyJIbTypi KiIiTHH in vitro. OgHak nonibHi edekTy He Oynu BiTTBOPEHi B
IEKINbKOX AOCHIAXKEHHSX in Vivo, iie 0IMecapTaHy MegOKCOMIJT 3aCTOCOBYBAJIM BHYTPILIHBLO Y OyXKe
BHCOKMX f103ax, 70 2000 mr/kr. YV ninomy gaHi Bce6iuHOT0 JOCITigXKeHHS Ha TeHOTOKCUYHOCTh
CBi4aTh IIPO Te, 10 TEHOTOKCUYHA [is OJIMecapTaHy IIpU KJIiHIYHOMY 3aCTOCYBaHHI MaJlOMMOBIpHa.

Kanneporennux edekTiB onMecapTaHy y ABOPIYHOMY OOCIiIKeHHI Ha IIypax i IBOX MIECTUMICIYHUX
OOCHIiIXKEeHHSX Ha TPAHCTeHHUX MUIIAX He CIIOCTepirau.

Y mocnigKeHHSX PENpPOOYKTUBHOI TOKCUYHOCTI Ha IIypax oJIMecapTaHy MeOOKCOMIJ He BIIJINBaB Ha
(GbepTUNIbHICTE 1 He YMHUB TEPATOTEHHOrO fil. fIK i y BUagKy 3 iHIIMMM aHTaroHiCTaMU PeLeTOPiB
aHrioTeH3uny lI, micnsa ekcno3utiii onMecapTaHy MeOOKCOMIiTy BUKUBaHHS ITIOTOMCTBa Oyia
3HUIKEHA, a ¥ CaMOK, SIKi OTpUMYBa/IH IIpelapaT Ha Mi3HiX TepMiHax BariTHOCTI i mif Yac nakTatiii,
Bi3Havaslacs OuaTalliss HUPKOBUX MHUCOK. 4K i iHII rimoTeH3uBHI NTiKapchKi 3aco0u, oJiMecapTaHy
MeIOoKCOMis 6yB OiNbI TOKCUYHMIM [J151 BaTiTHUX KPOJIiB, HiXK IJ151 BariTHUX IIypiB, IPOTe He YMHUB
IpY LbOMY (GETOTOKCHUYHY Hil.

Kniniuni xapakKTepuCTHKH.

Iloka3anusa.
JlikyBaHHS eceHIlia/JIbHOI apTepiaabHOI riepTeH3il y JOpOCINX MallieHTiB.

JIikyBaHHSI apTepiasibHOI TinepTeH3sii y miTel Ta miAmiTKiB BikoM Bif 6 1o 18 pokis.

IIpomunoka3aHHsA.

- [TigBuileHa YyTIUBICTH [0 [iI040l PEYOBUHU ab0 [0 OOHOTO 3 KOMIIOHEHTIB JIiIKapChKOTO
3aco0y (guB. «CKmam»).

- BariTHi abo XiHKH, SIKi I7IaHYIOTh 3aBariTHITH (OuB. «OCOGIMBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHS y Iepiof] BariTHOCTI ab0 TOmyBaHHS TPYHAOI0»).

- OOCTpyKIig XKOBYOBUBIIHUX MIIAXiB (AUB «PapMaKOKiHETHKA»).

- OpHOYacCHe 3aCTOCYBaHHS OJIMecapTaHy MeJOKCOMIiNy 3 IpelapaTaMy, 110 MiCTSATh
asickipeH, MpOoTUIIOKa3aHe MalliEHTaM, XBOPUM Ha I[yKpoBuii fiabeT Ta HUPKOBY HEJOCTATHICTh
(BMAKicTh Ky6oukoBol Ginbrparnii (IIK®) < 60 mi/xs/1,73 M°) (nuB. «B3aeMopis 3 iHMIUMH
JMiKapChbKUMH 3aco0aMu Ta iHIIm BUOM B3aEMOfin», «PapMakoguHaMiKa»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[Tis1 iHITMX JTiKapChKUX 3aCc00iB Ha OIMecapTaHy MEeIOKCOMIJI.

IHwi npenapamu 3 2in0OMeH3uBHO Oi€H0

linoTen3uBHUM eeKT oIMecapTaHy MeLoKCOMiny Moxe OyTy 30inblIeHnH ITPU OGHOYACHOMY



3aCTOCYBaHHI 3 iHIIMMU TIMOTEH3UBHUMM IIpellapaTaMu.
IHeibimopu AII®, 610kamopu peyenmopie aHeiomeH3uHy II abo anickipeH

[Tonpitina 6710Kaga peHiH-aHTiOTeH3UH-anbooCcTepoH0BOI cucteMu (PAAC) 3a momoMoro0
KOMOiHOBaHOTO 3acToCyBaHHS iHTibiTopiB AII®, 610KaTOPiB perenTopiB aHrioTeH3uny I abo
asickipeHy OB’s13aHa 3 Oi/IbII BICOKOIO 9YaCTOTOH MOOiuHNX e(DeKTiB, TaKUX K apTepiaibHa
TinoTeH3id, TinepKanmieMis i 3HUKEHHS (PYHKII1 HUPOK (Y TOMY YHUCJIi TOCTpa HUPKOBA HEIOCTaTHOCTH)
IIOPiBHSHO 3 OKPEMHUM 3aCTOCYBaHHSM IIpernapartis, mo gitoTb Ha PAAC (guB. «[IpoTUIOKa3aHHS»,
«0Oco6uBOCTi 3acTOCyBaHHS», «®apMakofguHaMiKa»).

ITpenapamu kanairo ma kanitizbepizaroui diypemuuHi 3acobu

[Ipy ogHOYACHOMY 3aCTOCYBaHHI IIpenaparis, 10 Oi0Th Ha PeHiH-aHri0TeH3UH-a/IbI0CTEPOHOBY
cucTeMy 3 Kasiia0epiralounMu giypeTUYHUMHU 3aco0aMH, IpenapaTaMu Katito, 3aMiHHUKaMU COJIi,
110 MIiCTSTh KaJil, abo iHIMMMU IIperapaTaMy, 10 MOXKYTh MigBUIIYBATH PiBeHb KaJlilo (HalpuKiam,
rerapruHOM), MOXKJIMBe TIiIBUILIEHHS KOHIIEHTpalil KaJsilo y CUpPOBaTIli KPOBi, TOMy TaKe OHOYaCHe
3aCTOCyBaHHS He PeKOMeHAYEThCA (quB. «OcoOIMBOCTI 3aCTOCYBAHHS»).

HecmepoidHi npomu3anaavHi npenapamu (HIT3I1)

HIT3II, y ToMy 4ucIi alleTUICcaIiliIoBa KUCIOoTa B f03i Oinbie 3 T Ha 700y, a TakKoX iHribiTopH
LIOT-2 Ta aHTAroHICTU pellenToPiB aHrioTeH3uHy Il MOXYTh AiATU CUHEPriYHO, 3MEHIIYIOYN
KIy004KOBY ¢inmbTpairito. OmHOYacCHe 3aCTOCYBaHHS LIUX IIperapaTiB MMOB’I3aH0 3 PU3UKOM I'OCTPOI
HUPKOBOI HEJOCTATHOCTI. ¥ TaKuX BUIaAKax Tpeba KOHTPOIIOBATH QYHKIII0 HUPOK Ha IOYATKY
JIIKyBaHHS Ta JOCTAaTHE HAOXOIXKEHHS PIIUHYU B OpPTraHi3M Ialli€HTa.

Kpim uporo, HIT3IT npu ompHOYaCHOMY 3aCTOCYBaHHI MOXKYTh 3MEHIIIYBATU aHTUTIIEPTEH3UBHY [il0
aQHTaAroHICTiB PeLenTopiB aHrioTeH3uHy Il i TPU3BOAUTH OO 3HMKEHHS 1X €(PEeKTUBHOCTI.

CeiceecmpaHm JHCOBYHUX KuCs0m KoJ/s1ecesendm

OpHOYacHe 3aCTOCYBaHHSI CEKBECTPAHTY XKOBUYHUX KUCJIOT KOJIeCeBelaMy TigpOXJIOPUAY 3HUXKYE
CHCTEMHUU BILINB Ha IIiKOBI KOHIIEHTpAIlil 0OJIMecapTaHy y IJ1a3Mi KPOBi Ta CKOPOUYeE MepPiof 1oro
HalliBBUBEEHHS. 3aCTOCYBaHHs OJIMecapTaHy MeJOKCOMIiy IOHaMeHIlle 3a 4 TOOQUHY 00 IpUoMy
KOJIeceBeJlaMy TiIpOoXJIOpUAy 3MeHIIyeE iX B3aeMofito. ToMy CIIifi 3aCTOCOBYBaTH OlIMecapTaHy
MeIOKCOMiTy IOHAaMeHIIe 3a 4 TOAUHYU 00 IPUKXOMY KOJleceBesiaMy TigpoxXIopuny (ous.
«PapMaKOKiHETUKA»).

Inwi npenapamu

[TomiueHo oMipHe 3HUKEHHS 0i0OCTYIIHOCTI 0JIMecapTaHy MeIOKCOMINy Iicis JiKyBaHHS
aHTaluaaMy (MarHio-aaioMiHiio rigpokcun). OgHOYacHe 3aCTOCYBaHHSA 3 BaphapuHOM Ta
OUTOKCUHOM He BIIJINBAa€ Ha (papMaKOKiHETHKY OIMecapTaHy MeLOKCOMiNy.

[Tisi omMecapTaHy MeIOKCOMINy Ha iHImi JikapchKi 3ac00u.
ITpenapamu aimirw

[Tpu ogHOYACHOMY 3aCTOCYBaHHi JTiTio 3 iHTiGiTOpaMu aHTiOTEeH3MHIIEPETBOPIOBAILHOTO (EPMEHTY Ta
3 aHTArOHiCTaMU pellenTopiB aHTioTeH3uHY Il cocTepiranocs 000poTHe MifABUILIEHHS KOHIIEHTpalil
JIiTiI0 B CHPOBATIIi KPOBi Ta MifBUII[EHHS TOKCUYHOCTI MO0 IIpenapaTiB, TOMy Taka KoMOiHaIlis He
pekoMeHayeThCs (auB. «OCOOMIMBOCTI 3aCTOCYBaHHS»). AKIIO TaKe OQHOYACHE 3aCTOCYBAHHS



HeoOXigHe, TO TAaKUM IalliEHTaM PEKOMEHIYETHCST PETEIbHUY KOHTPOIb KOHIIEHTpAIlil IiTio B
CHUPOBATII KPOBI ITifl Yac IiKyBaHHS.

Inwi npenapamu

He BusiBUNM KJIiHIYHO 3HAYYI[0I B3a€EMOIil OIMecapTaHy MeLOKCOMiny 3 BaphapruHOM, UTOKCHHOM,
aHTaIKA0M (aJIOMiHi0 TigpOKCHUA/MarHio riipoKCH), TiApoXI0pOTia3ui0OM Ta IpaBacTaTUHOM.
30KpeMa, oMecapTaHy MeOOKCOMIiI CYTTEBO He BIIMBAB Ha ¢apMaKoguHaMiKy abo
bapMakokiHeTUKy BaphapuHy, abo Ha GapMaKOKiHETUKY IUTOKCHUHY.

Takox He OyJI0 BUSBIIEHO KJTIHIYHO 3HAUYINOI iHTi6y1040i mil omMecapTaHy MegoKCOMiny Ha
dbepmenTu 1A1/2, 2A6, 2C8/9, 2C19/ 2D6, 2E1, 3A4 Tta uutoxpom P450 y mopunm in vitro Ta
oMideHWY MiHiManbHUN ab0 HyIHOBUM iHOYKOBaHUM edeKT 1moao nuToxpomy P450 y mrypis. Tomy
IOCTiAKeHb B3a€MOfil in vivo 3 BitoMuMu iHribiTOpamMu Ta iHgyKTOpaMu (GepMeHTiB 1uToxpomy P450
He ITPOBOIUIIY Ta KJIiHIYHO 3HAUYYIIUX B3AEMOIiil MiXK 0JIMecapTaHOM Ta IIpenapaTaMu, MeTabomizM
SIKUX 3a0€e3MeuyeThCs BUllleBKa3aHUMU pepMeHTaMu 1uToXpoMy P450, He 04iKyEThCS.

ITediampuyHa nonyasuyis

HocmifKeHHS B3aEMO{Iii 0JIMecapTaHy MeIOKCOMiJy 3 iHIIUMH JIiKapCbKUMHU 3aco0aMu IPOBOAUIIN
JIMIIIE 3 YYacCTIO JOPOCIIMX NallieHTiB. HeBimomo, 4 cX0Xi maHi B3aEMOZil ¥ JOPOCIUX Ta TiTeH.

Oco06 1ueocmi 3acmocye8aHHs1.
3MeHweHHS 06’eMy LUPKYAH0H0U0i Kposi

Y natieHTiB 3i 3MeHIIeHUM 00’€MOM ITMPKYII0I040i KPOBi Ta/ab0 HU3bKKUM piBHEM HATPil0 y CUPOBATIIi
KPOBi BHACJIIIOK iHTEHCHUBHOI Tepail fiypeTukaMu, 00MeKeHOr0 CII0KMBaHHS COJIi 3 1Keto, giapel
abo 61I0BaHHS MOXKe PO3BUHYTUCS CUMIITOMaTUYHA apTepianbHa rinmoTeH3is, 0oco6nuBo micis
3aCTOCYBaHHS IEPINOI J03HU JIiKapchbKoro 3aco0y. Taki 3MiHU CHifl YCYHYTH [0 IOYATKY JiKyBaHHS
oJIMecapTaHy Me[OKCOMIiIOM.

THwi yMo8u, N08’A3aHI 31 CMUMYAAUIEI0 PEHIH-AH2I0MEeH3UH-a1600CMepoH080I cucmemu

[MamienTy, y IKUX CyOUHHUHE TOHYC Ta QyHKIig GinbiIoio Mipoio 3anekaTh Bif aKTUBHOCTI PeHiH-
aQHTiI0TEeH3WH-aIbA0CTEPOHOBOI CUCTEMH, HATPUKIIaM MAIliEHTH i3 TSIKKO0 3aCTiMHOI0 CePIIeBOI0
HEeJOCTaTHICTIO ab0 3 IIAaTOJIOTi€l0 HUPOK, Y TOMY YMCIIi 31 CTEHO30M HUPKOBOI apTepii, MOXKYyTh
pearyBaTy Ha iHIII ITpenapaTy, 110 BIJIMBAIOTE Ha II0 CUCTEMY, TOCTPOIO apTepiasibHOI0 Iill0TEH3i€I0,
a30TeMi€lo, oftirypieto abo, y pifKicCHUX BUIaKaX, TOCTPOI0 HUPKOBOIO HENOCTATHICTIO. 3aCTOCYBaHHS
aHTaroHiCTiB penlenTopiB aHrioTeH3UHY Il MOXKe CynpOBOAXKYBATHUCS MOKIOHUMY edeKTaMHu.

BasopeHanvbHa 2inepmeH3sis

3acTocyBaHHA IIpenaparis, 1[0 BIJIMBAIOTh Ha PEHIH-aHTI0TEH3UH-a/IbIOCTEPOHOBY CUCTEMY, Y
MAIliEHTIB i3 IBOOIYHUM CTEHO30M HUPKOBOI apTepil emUHOI HUPKH, 110 QYHKIIIOHYE, TTOB’sI3aHe 3
PU3UKOM PO3BUTKY TSIKKOl apTepiabHOL FiNOTEeH3il Ta HUPKOBOI HEIOCTAaTHOCTI.

IMopyweHHA pyHKUII HUPOK Ma MPAHCNAAHMAYisA HUPKU

Y matieHTiB 3 nopyieHHIM QYHKIII HUPOK, SIKi 3aCTOCOBYIOTh OJIMecapTaHy MeLOKCOMII,
PEKOMEHYEThCA IIePiogUYHO KOHTPOJIIOBATH KOHIIEHTPALIII0 KaJlilo Ta KpeaTUHIHYy y CUPOBaTLIi KPOBI.



3acTocyBaHHS OJIMecapTaHy MeJOKCOMily He peKOMeHIOBaHe MallieHTaM i3 TIKKHUM MIOPYIIeHHIM
byHKIi HUpOK (KmipeHc KpeaTuHiny Mentte 20 mi/xB) (nuB. «Croci6 3acTOCyBaHHS Ta HO3U»,
«®apMaKOKiHeTHKa»). [JOCBi 3aCTOCyBaHHS OJIMeCapTaHy MeJOKCOMIy IallieHTaM, sIKi HelaBHO
TIepeHecsd TPAHCIJIaHTallilo HUPKU abo y mallieHTiB i3 TepMiHanbHOI HHPKOBOIO HEIOCTATHICTIO
(kipeHC KpeaTHHiIHY MeHIe 12 MJi/XB) BiACYTHiH.

ITopyweHHA PYHKUII neviHKu

OnMecapTaHy MeOKCOMIiI He PeKOMEHI0BAHUY [JIs1 3aCTOCYBaHHS MalliEHTaM i3 TIXKKUM
NopylIeHHSM GYHKIIII IediHKK Yepe3 BilCYTHICTh MOCBimy #oro 3acTocyBaHHs (muB. «Croci6
3aCTOCyBaHHS Ta [[03W» LIOJ0 [03yBaHHS IIpelapaTy Mpu JIETKOMY Ta IIOMipHOMY IOPYIIeHHI QyHKIIii
MeYiHKu).

TI'inepkaaiemisn

[Ipenapaty, 110 BIIMBAIOTh HA PEHIH-aHTI0TEH3UH-a/IbIOCTEPOHOBY CUCTEMY, MOXYTh IPOBOKYBATU
rinepkasnieMito. Pu3ux ii po3BUTKY 36ibIIYETHCS Y MAI[iEHTIB TITHLOTO BiKY i MOXKe MaTH JIeTalbHUM
pe3yJnbTaT IIpU HUPKOBiM HEIOCTATHOCTI Ta L[yKPOBOMY AiabeTi, IpU CyIyTHHOMY 3aCTOCYBaHHI iHIINX
IIpenaparis, 10 IPU3BOAATE 0 MiABUINEHHS PiBHA Kaslilo Ta/a00 IpU HasgBHOCTI iHTEPKYPEHTHUX
3aXBOPIOBAHE.

[Tepen npu3Ha4YeHHIM CYIIYTHIX Ipenaparis, 10 BIJIUBaIOTh Ha PEHiIH-aHTi0TeH3UH-aIbg0CTEPOHOBY
CHCTEMY, CJIil PETEJIbHO OL[IHUTH CIIiBBITHOIIEHHS MOXK/INBOI KOPUCTI Ta MOXKJIUBOT'0 PU3UKY LIHOTO
JiKYBaHHS Ta PO3TJISTHYTH iHII MOXKIMBOCTI Teparii (TakoX auB. po3nin «IloxsifiHa 610Kaa peHiH-
aHTi0TeH3UH-anbgocTepoHoBol cucteMu (PAAC)»). 1o ocHOBHUX (aKTOpiB PU3MKY TillepKasieMil
BiIHOCSATBCS:

- IIyKpoBuUii fiabeT, mopyuieHHs QyHKINI HUPOK, MaIlieHTH BikoM Bif 70 POKiB;

- KoMOiHallisg 3 omHUM a0 KiTbKOMa IIpernapaTaMHu, I0 BIUIMBAIOTh Ha PeHiH-
aHTiOTEeH3WH-aJIbIOCTEPOHOBY CUCTEMY Ta/abo 3 ImpenapaTaMu Kaiio. [leski npenapaTy, HaBiTh
KJIaCH IIpernaparTiB MOXYTh CIIPUYMHUTHU TillepKalieMil0: 3aMIHHUKY COJIi, KaJIiEBMICHI ITpenaparTy,
Kanin3bepiraioyi giypetruHi 3acobu, inribitopu AII®, aHTaroHICTH PelEeNnTopPiB aHTioTeH3uHY I,
HEeCTepOoIfHi mpoTu3ananbHi 3acobu, y ToMy 4ucii celekTuBHi iHribiTopu LIOI-2, remapus,
iMyHOmEenpecaHTy, HaPUKJIaf, IUKJIOCIOPUH ab0 TaKpOJIiMyC, TPUMETOIIPUM;

- IHTepKypeHTHI 3aXBOPIOBaHHS Ta CTaHU, Y TOMY YMCJIi Aerigparallis, rocrpa
OeKOMIIeHCAIlisI CepIeBol MisiTbHOCTI, MeTabOoIiYHUH anumo3, 30iIbIIeHHS TIXKKOCTiI HUPKOBUX
TIOpYIIeHb, PANITOBE MOPYIIeHHS GYHKIIII HUPOK, HalPUKJIIaA, Mpu iHPeKIiHHNX 3aXBOPIOBAaHHAX,
Ji3WC KIIITWH, HAaIPUKIaf, IPK TOCTPii imemil KiHIiBOK, paOmoMiosnisi, momiTpaBmax.

Y nmatieHTiB i3 TakUMU (aKTOPaMU PHU3UKY PEKOMEHYETHCS MOCTiIMHUM KOHTPOJIb KOHIIEHTpallii
KaJIilo ¥ CHpoBaTlli KpoBi (nuB. «B3aemopmis 3 iHIIMMY JTiKapCbKMMU 3aco0aMu Ta iHII BUAH
B3aEMOJIiN»).

IToositiHa 610Kada peHiH-aHziomeH3uH-a1b0ocmepoHoeoi cucmemu (PAAC)

IcHye mokas Toro, 1o OffHOYacHe 3acToCyBaHHS iHTiOiTOpiB ATI®, 6710KaTOPiB pPelenTopiB
anrioteH3uny Il abo amickipeHy migBuUIly€e PU3UK apTepianbHOI TinoTeH3il, rinepkaieMii i 3HUKEHHS
GyHKIII HUPOK (Y TOMY YHKCJIi TOCTPOl HUPKOBO1 HeJocTaTHOCTI). ToMy nopsitiHa 61okaga PAAC B
TI0B’sI3aHa 3 OJHOYACHUM 3aCTOCYyBaHHAM iHTiOiTOpiB ATI®, 610KaTOpiB perenTopiB aHrioTeH3uny II



abo aricKipeHy He peKoMeHIoBaHa (IuB. «B3aemomis 3 iHIMMMHU NTiKapCbKUMU 3aco0aMu Ta iHII BUOK
B3aeMofAin», «PapmMakoguHaMika»).

A0 Tepamnis moaBifiHOI 6J10Kagy BBaXKa€TLCS abCOMIOTHO HEOOXIMHOIO, ii CITig MPOBOAUTY TiJIbKYU ITifT
HarnsgoM (axiBLs Ta 3a YMOBU PETYIISPHOTO Ta PETENTbHOT0 MOHITOPUHTY (PYHKIIiI HUPOK, PiBHSA
€JIeKTPOJIITIB Ta apTepiaJibHOTO TUCKY.

[uribitopu AII® i 6;10KaTOPH pelienTopiB aHTioTeH3uRY II He cig 0OgHOYACHO 3aCTOCOBYBATH
natieHTaM 3 niabeTHyHOIO Hedpomnarieo.

ITpenapamu aimiro

4K i 3 IHIIMMU aHTAroHiCTaMU PeLeNTOPiB aHTioTeH3uHy II, ogHOYacHe 3aCTOCYyBaHHS JIITIHO 3
oIMecapTaHy MeOKCOMiJIOM He PeKOMEHAYEThCS (OUB. «B3aeMofis 3 IHIIUMU JTiIKapChKUMU
3aco0aMu Ta iHIII BUOU B3a€EMOMIN»).

CmeHo3 ycmsa aopmu abo MimpaavHull cmeHo3; o6cmpykmueHa 2inepmpogiuHa kapdiomionamis

OnMmecapTaHy MegOKCOMis 3 06epeXHiCTI0 3aCTOCOBYBATH IallieHTaM 3i CTEHO30M YCTSI aOPTH 4K
MiTpanbHUM CTEHO030M ab0 3 00CTPYKTUBHOIO TinepTpodiuHoio KapaioMionarieo.

IlepguHHul anb0ocMepoHi3M

[TarieHTH 3 MEPBUHHUM a/lbJOCTEPOHI3MOM He pearyioTh Ha aHTUTIIepPTeH3UBHI TpenapaTH, 110
[il0Th IIJITXOM iHTi0yBaHHS PEHiH-aHTiOTEH3MHOBOI CUCTeMU. TaKUM YMHOM, 3aCTOCYyBaHHS
oJIMecapTaHy MeJOKCOMiTy He pEKOMEHIYEThCS TAKUM ITalliEeHTaM.

Cnpy-nodibHa eHmeponamis

Y myxXe pigKiCHUX BUIlafiKaxX TsXKKa XPOHIUHA [iapes 3 iCTOTHON BTPATO MacH Tifa, 110 BUHUKAJa
cepeq NAlli€HTiB, AKi 3aCTOCOBYIOTh OJIMecapTaH IPOTATOM [1epiofy Bif KiIbKOX MICALIB 4O POKY
IIiC/ISl IOYaTKy NPUUOMY IIpernapary, MOXKJIUBO, CIPUYMHEHE JIOKaIi30BaHOK Peaklli€r
rinepyyTNMBOCTI yIOBiNIbHEHOTO TUNy. KuitkoBa 6ioIcis TaKux MmallieHTiB YacTo BKa3yBaja Ha
aTpo(iro BOPCUHOK. fKINO y nalieHTa BUHUKAKTh TaKi CUMIITOMMU IIif] Yac JIiKyBaHHS OJIMeCapTaHOM,
HeoOXiTHO BUKJ/TIOUUTH iHIYy eTionorito. Ciifg po3riasHyTH IPUIUHEHHS IPUNOMY OJIMecapTaHy
Me[IOKCOMiNIy B TUX BUIAJKaX, KOJIX iHIlla eTiOJIOTis He BU3HaYeHa. Y BUIlafKaX, KOJIU CUMIITOMU
3HUKAIOTH i CIIpy-TIofiOHa eHTepomaTis maTBepaXxeHa 6iomciero, TiKyBaHHS OlIMecapTaHy
MEIOKCOMIJIOM He CJIiJl IIOHOBJIIOBATH.

AHeioHespomuyuHUll HAOPAK KUWeEYHUKY

[ToBigoMIs/IOCS TPO BUMIAKU aHTiIOHEBPOTUYHOI0 HAOPSKY KUIIEYHUKY Y MAlli€HTiB, AKi
3aCTOCOBYBaIM OJI0KAaTOPU pelenTopiB anrioreH3uny I, [BKIo4aouu onMecapTaH] (IUB. pO3Min
«ITo6iuHi peakiiii»). Y 1ux maiieHTiB crocTepiraBcs 0inb y XKUBOTI, HygoTa, 60BaHHS Ta Aiapes.
CuMrToMu MHAHAIM Ticis BigMiHK 0710KaTOPiB pelenTopiB aHrioteH3uny II. AKino giarHocToBaHO
AQHTiIOHEBPOTUYHMYN HaAOPSK KUIIIEYHUKY, 3aCTOCYBAHHS OJIMECAPTAHY CIIiJ MPUIUHUTH Ta PO3M0YaTH
BifITOBIIHUY MOHITOPUHT [0 MOBHOI'0 3HUKHEHHS CUMIITOMIB.

EmHiuHi gi0MiHHOCMI
4K iy BCiX aHTaroHICTiB peleNnTOopiB aHrioTeH3uHY I, aHTUTIIepTeH3UBHUY e(PEKT OIMecapTaHy

MeJOKCOMiy Aelo MeHIINH y TPefCcTaBHUKIB HEIPOIgHOI pacH, HiXK B iHIMNX NalliEHTiB, MOXKIINBO,
yepe3 GibIy MOMKUPEHiCTh HU3BKOTO PiBHS PEHIHY B il MOMyJsLii.



IHwe

3HauHe 3HMKEHHS apTepiaTbHOr0 TUCKY Ha TJIi JTiKyBaHHS OyIb-IKUMU aHTUTiIIePTeH3UBHIMU
3acob6aMu y MAIfi€EHTIB 3 iMmeMigyHOI0 XBOp0060I0 ceplid ado 3 MOPYIIEHHIM MO3KOBOTO KPOBOOOIry
MOXKe NPU3BECTU [0 iHpapKTy MioKapha Ta iHCYNbTY.

[Tpemapat MiCTUTB TAKTO3Y, TOMYy MOTO HE CJIifl 32aCTOCOBYBATH TaIliEHTaM i3 BPOAKEHOI0
HeNepeHOCUMICTIO rajlakTo34, BPOAXKEeHOI0 HeJOCTATHICTIO JJaKTa3! ab0 3 IOPYIIeHHIM
BCMOKTYBaHHS I'JTIOKO3U Ta rajlakTO3MU.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.
Baeimnicmb

Kapnocan® MPOTHUIIOKA3aHKY BariTHUM a00 XKiHKaMH, SKi JIaHYIOTh 3aBariTHITH. JKIIO mig 9ac
niKyBaHHSA JTiKapchKuM 3aco6oM Kapmocan® minTBepaKyeThCs BariTHICTh, #0T0 3aCTOCYBaHHS
HeoOXigHO HeraHO MPUNMHUTH i 3aMiHUTH iHIIUM JTIKapChbKHUM 3aC000M, TO3BOJIEHUM M0
3aCTOCyBaHHS BariTHUM. EmimemiosoriyHi gaHi Mpo pu3uK TepaTOreHHOTo BIIIKBY iHTibiTopis ATI® y I
TPUMECTPi BaTriTHOCTi He IePEeKOHINBI; OTHAK HeBeNluKe 30iIbIIeHHs PU3UKY He MOXKe OyTH
BUKJIIOUEHUM. X04a He iCHye KOHTPOJIbOBAHUX €MiIeMiOIOTiUHNX JaHUX [IPO PU3UK 3aCTOCYBaHHS
aHTaroHicTiB peuenTopiB anrioteH3uny II, momiOHI pU3UKKU MOXKYTh iCHYBaTH IIPX 3aCTOCYBaHHI LILOTO
KJ1acy mpemnaparis. fKIo TpuBaja Tepalis aHTaroHiCTaMu PeleNnTOPiB aHrioTeH3uHy Il KUTTEBO
HeoOxifiHa, MallieHTKaM, SIKi IIJIaHyI0Th 3aBariTHITH, PEKOMEeHIYETHCS 3aCTOCOBYBATH iHIII
aHTUTINEePTEeH3UBHI IpenapaTy, 6e3meKa 3aCTOCYBaHHA SKWX IIPU BaTriTHOCTI foBeneHa. [1pu
[iarHOCTYBaHHI BariTHOCTI CJIif HeTalHO NPUIMHUTY 3aCTOCYBaHHS @aHTArOHICTIB pelenTopiB
aHrioteH3uny Il Ta npu3HauuTU anbTepHaTUBHE JiKyBaHH4. Y II Ta III TpuMecTpax aHTAroHiCTH
peLenTopiB aHTrioTeH3uHY 1l YMHATH TOKCUYHY [if0 Ha I (IpUTrHideHHs QYHKIIIl HUPOK,
OJNirorimpoaMHisi, 3aTpuMKa ocudikalril KiCTOK yepera) Ta HeMOBJIS (HUPKOBA HEIOCTATHICTD,
apTepianbHa TimoTeH3id, rinepkanieMis) (IuB. po3min «JokmiHiuHi gaHi 3 6e3mneku» Bullle). Y BUIAOKy
3aCTOCyBaHHS aHTaroHicTiB pelenTopiB anriotensuny I y II ta III TpumecTpax Tpeba BU3HAYUTH
GYHKIIII0 HUPOK Ta ocuikalliio KiCTOK dyepela y IIJIofia 3a JaHUMHU YIbTPa3ByKOBOTO JOCTiIXKEHHS.
3a HeMOBJIATaMU, MaTepi IKUX 3aCTOCOBYBaJIM @HTArOHICTU peLeNTOPiB aHrioTeH3uny lI, cning
CIIOCTepiraTu 4epe3 MOXKJIUBY apTepialbHy TinoTeH3i0 (OuB. po3min «IIpoTunoka3aHHsA» Ta
«Oc06IUBOCTI 3aCTOCYBaHHS»).

l'odyeaHHA 2py0d0io

[loBemeHo, 110 0JIMecapTaH eKCKPETYETHCS Y MOJIOKO IIyPiB, OOQHAK aHaJIOTi4yHi JaHi 0[O TIOAUHU
BimcyTHi. 2KiHKaMm, gKi ronyroTh IPyAa0, He CiIif 3acTocoByBatu Kapgocan® uepes BiICYTHICTH
IOCBigy ¥OT0 3aCTOCYBaHHS y 1leH mepiofl. 3aMicTh JTiKapChKOTo 3aco0y Kapuocan® MOXKHAa
3aCTOCOBYBATH iHIII aHTUTINEPTEeH3UBHI ITpenapaTu, Oe3rneka 3aCTOCYBaHHS SKUX Y Iepiof
rogyBaHHS I'PYAMI0 OOBefeHa, 0CO0IMBO IPYU TOAYBaHHI HEMOBIAT a00 HETOHOIIEHUX iTeH.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Kapnocan® mae He3sHa4HHUI a60 HOMipHMII BIJIMB Ha 3[aTHICT KePyBaTH TPAHCIOPTHUMHU 3aCo00aMu
Yy iHIIMMHU MeXaHiYHHMU 3aco0aMu. 3arlaMopodeHHs a0o MmigBuIlleHa BTOMITIOBaHICTh MOXKYTh iHOA]
BUHMKATHU y MAI[i€HTIB, SKi IPUIUMaIOTh aHTUTIIEPTEH3UBHY Tepallilo, 110 MOXKe IIOPYLIUTU 30aTHICTh



10 pearyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.
Hopocai

[TouaTkoBa mo6oBa f[03a OJIMecapTaHy MefoKcoMiny cTaHOBUTh 10 mMr 1 pa3 Ha moly. fAKio
3MEHIIIEHHST apTepialbHOr'0 TUCKY HEJOCTATHE, TO M0o3Y ciif 36inpmutu mo 20 Mr 1 pa3 Ha go0y.
AKIo € HeoOXimHICTh, 03y ImpemnapaTy MoxkHa 30inbumTty 0o 40 Mr 1 pa3 Ha go0y (MakcuMabHa
mo6oBa [1o3a) abo momaTH [0 JIiKyBaHHS TiIpoXI0poTia3um,.

AHTUTiINEPTEH3UBHUM e(DEKT OJIMECAapPTaHy MEOOKCOMINy CIIOCTEPIraeThCs, K MIPABUIIO, IPOTITOM

2 TUXKHIB MiCNIg IOYATKY JIiKyBaHHS, a MAaKCUMaIbHIYU e(PEeKT CIOCTEPIraeThCs Yepe3 8§ THKHIB MiCNa
nmoy4aTKy Teparrii. Lle ciig MaTy Ha yBa3i mpu po3risifi 3MiHK peXKUMY J03YBaHHS [ OyIb-IKOTO
IalieHTa.

ITauieHmu aimHb020 BiKy (65 pokig i cmapwe)

3a3Buyail HeMae HeoOXiMHOCTI ¥ KOPUTYBaHHI NO3M TMAIliEHTaM JIiTHBOTO BiKYy (OMB. pEKOMeHIOBaHi
MO3U M1 TallieHTiB i3 mopymeHHaM GYHKII HUPOK). [Ipu migBuieHHI 7000BOI O34 10
MaKCHUMaJbHOI, 1[0 CTaHOBUTEL 40 MT, CJIifi peTeNTbHO KOHTPOJIIOBAaTH apTepiaTbHUN THCK.

ITauieHmu 3 nopyweHHAM pYHKUil HUPOK

MakcumarnbHa 1060Ba J03a [AJIS MalieHTiB i3 mopyuieHHsAM QYHKIII HUPOK JIerkoro abo moMipHoOro
CTyIeHS TAKKOCTI (KiipeHC KpeatuHiHy 20-60 My1/xB) cTaHOBUTE 20 MT, OCKiTbKH [OCBIf
3aCTOCYBaHHS BUINNX A03 y il rpymi BigcyTHiN. OnMecapTaHy MeJOKCOMINI He TOKa3aHUuu IIpu
TSKKOMY IIOpPYIIeHHi (QYHKIIIl HUPOK (KJTipeHC KpeaTHHiHY MeHIIe 20 MJ/XB) 4Yepe3 He3HAUHUM [OCBif
10T0 3aCTOCYBaHHS TaKUM MalieHTaM (guB. po3ninu «Oco6aMBOCTI 3aCTOCYBAHHSI» Ta
«DapMaKOKiHETHKa»).

IMopyweHHAa pyHKUII neviHKu

[Tpu mopy1enHi QyHKII MeYiHKK JIETKOT0 CTYNEeHS TSXKKOCTi KOPEKIIis 103U He noTpibHa. [Ipu
IIOMiIpHOMY CTyIIeHi MOPYIIEeHHS [T0YaTKOBa 403a oJiMecapTaHy MeIOKCOMiTy CTaHOBUThL 10 Mr Ha
no0Oy, a MakcuMasnbHa - 20 Mr. [Ipy cynyTHhOMY NIpU3HAYEHH] MallieHTaM i3 mOpyIIeHHAM QYHKIT1
NeYiHKY OiypeTHYHUX 3aco0iB Ta/ab0 iHIINWX aHTUTIEPTEeH3UBHUX 3aC00iB HEOOXiIHO PETEIhHO
CIIOCTepiraTu 3a piBHEM apTepiasbHOr0 TUCKY Ta (PyHKIie0 HUPOK. OnMecapTaHy MeIOKCOMIiI He
II0Ka3aHU NIPU TSAXKKOMY NOPYIIeHHI QyHKIII eYiHKu 4epes BifCyTHICTh JOCTaTHLOTO JOCBIAY
3acTocyBaHHS (OuB. po3ninu «OcobnuBOCTi 3acTocyBaHHA» Ta «PapMakoKiHeTuka»). OnMecapTaH
MEeJI0KCOMiJT He CJTiff 3aCTOCOBYBATH MallieHTaM 3 00CTPYKIIi€0 JKOBYOBUBIIHUX IIISXiB (OWB. PO3Mis
«ITpoTUTIOKa3aHHS»).

ITediampuyHa nonyaauis.
[iTy Ta mimmiTKY BikoM Bif 6 oo 18 pokis

PekomeHngoBaHa moyaTKOBa [03a OJIMecapTaHy MeJOKCOMITy AiTIM BikKoM Bif 6 mo 18 pokis
craHoBuTh 10 Mr 1 pa3 Ha moby. AKI0 apTepiaTbHUN TUCK He 3MEHIIYEThCS [IOCTAaTHLOIO MipoIo,
mo3y MoxHa migBumuTy fo 20 mMr 1 pa3 Ha m06y. [Ipu HeoOXigHOCTI GibIll BUPaXKeHOT'0 3HUKEHHS
apTepiasbHOTO TUCKY, AITAM i3 Macolo Tijla = 35 KI J03y oJIMecapTaHy MeJOKCOMiIy MOXKHa



migBumuTu mo 40 Mr Ha moOy. [Ins miTed i3 Macoio Tina < 35 Kr mo0oBa go3a He OBHHHA
nepesuilyBaty 20 mr.

Cmocib 3acTocyBaHHS

3 MeTOI IOTPUMaHHS PeXUMY [J03yBaHHA JiKapchKuil 3aci6 Kapmocan® peKoMeHay€eThCA
3aCTOCOBYBaTH IPUOIM3HO B OMH i TOM caMuil 4ac KOXKeH [eHb, 3 1XKelo abo 0e3, HanpuKIIaf Iif gac
cHimanky. Tab1eTKy Clif 3amuMBaTU OOCTATHBOIO KiMbKiCTIO PiguHYU (Hanpukiaz, 1 CKISTHKO BOOH).
TabneTKy He CIif PO3:KOBYBaTH.

Himu.

3acToCOBYBAaTHU [JIs JTiKyBaHHS apTepianbHOI rimepTeH3il AiTAM Ta miAmiTkaMm BikoM Bif 6 7o 18 poxkis.
Besmneka Ta eheKTUBHICTH IS OiTel BikoM Bif 1 mo 5 poKiB 1ie He BCcTaHOBNEHI. HasiBHI Ha choromHi
maHi, HaBemeHi B po3minax «[To6iuni peakmii» Ta «®apMakogrHaMiKa», TPOTe PeKOMEH/AIlH 11010
[03yBaHHS CKJIaCTH HEMOXKJIMBO. 3aCTOCOBYBATH IIperapaT AiTsSM [0 1 poKy He CIIif i3 MipKyBaHb
0e3neKky Ta y 3B’A3KY 3 BiICYTHICTIO HaHUX.

ITepedo3yeanHs.

[ITomo mepero3yBaHHS € nuille oOMexkeHa iHdopMatis. IMoBipHimMM epeKTOM IPU epefo3yBaHHi €
apTepiasibHa rinoTeH3id. Y pasi nepefno3yBaHHs 3a IallieHTOM CIIi[l yBaXKHO CIIOCTepiraTy i
IIPOBOOMUTY CHMIITOMaTHYHY, MiATPUMYIOUYy Tepalio.

[aHuX 040 MOXKJIMBOCTI BUBEEHHS OJIMeCcapTaHy MeJOKCOMITy LIIIX0M [iajli3y HeMae.

ITo6iuni peakuii.

Ornsn mpodinio 6e3neku

ITo6iuHi peaxiil, Mo HaiyacTille BUHUKAIOTh y XOfi TiKyBaHHA 3aco6oM Kappocan®, - ronosHi 6omi
(7,7 %), rpunonomioni cummnromu (4,0 %) i 3anamopouenns (3,7 %).

Y nnane6o KOHTPOIbOBAHUX NOCITIIXKEHHSIX MOHOTEpallil €qUHOI0 MO0IYHOI0 PeakKIli€o, OB’ I3aH00 3
JiKyBaHHAM, 0yJI0 3allaMOpOYeHHS (4acToTa 2,5 % Ipu 3aCTOCyBaHHI AJIs OJIMecapTaHy MeIOKCOMiTy
i 0,9 % y rpymi nnaue6o).

YacToTa BigxuneHb 1ab0paTOPHUX TapaMeTpiB Oyia TPOXU BUILOIO IIPH 3aCTOCYyBaHHI 0OIMecapTaHy
Me[IOKCOMiTy IOPiBHSIHO 3 IMialle6o: rimepTpuriinepungeMis - 2,0 % mpu 3aCTOCyBaHHI 0IMecapTaHy
MenoKcoMiny nmopiBHsHO 3 1,1 % npu 3acTocyBaHHi miane6o, mifBULIEHHS PiBHS KpeaTUH
dbocdokinasm - 1,3 % npu 3aCTOCyBaHHI 0OIMecapTaHy MeJOKCOMiny mopiBHAHO 3 0,7 % mpu
3aCTOoCyBaHHi mare6o.

Heb6axaHi eeKTu 3a pe3yabTaTaMu KIiHIYHUX Hociimxkenbs Kapmocany®, mocminxkeHb 6e3Meku



mpernapary, 110 BUHUIIIOB Ha PUHOK, Ta CIIOHTAHHUX MOBiTOMJIeHb HaBefeHi B Tabnui. [To6iuHi peakirii
PO3MOTIMII0TLCS 3a YaCTOTOK BUHUKHEHHSI TaKMM YMHOM: AyxKe 4acto (31/10); gacTto

(®31/100, < 1/10); imomi (3 1/1000, < 1/100); pimko (3 1/10000, < 1/1000); myxe pigko
(< 1/10000); wacToTa HeBimoMa (He MoxKe OyTH OlLliHeHA i3 HAsSBHUX AXKeEpe).

Cucrtemu oprasis

3a knacudikanieio MedDRA [ToGiuHi peaxii YacroTa

3 00Ky cucTeMHu KpOBi Ta nimMbpaTudHoi TpomboruToneHis HeuacTto

CACTEMU

3 60Ky iMyHHOI cucTeMHU AHadinakTuyHa peaklis Heuacrto

3 60Ky MeTaboJ1i3My Ta TpaBJIeHHS TineprpurmninepuneMis Yacro
limepxonectepuneMis Heuacro
linepypukeMis YacTto
linepkaniemis Pioko

3 00Ky HEPBOBOI CUCTEMU 3anmaMopoYeHHS Yacro
['onoBHuU# 6inb Yacrto

3 OOKY OpraHiB CITyxy Bepturo Heuacro

3 OOKy cepis CreHokappis HeuacTto
Taxikappmisa Heuacro

3 00Ky CynuH ApTepiasnibHa rinoTeH3sisa Pinko

Pecmipatopsi, TopakasnbHi i MefiacTuHaNbHI BpoHXIT YacTto

[IOPYLIEHHS dapuHriT YacTto
Kamens Yacto
PuniT YacTto

3 00Ky LIIIYHKOBO-KHUIIIKOBOTO TPAKTY FacTtpoeHTepUT YacTto
Hiapes Yacto
Bine B KUBOTI YacTto
Hypora YacTto
[ucnencis YacTto
brroBaHHs HeuacTo
AHTiOHEBPOTUYHUY HaOpSIK Pinko
KUIIEYHUKY
Cnpy-nionibHa eHTeponaris Hyxe pigko
(muB. «OCOOIMBOCTI
3aCTOCYBaHHS»)

3 OOKy Ie4iHKY Ta KOBUOBUBIIHUX NUIAXiB AyTOIMyHHUU renaTut* Hesimomo

3 OOKy LIKipU Ta MiAIIKIPHUX TKaHWH Ex3anTema Heuacro
Arnepriysuii fepMaTuT Heuacro
Kpomnus’'gHka Heuacro
Bucunauus Heuacto
CBepbix HeuacTto
Arnomnenisa HeBigoMmo
AHTiOHEBPOTUYHUY HaOpSIK Pinko

[TopymienHs 3 60Ky CKeleTHO-M'130BO1 Aptpurt Yacrto

CUCTEMHU i CIIONTyYHOI TKAHUHU Bine y cniuHi Yacto
Bine y KicTKax Yacto
Mianria Heuacto
ApTtpanrisa Heuacro

M'a30Bi cymoMu Pioko



[TopymienHs 3 60Ky HUPOK Ta Ce40BUBigHUX ['emMaTypis Yacto

IIJISIXiB [HGekist cevoBUBimHUX MUIAXIB YacTo
'ocTpa HUPKOBa HENOCTATHICTL Pigko
[MopyueHHST PYHKITI HUPOK Pigko

3araspHi IOpyILIeHHS Binp Yacto
Bine y rpynHiy KTl Yacto
[Tepudepuynuii HabpsIK Yacto
['puno3Hi cuMnTomu YacTto
ITigBHIIIeHa BTOMJIIOBAHICTh Yacto
Habpsk o6muyys Heuacto
Actenisa Heuacto
3arajbHe He3qyKaHHSI Heuacro
JleTapriuyHuii cTaH Pinko

3Minu nabopaToOpHUX ITapaMeTpiB [TlippumienHs piBHA hepMeHTiB YacTo
[IEeYiHKHU
[ligBuIleHHS PiBHA Ce4OBUHU y YacTo
KpOBI
[TigBUllleHHS PiBHSA Yacto

KpeaTuHpoCcPpoKiHa3m y KpPoBi
[ligBuieHHs piBHA KpeaTuHiHy Pimko
Y KpPOBI

*V micnapeecTpalitHOMY I1epiofii MOBIJOMIISANIOCS PO BUAAKHA BUHUKHEHHS ayTOIMyHHOTO FelIaTUTy
3 JTaTEeHTHUM I1ePiofioM Bif] KiJIbKOX MIiCSIIiB [0 POKiB, 110 Oy 0G0POTHUMMU TIiC/IS BigMiHU
3aCTOCYBaHHS OJIMecapTaHy.

[ToBimoMIsiNIOCS TIPO ITOOAMHOKI BUTIaAKK pabooMionisy, oB’si3aHi 3a 4acOM i3 3aCTOCYyBaHHSAM
6710KaTOPiB pelenTopiB aurioTeH3uHy II.

I[lodamkoea iHhopmauis npo ocobaugi 2pynu nauieHmis
ITediampuyHa nonyaauia

Y xomi mBOX KIiHIYHUX OOCTiAXKeHb 3 y4acTIo miTed Ta mimmiTkiB (361 ocoba) BikoM Bixg 1 mo 17 pokis
OyB IpoBeieHKY MOHITOPUHT Oe3MeKu 0JIMecapTaHy MeJoKCOoMiny. Y Toi Yac KOy npupopa i
TAKKICTh MOOIYHMX peakilili Oyia aHalOTiYyHOI0, SIK i ¥ AOPOC/INX MAallieHTiB, YacToTa
HUXKYeHaBeOeHUX MoOIiYHUX peakliit y giTe# Oyia BUINOIO, HiX Y JOPOCIIHX:

- HOCOBi KPOBOTeUi y [iiTell € moumpeHoio nobigHoio peakiieio ( = 1/100 go < 1/10), mpo
sIKi He TTOBiOMJISIIN BiTHOCHO AOPOCHUX Malli€HTIB.

- MIPOTATOM 3 THUXKHIB IIOABIMHO CIIIMIOr0 AOCHIAXKEHHS YaCcTOTa BUHUKHEHHS
3amaMOpOYEeHHS Ta TOJI0BHOTO 00110, 1110 BUMAarasu JIikyBaHHs, Oyja Maiixke B Ba pa3d BUIIOI0 Y
IOiTey BiKOM Bif

6 mo 17 pokKiB y rpyIi, 1110 3aCTOCOBYBasla OIMecapTaHy MeJOKCOMIJ y BUCOKUX H03aX.

3aranom npo¢ins 6e3neKu oIMecapTaHy MeIOKCOMIiNy y mefiaTpUYHUX MallieHTiB He Bigpi3HABCSA
3HAYHOIO Mipo0 Bif mpodimto 6e3meky JOPOCIHX MalliE€HTiB.

ITauienmu aimHb020 BiKy (65 pokig i cmapwe)

Y nami€eHTiB ITHLOTO BiKy TiOTEH3id MOXe CIIOCTEepiraTucs AelIo JacTille (Bif «pigKo» A0 «iHOmi»).



[ToBigoMIIEHHS PO MOXKINMBI MO6IYHI peakiril

[ToBimoMIeHHS ITPO MOKJIKBI MOGiIUHI peakilil € fyxKe BaxKJIMBUMHU Y IiCIIpeeCTpaliiHul mepion
3aCTOCyBaHHS JIiKapchbKoro 3aco0y. Lle ma€e 3Mory IpPOAOBXKYBaTH CIIOCTEPEXKEHHS 3a
CHiBBiIHOIIIEHHSIM KOPUCTI/PU3UKY 3aCTOCYBaHHS JIiKapchKOro 3aco0y. [0 mpaliBHUKIB OXOPOHU
3[0POB’Sl 3BePTAIOTHCS i3 TPOXAHHSIM MOBIIOMIATH PO OyAb-sKi MOXKJIMBI MOGIYHI peakiii.

Tepmin npudamuocmi.

3 POKH.

YMmoBH 30epiranssi.

CnenianbHi yMoBU 30epiraHHs He BUMaraloThcs. 30epiraTi B HEJOCTYIIHOMY OJIs HiTe# MicIii.

VYnaxoBka.

14 Tabnetoxk y 6micTepi, mo 1 abo mo 2 OGmicTepu B KAPTOHHIN KOPOOII.

Kareropis Bigmycky.

3a perenTom.

BupoOHUK.

Beprnin-Xewmi AT’

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micis MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

I'ninikep Ber 125, 12489 Bepnin, HimeuunHa.

BupoOHHK.

Haiui Cankio FOpoym 'M6X.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCusi IPOBaIKeHHs MOro JisIbHOCTI.
Jlyinonpgmrpace 1, 85276 Ilpadenxoden, HimeuunHa.



BupoOHHK.

JlabopaTtopioc Menapini C.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'0 aJpeca MicCIsi IPOBaJKeHHsI Jis/IbHOCTI.

Anbdonc XII, 587, bamanona, bapcenona, 08918, Icranis.

BupPOOHHK.

Menapini-®on Xeiinen I'm6X.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsl MPoBagKeHHsI HOT0 Tis/IbHOCTI.

Jleunirep wmwrpace 7-13, 01097 [Ipe3neH, HiMmeuunHa.

3asiBHHUK.

Menapiui InTepuemonan Onepetonc JllokcemOypr C.A.

Micne3HaxomXKeHHS 3asiBHHKA.

1, ABenio me na I'ap, JI-1611, Jltokcembypr, JIrokceMOypr.



