IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

OJICAIIPEC®

(OLSAPRES)

Cknao:
ditoya pevosuHa: onMecapTaHy MegOKCOMIT;
1 TabneTKa MiCTUTH OJIMecapTaHy Megokcominy 20 mr a6o 40 Mmr;

0ONOMIdICHI peyo8UHU: 1Ie/II0103a MiKPOKPUCTaIiYHa; TiIPOKCUIIPOIIiNIIeI0I03a HU3bK03aMillleHa;
JIaKTO3a, MOHOTiIpaT; TiIPOKCUIPOIIIIIENI0I03a; MarHilo cTeapar;

06010HKa: cymim s miBkoBoro mokpuTTs Opadry IT White: (rimpomernosa
(TimpOKCUIIPOIIIIMEeTUIIIIETI0I03a); TAKT03a, MOHOTimpaT; TuTany miokcun (E171);
MIOJTIieTUIIEHTIIIKOIb (MAaKpPOTIo)).

Jlikapceka ¢popma. TaOneTKu, BKPUTI MTiIBKOBOIO 000I0HKOIO.
OcHOBHI (i3uKo-XiMiuHI 81aCMUBOCMI:

mabaemxu 20 me: TabneTK KPyriiol GopMy 3 TBOOMYKJIIOH TOBEPXHEI0, BKPUTI ITiBKOBOIO
000J10HKO0 0i/10r0 KOJIbOPY;

mabaemku 40 me: TabneTKX 0BalabHOI GOPMU 3 IIJIOCKOIO TIOBEPXHEIO 3i CKOIIEHUMU KpasiMu, BKPUTI
TITiIBKOBOIO 000JT0HKOIO 61710T0 KOJILOPY.

®dapMakoTepaneBTHYHa rpyna. bnokatopu peuentopis anrioten3uny 1I. Kog ATX C09C A08.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

®apMaKoIMHaMiYHi BIaCTHBOCTI.

OnMecapTaHy MefOKCOMIN € CUIbHOLIIOUMM IIePOpaIbHO aKTUBHUM CEJIEKTUBHUM aHTarOHICTOM
penienrtopiB (tum AT,) aurioren3uny II. OuikyeTbcs, 110 BiH 6510Kye Bci mil aurioTen3uny II, ski
ornocepenkoBaHi peuentopoM AT, He3aleXKHO Bif AXKepesia i MUIsIXy CUHTe3y aHTrioTeH3uHy II.
CenekTUBHUY aHTAroHi3M penentopiB AT, anrioten3uny Il npu3BogUTh 10 MiABUILLIEHHS PiBHA PEHIHY
y TJ1a3Mi KpOBi Ta KOHIIEHTpalii aurioTeH3uny i II, a TaKoXK [0 OesIKOro 3MEeHIIIeHHS KOHIIEHTpaIllil



aJbIOCTEPOHY Y IIa3Mi KPOBi.

Anrioten3uH Il € 0CHOBHMM Ba30aKTUBHUM IOPMOHOM PeHiH-aHTi0T€H3UH-aIbA0CTEPOHOBOI CUCTEMH i
Biflirpa€ BaxK/IMBY poJib y maTodiziosnorii apTepianbHoI rinepTeHsii yepe3 pelentopu tumy 1 (AT,).

Kniniyna ebeKkTHBHICTS i Ge3meka.

[Tpu apTepianbHill rinepTeHsil oaMecapTaHy MeLOKCOMI CIPUYMHSE [0303aeXXKHe TPHUBae
3HUKEHHS apTepianbHOTO TUCKY. HemMae cBif4eHb 040 BUHUKHEHHS apTepiaabHOl TinoTeH3il micis
IPUROMY IepiIoi Jo3u, Taxidinakcii mig yac TpuBanoro mikyBaHHS ab0 CUHAPOMY BigMiHU Iicys
IPUNUHEHHS JTiKyBaHHS.

Opuopa3oBui mo60OBUI MPUIOM IO3U OIMECapTaHy MeooKcoMiny 3abe3neuye edeKTHUBHE i II1aBHe
3HUKEHHS apTepianbHOr0 TUCKY IpoTsaroM 24 roguH. OmHOpa3oBui o00BUM IPUIOM J03U
npemnapary 3abe3neuye Take XK 3HUKEHHS apTepialbHOTO TUCKY, 5K i IPX 3aCTOCYBaHHi #oro J060Bo1
IO034, PO3IOMAiNEH0l Ha 2 IPUMOMHU IIPOTSITOM HOO0H.

CyTTeBe 3HUXKEHHS apTepiaibHOT0 TUCKY CIIOCTEPIraeThCs BXKe dyepes 2 TUXKHI JliKyBaHHA. [Ipu
Oe3nepepBHOMY JIiKyBaHHI MaKCUMaJlbHe 3HUKEHHS apTepiabHOT0 TUCKY AOCATAEThCS Yepe3 8
TUIKHIB Iic/Is no4yaTky Tepamil. [Ipy 3acTocyBaHHI pa30oM 3 TiApOXIIOPOTia3ua0M CIOCTEPIraeThCsa
[0JaTKOBE 3HUKEHHS apTepiaJibHOT0 TUCKY 1 TaKUU CYyIyTHIN IIPUIOM IIpelapaTiB IEPEHOCUTHCS
noobpe.

Brinus onMecapTaHy Ha JI€TaJIbHICTh 1 3aXBOPIOBAHICTE IIOKY 1[0 HEBIJOMUI.

Bigomo, 1110 y X0i paHAOMi30BaHOT'0 HOCTIIXKEHHST OJIMecapTaHy i 3anobiraHHs Mikpoans0yMiHypil
npu miabeti (mocnimxkenus ROADMAP), mo sikoro Oymo 3any4deno 4447 malfieHTiB 3 miabeTom 11
THUITy, 3 HOpMOansOyMiHypi€lo i 3 mpuHaMHiI OQHUM YHHHUKOM PU3UKY CEePLeBO-CYOUHHUX
3aXBOPIOBaHb, BUBUAIM MOXKJIUBICTh BifTepMiHYBaHHS [T0YATKy PO3BUTKY MiKpoanb0yMiHypil 3aBASKH
JIIKYBaHHIO OJIMecapTaHoM. [IpoTsaAroM HaCTyIHOIO JOCTIiAXKEHHs, 110 TPUBAJIO Y CEpefHbOMY 3,2
POKY, NALliEHTH OTPUMYBaJIX OIMecapTaH abo miane6o y 4OOaTOK A0 iHIINX aHTUTiNEePTEH3UBHUX
nmiKapchbKuX 3aco0iB, OKpiM iHTi6iTOpiB aHTi0TeH3MHIIEpPEeTBOPIOBaIbHOTO hepMeHTy (AIID) abo
61okaTopiB penienTopiB aurioren3uny II (BPA).

[Ilogo mepBUHHOI KiHIIEBOI TOYKH, OOCHII2KEHHS IIPOAEMOHCTPYBA/IO JOCTOBIpHE 3HUXKEHHS
IIEPBUHHOI KiHIIEBOI TOUKH Yy MOAOBXKEHHI Yacy 1o MosBU MiKpoanb0OyMiHypil y TpyIi oiMecapTaHy.

[Ticns mompaBKu Ha Po30iKHICTh MOKA3HUKIB apTepiaJbHOTO TUCKY TaKe 3HUIKEHHS PU3UKY BKe He
Oy/I0 CTaTUCTHYHO 3HAUYIIUM. MikpoanbOyMiHypist po3BuHynacs y 8,2 % (178 3 2160) marrieHTiB
rpymnu onMecapTany iy 9,8 % (210 3 2139) narienTiB rpynu mnaie6o.

[Ilomo BTOpUHHUX KiHIIEBUX TOYOK, BUMIAKU CEPLIEBO-CYIUHHUX IIOPYIIEHb TPAIJIAIACSA Y 96
nauieHTiB (4,3 %), SKi mpuiMany oiMecapTaH, i y 94 marienTis (4,2 %) rpynu mnane6o. Yactora
JeTalbHUX HACIigKiB Yepe3 CepleBo-CyAUHHI 3aXBOPIOBaHHS Oyjia BUIIOI0 IIPX 3aCTOCYBaHHI
oJIMecapTaHy, HixK Mmpu 3acTocyBaHHi mnane6o [15 mamienTis (0,7 %) mopiBHsgHO 3 3 xBopumH (0,1
%)], He3BaXkKa4M Ha MMOMi0Hy YacTOTY BUIIQMKiB HEJIETAIbHOTO iHCYIbTY [14 mamienTis (0,6
%) nopiBHsHO 3 8 xBopuMH (0,4 %)], HeneTanbHOrO iHPAPKTy MioKapaa [17 namienTis (0,8 %)
MOPiBHSAHO 3 26 xBopuMH (1,2 %)] Ta meTanbHUX HACIIKIB Bif iHIINX, HE TTOB’I3aHUX i3 CEPIEBO-
CYOMHHUMM 3axBopioBaHHsAMU npudnH [11 nanienTis (0,5 %) nopisasiHo 3 12 xBopumu (0,5 %)]. [Ipu
3aCTOCyBaHHI 0OIMecapTaHy 3arajibHa JIeTalbHICTh Y YMCeIbHOMY BifHOIIEHHI 3pocTaa [26 mamieHTiB
(1,2 %) nopiBusito 3 15 xBopumu (0,7 %)], 110 Oy10 TOJIOBHUM YMHOM PE3YIbTAaTOM OiNbIIOi KiTbKOCTI
JleTaJlbHUX BUMAOKIB Yepe3 CeplieBO-CYOUHHI 3aXBOPIOBAHHS.



3 niTepaTypHUX OAHUX BimoOMO, 110 V XOMi HoCTigXKeHHs HiabeTHYHOI HedpomnaTil CTOCOBHO 3HUXKEHHS
YaCTOTY BUMAIKIB KiHIIeBOI CTaflii 3aXBOPIOBaHHS HUPOK IIPX 3aCTOCYBaHHI OIMecapTaHy
(mocmimxenus ORIENT) BuB4Yanu BIIJIUB OJIMECapTaHy Ha HUPKOBI Ta CePLEBO-CYNUHHI HACIiOKY Y
577 BimiOpaHUX PaHOOMi30BAaHUM YMHOM SITIOHINB i KUTANIIiB, MAIlieHTiB, XBopux Ha miaber II Tumy, 3
SIBHOIO He(pomaTieto. [IpoTaromMm HaCTYIIHOTO AOCTIXKEHHS 1110 TPUBAJIO ¥ cepegHboMy 3,1 POKy,
NalieHTH OTPHMYBAJK OJIMecapTaH abo miaredo y JofaTOK A0 iHINX aHTUTINePTEeH3UBHUX JiKiB,
BK/TI04atouy iHribitopu AILO.

[TepBuHHa KOMOiHOBaHa KiHIleBa TOYKa (TPUBAJIICTh Yacy O MOMEHTY IIE€pIIOro IIOOBOEHHS
KOHIIEHTpAllil KpeaTHHIHY y CHPOBATII KPOBi, KiHIleBa CTaflisl 3aXBOPIOBAHHS HUPOK, JIeTaTbHUMN
HaCJIioK 3 Oymb-IKUX NIPUYKH) 3apeecTpoBaHa ¥ 116 mauieHTiB rpynu onmecaprtany (41,1 %) iy 129
nalieHTiB rpynu nnamebo (45,4 %) [BigHOoCcHUY pusuk (BP) 0,97 (95 % moBipuui inTepsan ([II)
0,75-1,24); p = 0,791]. BropunHa KoMbiHOBaHa KiHIleBa TOYKa, ITOB’g3aHa i3 ceplieBo-CyITUHHUMU
3aXBOPIOBAHHAMY, Bii3HaueHa y 40 maIfi€eHTiB, AKi npuiiManu onMecaptas (14,2 %), 1 y 53 naiji€eHTis
rpynu manebo (18,7 %). LIs komOGiHOBaHa KiHIleBa TOYKa, IOB’sI3aHa i3 CeplieBO-CYAUHHUMU
3aXBOPIOBaAHHSMHY, BKJII0Yasa JieTaJlbHUU HACMHIOK 3 IPUUYNHU CEePIEBO-CyIUHHUX 3aXBOPIOBaHb y 10
(3,5 %) marieHTiB, gKi mpuiManu oJIMecapTaH, IOPiBHSHO 3 3 MallieHTaMU (1,1 %) rpymnu mnanuebo,
3aranpHy neTanbHICTh 19 (6,7 %) mauieHTiB mopiBHAIHO 3 20 (7,0 %) XxBOpUMH, HEJIeTaIbHUM iHCYJIBT y
8 (2,8 %) nauienTis nopiBHAHO 3 11 xBopuMu (3,9 %) i HenetanpHUY iHpapKT Miokapmay 3 (1,1 %)
Malli€eHTiB MOPiBHSAHO 3 7 XBopuMu (2,5 %) BiAmoBigHoO.

[lemiaTpuyHa NONYNIALA

AHTHTIIEpPTEH3UBHI eeKTH OIMecapTaHy MeIOKCOMINy y mefiaTpU4HOl MOnysiil Oynu
IIpOaHasi3oBaHi y paHAOMi30BAaHOMY MOABIMHOMY CIIimoMy Ijane6o-KOHTPOIbOBAaHOMY [OCHIKEHHI 3
yuacTio 302 mairieHTiB BikoM Bifg 6 o 17 pokis. [locmigKyBaHa rpyma CKilaganacs 3 IallieHTiB
HerpoifnHol pacu (112 mamienTiB) Ta rpynu (190 mamieHTiB), 3MillIaHOl ¥ pACOBOMY BiTHOIIEHHI (Ceper
HuX - 38 marlieHTiB HerpoigHol pacu). [Ipu4mHOI apTepianbHOI rinepTeHsii Oya mepeBaxkHO
eceHIlianbHa rinepreH3sis (87 % i3 rpymnu malieHTiB HerpoigHOol pacu Ta 67 % 3i 3MilllaHOI TPYIIH).
[TanienTu 3 Macoio Tina Big 20 mo < 35 Kr Oynu paHmoMi30BaHi y TPyNH, IKUM 3aCTOCOBYBaju 2,5 MT
oJiMecapTaHy MeOKCOMiny (HKH3bKa Jo3a) abo 20 Mr (BHCOKa [03a) OOWH pa3 Ha Ao0y, a MallieHTH 3
Macoo Tina = 35 Kr Oy/iIu paHIOMi30BaHi y TPynH, SKUM 3aCTOCOBYBAJX 5 MT TIpemnapary
(Hu3bKa mo3a) abo 40 mr (Bucoka mo3a) 1 pa3 Ha moby. OnmMecapTaHy MeJOKCOMiN 3HAYHO 3HUKYBAB
SIK CHCTOJIIYHMM, TaK i OiaCTONMIYHUY apTepialbHUK THCK 3aJIe2KHO Big MacH Tina. K Ipu HU3BKUX,
TakK i IpPY BUCOKHUX [03ax OJIMecapTaHy MeJOKCOMiJl 3HaYHO 3HUKYBaB CUCTOJIIYHUN apTepialbHUN
THCK - BiAIIOBiZHO Ha 6,6 Ta 11,9 MM pT. cT. (Bim moyaTKoBOTO piBHS). [laHui epekT crocTepiraBcs
TAKOXK IIif 9ac ¢a3u BigMiHH, IMif Yac SKOI K CepefHiil CUCTOMIYHUY, TaK i JiacTOMYHUN
apTepianbHUM THCK HEMOHCTPYBAIN CTATUCTUYHO 3HAYYIIE BiTHOBIEHHS CHMIITOMIB y Tpymi miaie6o
IIOPiBHSHO 3 I'PYIIOIO, 1[0 OTPUMYBaJja 0JiMecapTaHy MefOKCOMiJl. ¥ mefiaTPpUYHOI MOMy sl
nikyBaHHS 0y110 eeKTUBHUM SK IIPU IIEPBUHHIN, TaK i MpKU BTOPUHHIN apTepianbHil rimeprensii. Tak
caMo fK i y TOpPOCTIUX TallieHTiB, apTepialbHUM THUCK Yy HiTell HErpoigHol pacu 3HUKYBaBCS MEHIIIO0
Mipo10. 3 IiTepaTypHUX OAHUX BiOMO, 110 Y OOCIiAXKeHH] 59 nalfieHTiB BikoM Bif 1 7o 5 pokKiB i3
Macolo Tina = 5 KT y BigKpuTiil ¢asi gocnigxeHHs oTpuMyBanu 0,3 MI/KT oIMecapTaHy MegOKCOMily
OOUH pa3 Ha [o6y mpoTsaroM 3 THXKHIB, a IOTIM - y TIOABINHIN cyimiit Ga3i gocnmimxkenHs - 6ynu
paHgoMi3oBaHi y rpymu, 110 OTPUMYBaIu abo onMecapTaHy MenokcoMmin, abo mnaie6o. Yepes 2 TUXKHI
micys BiIMiHM cepefHilt CHCTOMIYHUM/OiacTOMIYHUY apTepiaTbHUM TUCK Y HUXKHIN TouIl 6yB Ha 3/3
MM PT. CT. HUXKYe Yy TPYIIi, 1[I0 OTPUMYyBasla 3TifflHO paHgoMi3allil oiMecapTaHy MeIOKCOMIiJl; JaHa
pi3HUIA ¥ TOKa3HUKaX apTepiaibHOTO TUCKY He SIB/ISAacs CTaTUCTUYHO 3Hauymoo (95 % [I Big -2
no 7/Bigm -1 mo 7).

Ix1ma indopmarris



3 niTepaTypHUX AAHUX BifOMO, LI0 [Ba BEJIUKUX PAaHOOMiI30BaHUX KOHTPOJIbOBAHUX JOCIIIKEHHS -
nocrimxenuss ONTARGET (rno6anbHe OOCTiXKeHHS KiHIIEBOI TOUKY ITPU OKPEMOMY 3aCTOCYBaHHi
TeJMicapTaHy i IpX KOT0 3aCTOCYBaHHI y IOeAHaHHI 3 paminpunoMm) i gocuigxerHs VA NEPHRON-D
(mocnmimxeHHs oo Hedponarii mpu yKpoBoMy AiabeTi, 110 mpoBoauiocs MiHiCTepCTBOM y CIIpaBax
BeTepaHiB CIIIA), BUBYaK 3aCTOCYBaHHS CllonydyeHHs iHTibiTopis ATI® 3 BPA II.

Hocnigxenass ONTARGET 3pilicHIOBanocs 3 3alydeHHSIM IallieHTiB 3 iCTOPi€0 CeplieBO-CyqUHHUX
abo 11epebpoBaCKyISIPHUX 3aXBOPIOBaHb, ab0 MyKpoBoro Aiabety Il Tumy 3 03HaKaMu PO3BUTKY
ycknagHens. [JocnigxeHHss VA NEPHRON-D 3pificH0Banocs 3 3ajlydeHHIM IallieHTiB 3 IyKPOBUM
miabetom II Tuny i giaGetruHOIO HedpomaTiero.

Lli mocmimkeHHS MTOKa3asiy, 110 MOPiBHAHO 3 MOHOTEPAIi€l0 3aCTOCYyBaHHSA KOMOiHOBaHOI Teparril He
IIPU3BEJIO [0 OTPUMaHHS 3HAUYIIOro KOPUCHOTO edeKTy 100 HACTiAKIB i IeTaIbHOCTI 3 TPUYNHYI
HUPKOBUX Ta/ab0 CepleBO-CyOAUHHUX 3aXBOPIOBaHb, ajie CIIPUYUHUIIO MiABULIEHHS PU3UKY
rinepkarieMii, rOCTPOro MOIKOMXKEHHS HUPOK Ta/abo rimoTeHsii. BpaxoByouu momibHi
dhapmakoguHaMiyHi BracTuBOCTi iHridiTopie AII® i BPA II, oTpuMaHi BUCHOBKHY € CIIPaBEeIJIMBUMH i
[JIS iHIIWX TPefCcTaBHUKIB IIUX KaTEropiil ikapchkux 3aco0iB. TaKM YMHOM, MallieHTaM 3
niabeTnuyHOIO He(pomaTielo He MOXKHA 3aCTOCOBYyBaTU pa3oM iHribitopu AII® i BPA II.

Hocnipxenus ALTITUDE (mocmipxkeHHS anickipeHy mpu miaberi II Tumy i3 3acToCcyBaHHAM KiHIIEBUX
TOYOK, TIOB’SI3aHUX i3 CEPLIEBO-CYIUHHUMHM i HUPKOBUMHU 3aXBOPIOBAaHHSIMU) OyJI0 MIPUCBSIYEHO
BUBYEHHIO KOPUCTI Bif mofaBaHHS aliCKipeHy 00 CTaHAapTHOI Tepamii inribitopamu ATI® a6o BPA II
IIPY JTiKyBaHHI MaIlieHTiB 3 IyKpoBUM fiabeToMm II Tumy i XpoHiuHOI0 XBOPOOOI0 HUPOK, CEPIIEBO-
CYOIMHHUM 3aXBOPIOBaHHSM, abo 3 o00Ma TakuMH maTosorisiMu. Ile mocnimkeHHS Oy10 MIBUOKO
IIPUIIMHEHO y 3B’SI3KY 31 3pOCTAHHSM PU3UKY BUHUKHEHHS HebaxaHux edekTiB. ITopiBHAHO 3 rpyIoio
nyanebo, y Ialli€HTiB TPyNHu aliCKipeHy neTaabHUM HACTIOK 3 MPUUYMHU CEPIIEBO-CYOUHHUX
3aXBOPIOBAHb Ta iHCYNBTY Y YMCEIbHOMY BifmHOIIEHHI Oyya 4acTiiioro, a BignoBigHi HebaxaHi edpeKkTu
i cepito3ni HeOaxaHi epekTu (rimepkamiemis, rimoTeHsis i mopymeHHs QYHKII HUIPOK)
PeEeCTPyBaJIUCS YaCTillle TAaKOXK Y Malli€HTiB IPYIHU ajliCKipeHy.

dapmakoKiHemuxka.

BCMOKTYBaHHS Ta PO3MOMI.

OrnMecapTaHy MeIOKCOMIT - Ile IPOJIiKY. BiH MIBUAKO ITepEeTBOPIOETHCS ¥ (hapMaKOIOTiYHO aKTUBHUM
MeTaboJIiT 0JIMecapTaH Iif fi€lo ecTepa3 y CIM30Bil 000I0HII KAIIIEYHUKY i B TOPTaIbHii KPOBi mif
yac abcopO1ii 3 TpaBHOTO TPAKTY.

Y nna3Mi KpoBi 4M y IPOAYKTaX BUMAIIEHHS 0JIMecapTaHy MeLOKCOMiJ, 1[0 He po3maBcs, abo
He3MiHeHHY O0KOBUH JaHIIOT MEeJOKCOMiNIbHOI rpynu He BUSBsnucsa. CepeqHe abCOMOTHE 3HAUYEHHS
6iomocTymHOCTI onMecapTaHy 3 TaOIeToBaHOI JTikapChKol GOpMHU CTaHOBUTE 25,6 %.

CepenHe MakcuMasbHe 3HaueHHd (C,,,) OJIMecapTaHy y IIJla3Mi KPOBi IOCATAETLCS TPUOIU3HO Yepes
2 TOOWHY MICJIg MepopaIbHOro IPpUoOMy OJiMecapTaHy MeOKCOMITy, a KOHIIEHTpallis WOoro y Iaa3Mi
30iMBIITYETHCS MakiKe JIiHIMHO 3i 30iIbIIIEHHSIM OJHOPa30BOi ITepPopasbHOI 103U [0 80 Mr.

[>xa mpakTHYHO He BINMBa€ Ha GiOAOCTYIHICTE OIMEcapTaHy, TOMY OlIMecapTaHy MelOKCOMIN MOXKHa
3aCTOCOBYBaTHU He3aJeXKHO Biff IPUIOMY 1XKi.

Y dhapMakoKiHeTHIli oIMecapTaHy He CIIOCTEPIranocs XKOAHOI KIiHIYHO 3HaYYII0l Pi3HUIII 3a CTATTIO.

3B’s13yBaHHS OJIMecapTaHy MeIOKCOMiy 3 OiTkaMu Iyla3Mu KpoBi € 3Ha4HuM (99,7 %), ane
TIOTEHIIias oISt KJIiHIYHO 3HAYYIIOTO 3CYBY BEJIMUMHU 3B’3yBaHHS 3 OiKamMu KPOBi P B3aEMOil



oJIMecapTaHy 3 iHIMMMU OJHOYACHO 3aCTOCOBAHUMM JIiIKapChKUMU 3ac00aMy 3 BUCOKUM CTYIIeHEM
3B’s13yBaHH4A 3 0iIKaMy € HU3BKUM (1110 MigTBEPAXKYETHCS (PaKTOM BiICYyTHOCTI KJTiHIYHO 3HAYYIIO]
B3a€EMOI] MiXK OJIMecapTaHy MeIOKCOMiIoM i BapdapuHoM). 3B’sI3yBaHHS OIMecapTaHy 3 KJIiTHHaMU
KpOoBi € He3HauyHUM. CepefHili 00’eM PO3MOAiNy Micis BHYTPIIIHLOBEHHOTO BBEOEHHS € ManuM (16-29
7).

MerTabo1i3M i BUBeqEeHHS.

3aranpHUM MJIa3MOBUI KITipeHc, K mpaBuiio, ctaHoBus 1,3 n/rox (KB, 19 %), i 6yB BigHOCHO
TIOBiIbHUM TIOPiBHSIHO 3 KpoBoobirom y meuintii (mpubnusuo 90 n/rop). [Ticns BBeOeHHS OMHOPA30BO1
IIepopajbHOI 03U OJIMecapTaHy MeJOKCOMIiy, TOMi4eHOro i30TomoM C, 10-16 % BBemeHoi
pafioaKTUBHOCTI BUBOAMIOCH i3 ceuelo (MepeBaXxkHa KilbKiCTh - MPOTATOM 24 TOOWH MiCISI BBEIEHHS
I031), a 3aJUIIOK PagioaKTHBHOCTI BUBOOUBCS 3 pekamisiMu. CIUpaloyruCch Ha MOKa3HUK CUCTEMHOI
mocTymHOCTi (25,6 %), MOXHa migpaxyBaTH, 110 abcopOoBaHUM OJIMecapTaH BUBOJUTHLCS SIK HUPKaMU
(mpubmu3Ho 40 %), Tak i yepe3 MeUiHKY Ta XKOBYOBUBINHI mnsaxu (mpubnusno 60 %). Bcs BuBegeHa
pafioakTUBHICTH Oyjla BU3HaueHa K ojMecapTaH. 2KogHOTO iHIIOro 3HAYYIIOro MeTaboiTy
BHSIBJIEHO He 0yi0. KUIIKOBO-TIe4iHKOBa PeIUPKYIALis oIMecapTaHy € MiHiManbHO10. OCKiNbKH
3Ha4yHa YacTKa OJIMecapTaHy BUBOOUTHCSA Uyepe3 KOBUYOBUBI[HI IJIIXY, 3aCTOCYBaHHA IIpemnapaTy
malieHTaM 3 00CTPYKIIi€I0 JKOBYOBUBIHUX IIUISIXiB € MMPOTUIIOKA3AHUM (OUB. PO3MIin
«[IpoTUnIOKa3aHH»).

KiHnuesuii nepion HamiBBUBENEeHHS OJIMecapTaHy 3HaXOAuBCA v Aiana3oHi Bifg 10 mo 15 rogus micns
6araTopa3oBOro MepopabHOro 3acTocyBaHHs. CTaOiNbHUM CTAH JOCSATABCS IIiC/IS MPUMOMY TTEPIIUX
KiJIBKOX 103 IIperaparTy, Ipru4oMy II0AasIbIIOro M0ro HaKONMYEHHS He CIIocTepiranaocs yepel 14 gHiB
IIOBTOpPHOTO ImpuiioMy. HupkoBuii KiipeHc cTaHoBUB mpuOnu3uHo 0,5-0,7 n/rox i OyB He3amexkKHUM Bif
NO3H.

dapmakoKiHeTHKa B 0COONMBUX IPyIlax NallieHTiB.

ITediampuyHa nonyaauyia

dapmMakOKiHETHKY OJIMecapTaHy HOCIIAXKyBall Y IallleHTiB 3 apTepiaJbHOIO rinepTeH3iel0 BIKOM Bif
1 mo 16 pokiB. KnipeHc onMecapTaHy y flaHUX IallieHTiB OYB CX0XKUM Ha KJIipEHC JOPOC/IUX MallieHTiB
3 [IOIIPABKOI0 Ha Macy Tiia.

BipcytHs papmakokiHeTHUYHa iHpOpPMaLisa Ojid AiTeld 3 HUPKOBOIO HEOOCTATHICTIO.
Ocobu nimHvo20 8iKYy (8i0 65 pokia)

Y narnieHTiB 3 apTepianbHOIO TilePTeH3i€l0 BeTMYKWHA IO i KPUBOIO «KOHIleHTpamnis-4ac» (AUC)
y ctabinbHOMY cTaHi 30inbinyBanacs npubnu3Ho Ha 35 % y malieHTiB MiTHROTO BiKy (BikoM 65-75
PoKiB) i mpubu3Ho Ha 44 % y mallieHTiB BiKOM Bifi 75 POKiB ITOPiBHSHO 3 I'PYIIOI0 MOJIOAIIOTO BiKy. Lle
IIOHaMMeHIIe YaCTKOBO MoxXKe OyTH IIOB’3aHO i3 cepegHiM 3HWKEHHSIM (QYHKI HUPOK y IiHt rpymi
MaIliEHTiB.

ITopyweHHA pYHKUII HUPOK

Y naui€eHTiB 3 TIETKUMHU, TTIOMIPpHUMH a00 TSXKKUMU IOPYIIeHHAME GYHKIII HUPOK mokKa3Huku AUC y
cTabinmpHOMY CTaHi 30inbMIKUIKCS BignoBiAHO Ha 62 %, 82 % i 179 % mopiBHIHO 3 TaKUMU
IIOKa3HUKAMH Y 3[I0POBUX MOOPOBOJIBIIB I'PYIIM KOHTPOJIIO (OuB. po3min «Crmocib 3acToCyBaHHS Ta
mo3u» i «Oco0IMBOCTi 3aCTOCYBAHHS»).

IMopyweHHA pyHKUII neviHKu



[Ticns omHOPa30BOI0 IIEePOPaIbHOTO 3aCTOCyBaHHS MoKa3HuKU AUC ofiMecapTaHy y Malli€HTiB 3
nerkum abo moMipHUM MOpPyIIeHHSM GYHKINI nevinky Oynu BigmoBigHo Ha 6 % i 65 % BUILIUME, HiX
TaKi ITIOKa3HUKHU Y 3[0POBUX Malli€HTiB. Yepes3 2 TOOUHY IIiCJId IPUKXOMY IIpernapaTy Y 3M0POBUX
moOpPOBOJIBLIIB i MTAIiEHTIB 3 JIETKUM Ta ITOMIipHUM MOpPYIIeHHSM GYHKIIII Ie4iHKYA He3B s3aHa YacCTKa
oJIMecapTaHy cTaHoBuIa BignoBigHO 0,26 %, 0,34 % i 0,41 %. Ilicns mOBTOPHOTO IPUKAOMY Y
IallieHTiB 3 TIOMipHUM MOPYIIEeHHSIM (PyHKIIII nedyinku cepenHiii moka3HuK AUC onmecapTaHy OyB Ha
65 % OinbImuM, HiXK y 300poBUX 0o0poBobIiB. CepenHi moka3Huku C,,, onMecapTaHy Oynu
OfiOHMMU Y TAIliEHTIB 3 MOPYIIeHHIM QYHKIIIl IeUiHKK Ta ¥ 300p0BUX NO0OPOBOIbLiB. OIiHKY
3aCTOCyBaHHS OJIMecapTaHy MeIOKCOMiJy MallieHTaM 3 TSAKKUMU MOPYIIeHHIMHU QYHKIIii TeYiHKY He
mpoBoauu (ouB. po3min «Cmocib 3acTocyBaHHS Ta m0o3u» i «OCOOIMBOCTI 3aCTOCYBaHHS»).

B3aemo0is 3 iHwumu AiKapcbKumu 3acobamul.
Konecesenam (pe4oBuHa, 110 3B’s3y€ KOBUHI KUCTIOTH)

OpnoyacHe 3acTtocyBaHHA 40 Mr osiMecapTaHy MefgokcoMiny i 3750 Mr KojieceBeamy TiipOXJI0PUAY
Ipu3Besio fo 3HuxkeHHd C,,, (MaKcuMaabHOI KOHIIEHTpallii) omMecapTaHy Ha 28 % i 1o 3MeHIIeHHS
noka3Huka AUC onmecapTany Ha 39 %. Cnabumii epekT (3MeHIeHHs noka3Hukis C,,. i AUC Ha 4 %
i 15 % BiAmOBIHHO) CIIOCTepiraBcsl IpU 3aCTOCYBaHHI 0JIMecapTaHy MefoKCOMiNy 3a 4 TONUHU Ilepeq
3aCTOCYBaHHSM KOJleCceBejlaMy TigpoXI0pUay.

[Tepion HamiBBUBEOEHHS OIMecapTaHy 3MeHIyBaBcd Ha 50-52 % He3asiexXHO Bifl TOT0, IKUM YUHOM
1O0T0 3aCTOCOBYBAJI - OHOYACHO 3 KOJIeCeBellaMy TiipoxopuaoM abo 3a 4 TOOUHY [0 3aCTOCYBaHHS
IIbOTO TIPemnapaTy (OuB. po3min «B3aeMopis 3 iHIMMMY TiKapChKUME 3ac00aMu Ta iHII BUOH
B3AEMOIIN»).

IoxknaiHiyHi OaHi 3 6e3neku

3 nmiTepaTypHUX DaHUX BiIOMO, IO V HOCTIgXKEHHSIX XPOHIYHOI TOKCUYHOCTI Ha IIypax Ta cofakax
edekTH oTMecapTaHy MeIOKCOMiy Oy CX0XKi 3 iHIITMMU aHTaroHicTaMu petenTtopa AT, i
inribitopamu AII®: mifBuIllleHHS KOHIIEHTPAllil CEY0OBMHY B KPOBi (@30T CEUOBMHHU KPOBi) i KpeaTuHiny
(BHaCimOK (YHKI[iOHATBbHUX 3MiH y HUPKaX, CIPUYMHEHNX OJI0KyBaHHAM perentopis AT)),
3MEHINIeHHST MaCH CepIIs, 3HUKEHHS ITOKAa3HUKIB ePUTPOIUTIB (KOHIIEHTPAIlil ePUTPOLIUTIB,
reMorno0iHy, reMaTOKPUTY), TiCTOJIOTiUHI 03HAKX ypaXkKeHHs HUPOK (ocepenKy pereHeparii
HUPKOBOTO €TIiTeJIil0, IOTOBIIeHHS 6a3anbHOl MEMOpaHHU, PO3MINPEHHS HUPKOBUX KaHalIbIIiB).

ani HeOaxkaHi eQeKTH, CIpUYMHEHi (hapMaKOJIOTiYHOIO [Ii€l0 olIMecapTaHy MeOoKCOMiNy, BUHHUKaIN
TAKOXK Yy OOKJTiIHIYHUX MOCHTIIXKeHHIX 3 iHIIMMH aHTaroHicramu perenTtopa AT, Ta iuribiTopamu ATIO i
MOXKYTb OyTU 3MEHIIIEeHi IIJITXOM OJHOYAaCHOT'0 BHYTPIIIHBOTO 3aCTOCYBAHHS HATPil0 XJIOPHUAY.

B 060x BU[iB TBApUH CIIOCTepiranyu mifBUIleHy aKTUBHICTb PEHIiHY Y IIJITa3Mi KpOBi Ta
rimepTpodito/rinepnnasiio IKCTarioMepyaapHUX KIIITHH HUPOK. L]i 3MiHH, 5Ki € TUIIOBUM e(eKTOM
KJiacy iHrioiTopiB AI1® Ta iHImMX aHTaroHiCTiB penentopa AT,, cxoXe, He MalOTh K/IiHi4HOI
3HAYYIOCTI.

[Tomi6HO mo iHIMMX aHTATOHICTiB perenTopa AT,, oTMecapTaHy MeIOKCOMIJI IIigBUINYE YAaCTOTY
XPOMOCOMHUX PO3PUBIB ¥ KyNbTypi KiIiTHH in vitro. OnHak noxnibHi edekTy He OyNu BigTBOPEHi B
HEKIUIbKOX JOCIIIAXKEHHAX In Vivo, e 0JIMecapTaHy MefOKCOMIJI 3aCTOCOBYBAJIX BHYTPILIHEO Y OyXKe
BHCOKMX f03ax, 70 2000 mr/kr. YV mimomy gaHi Bce6iuHOT0 JOCITigKeHHs Ha TeHOTOKCUYHOCTh
CBimYaTh IIPO Te, 110 TeHOTOKCUYHA [isl 0JIMecapTaHy IIpU KJIIHIYHOMY 3aCTOCYyBaHHI MajlO¥MOBipHA.

Bimomo, 110 KaHIIepOreHHUX e(deKTiB OIMecapTaHy V ABOPIYHOMY OOCIiIKeHHi Ha IIypax i IBOX



IIECTUMICAYHUX AOCIIXKEHHAX Ha TPAHCTEHHUX MUILIaX He CIoCTepiranau. Y AOCIiIXKeHHIX
PENpPOAYKTUBHOI TOKCUYHOCTI Ha IIypax oJIMecapTaHy MeJOKCOMIis He BIJINBaB Ha (PePTUTBHICTD i He
YMHUB TePaTOreHHOI fii. {IK i y BUlagKy 3 iHIIMMM aHTaroHiCTaMM PelLeNTOPiB aHTrioTeH3uny II, micns
€KCIIO3UIIil oJIMecapTaHy MeNOKCOMiny BUKMBaHHS ITOTOMCTBa Oysna 3HUXKEHa, a ¥ CaMOK, SKi
OTPUMYBaJIU IIpenapaT Ha Ii3HiX TepMiHax BaTriTHOCTI i mif yac nakTallil, Bif3Hayasnacs gujaTalis
HUPKOBUX MHCOK. fIK i iHIIi rinoTeH3uBHi 3acobu, oiMecapTaHy MeJoKCOMif OyB Oilbll TOKCUIHHUH
711 BaTiTHUX KPOJIiB, HiXK [AJIS BaTiTHUX IIyPiB, IPOTe He YNHUB NIPU LbOMY (PETOTOKCUYHOI [il.

KriniuHi xapaKTepUCTHKH.
Iloka3anns.
JlikyBaHHS eceHIlia/JIbHOI apTepiaabHOI riepTeH3il y JOpOCINX MalieHTiB.

JIikyBaHHSI apTepiasbHOI TinepTeHsii y miTel Ta miAmiTKiB BikoM Bif 6 1o 18 pokis.

IIpomunoka3aHHs.

- [TifBullleHa YyTIMUBICTH [0 [i040l PeYOBUHU ab0 [0 OMHOT0 3 KOMIIOHEHTIB JIiIKapChKOTO
3aco0y (guB. «CKam»).

- BariTai abo XiHKH, SKi IIaHYIOTh 3aBariTHiITH (OuB. «OCOOIMBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHS y epiof] BariTHOCTI abo TOmyBaHHS TPYAOI0»).

- OOCTpPYKIIisl KOBUOBUBIAHUX HINAXIB (quB. «©apMaKOKiHETHKa»).

OpHOYacCHe 3aCTOCYBaHHS OJIMecapTaHy MeIOKCOMIiNy 3 IpellapaTaMy, 10 MiCTSATh aJliCKipeH,
IIPOTUIIOKA3aHe TallieHTaM, XBOPMM Ha IIyKpOoBUii fiabeT Ta HUPKOBY HEJOCTATHICTh (IIBUAKICTh
k1y6oukosoi ¢inprpanii (IIK®) < 60 mi/xs/1,73 M) (muB. «B3aeMopis 3 iHMUMY TiKapChKUMH
3acobaMu Ta iHIIi BUOU B3aeMOMil», «DapMakomuHaMiKa»).

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[Tis1 iHITMX TikKapChKUX 3aCc00iB Ha OIMecapTaHy MEeIOKCOMIJI.

IHwi npenapamu 3 2in0OMeH3uBHO Oi€0

linoTen3uBHUM eeKT oIMecapTaHy MeOoKCOMiny Moxe OyTy 30inblIeHN# IPU OGHOYACHOMY
3aCTOCYBaHHI 3 iHIIMMU TiTOTEeH3UBHUMU IIpellapaTaMy.

IHeibimopu AII®, 610kamopu peyenmopie aHeiomeH3uHy II abo anickipeH

[Toppitina 6110Kaga peHiH-aHTiOTeH3UH-anbooCcTEPOHOBOI cucteMu (PAAC) 3a momoMoro0
KOMOiHOBaHOTO 3acToCyBaHHS iHTibiTOpiB AII®, 6110KaTOPiB perenTopiB aHrioTeH3uny I abo
asickipeHy OB’s13aHa 3 O1/IbII BUCOKOIO 9aCTOTO MOOIYHNX e(DeKTiB, TAaKUX K apTepianbHa
rinoTeH3id, rinepkanieMis i 3HUKEHHS (PYHKII1 HUPOK (Y TOMY YHUCJIi TOCTpa HUPKOBA HENOCTaTHICTB)



IIOPIBHAHO 3 OKPEMHUM 3aCTOCYBaHHAM IIpemnapartis, mo AitoTs Ha PAAC (guB. «[IpoTunoka3aHHS»,
«0Oco6muBOCTi 3aCcTOCyBaHHS», «®DapMakomUHAMIKa»).

ITpenapamu Kasairo ma kanitizbepizaroui diypemuuHi 3acobu

[Ipu omHOYACHOMY 3aCTOCYBaHHI IIpenaparTis, 110 Ail0Th Ha PeHiH-aHII0TEeH3UH-aIbJOCTEPOHOBY
cucTeMy 3 Kasii30epiralounMu giypeTUYHUMHU 3aco0aMH, IpenapaTaMy Kajliio, 3aMiHHUKaMU COJIi,
110 MiCTSITh Kasiit, abo iHIMMu penapaTaMy, 110 MOXKYTh MiABUIIYBATH PiBeHb Kalilo (Halpukiafm,
remapuHOM), MOXKJIMBe IiABUINEHHS KOHILIEHTpAllil KaJjlilo y CUPOBATIIi KPOBi, TOMy TaKe OJHOYaCHe
3aCTOCYBaHHS He PEKOMEHIYyeThCs (OuB. «OCOOIMBOCTI 3aCTOCYBaHHS»).

HecmepoioHi npomu3ananavHi npenapamu (HI13I1)

HII3II, y ToMy uucri alieTUICaiMIoBa KUCIoTa B 0o3i 6inbie 3 r Ha 100y, a TakKoX iHTiGiTOpH
LJOI'-2 Ta aHTAroOHICTH PELENTOPiB aHrioTeH3uHy 11 MOXKYTh AiATH CHHEPTiyHO, 3MEHIIYIYN
KJIy004YKOBY QinbTparlito. OgHOYaCHe 3aCTOCYBaHHS IIMX IIpelapaTiB OB’ 3aH0 3 PU3UKOM I'OCTPOI
HUPKOBOI HEJOCTATHOCTI. Y TaKuX BuMafkax Tpeba KOHTPOIOBaTH QYHKIIiI0 HUPOK Ha II0YAaTKY
JIIKyBaHHS Ta JOCTAaTHE HAOXOMXKEeHHS PiIUHU B OpPTraHi3M Malli€HTa.

Kpim nporo, HIT3II npu ogHOYAaCHOMY 3aCTOCYBaHHI MOXKYTh 3MEHIIIyBaTU aHTUTINIEPTEH3UBHY [if0
AQHTaTrOHICTIiB penenTopiB aHrioTeH3uHy 11 i TpU3BOOUTH 00 3HUKEHHS 1X €(PEeKTHUBHOCTI.

CeKBecmpaHm JHCOBYHUX KUC/1I0m KoOJ/1ecesenam

OpHOYacCHe 3aCTOCYBaHHS CEKBECTPAHTY KOBYHUX KHUCJIOT KOJieCceBelaMy TipOXTIOPULAY 3HUXKYE
CHCTEeMHUY BIIJIVB Ha IIiKOBi KOHIIEHTpALllii 0JIMecapTaHy y Ija3Mi KPOBi Ta CKOPOYYE IIePiof H0T0
HalliBBUBEJEHHS. 3aCTOCYBaHHS OJIMecapTaHy MeJOKCOMINy IOHalMeHIle 3a 4 TOOUHY OO0 IPUNoMY
KOJIeceBellaMy TiIpOXJIOPUAY 3MEHIIYe IX B3aEMOfi0. TOMY CIliff 3aCTOCOBYBaTH OJIMecapTaHy
MeIOKCOMiTy IIOHaMeHIIe 3a 4 TOOUHYU J0 IPUKMOMY KOJieceBeslaMy TigpoXIopuny (muB.
«®apMaKOKiHETHKa»).

IHwi npenapamu

[TomiyeHo noMipHe 3HUKEHHS 6i0JOCTYIHOCTI 0OJIMecapTaHy MeJOKCOMINTy IiCys JIiKyBaHHS
aHTauupgaMy (MarHilo-anaioMiHio rigpokcun). OgHOYacHe 3aCTOCYBaHHSA 3 BaphapuHOM Ta
OUTOKCUHOM He BIINIMBa€E Ha papMaKOKiHETUKY OIMecapTaHy MELOKCOMiny.

[Tist onMecapTaHy MeIOKCOMiNy Ha iHIIi TiKapchbKi 3aco0u.
ITpenapamu aimio

[Tpu omHOYaCHOMY 3aCTOCYBaHHi JIiTii0 3 iHTiGiTOpaMu aHTiOTEeH3UHIIEPETBOPIOBAJILHOTO (PEPMEHTY Ta
3 aHTATrOHiICTaMU pelenTopiB aHTrioTeH3uHY Il crocTepiranocss 060poTHE MiABUIIEHHST KOHIIEHTpallii
JTiTiI0 B CHPOBATIII KPOBi Ta MiIBUIIIEHHS TOKCUYHOCTI MOT0 IIpenapariB, TOMy Taka KoMOiHallis He
pekomMeHayeThes (auB. «OcoOIMBOCTI 3aCTOCYBaHHS»). AKIIO TakKe 0OgHOYACHE 3aCTOCYBaHHS
HeoOXigHe, TO TAaKUM IallieHTaM PEKOMEHIYETHCST PETEebHUN KOHTPOIb KOHIIEHTpAIlil IiTio B
CHUPOBATII KPOBI ITif Yac IiKyBaHHS.

Inwi npenapamu

He BusiBUNM KJIiHIYHO 3HAYYI[0I B3a€EMOIil OIMecapTaHy MeLOKCOMiNy 3 BaphapruHOM, UTOKCHHOM,
aHTaIKa0M (aJIOMiHi0 TigpOKCHUA/MarHio rifpoKCH), TiApoxI0p0oTia3uioM Ta IpaBacTaTUHOM.
30KpeMa, oMecapTaHy MeOOKCOMIiI CYTTEBO He BIIMBAB Ha ¢hapMaKoguHaMiKy abo



(bapmakokiHeTUKY BaphapuHy, abo Ha (apMaKOKiHETUKY OUTOKCUHY.

Takox He OyJi0 BUSBIEHO KJIiHIYHO 3HAUYIOl iHTi0y1040i Ail oMMecapTaHy MeLOKCOMiNTy Ha
depmentu 1A1/2, 2A6, 2C8/9, 2C19/ 2D6, 2E1, 3A4 Ta uutoxpom P450 y miogunwm in vitro ta
oMiYeHUY MiHiManbHUM ab0 HYIHOBUM iHOYKOBaHUH edeKT momo muToxpomy P450 y mrypis. Tomy
IOCTimKeHb B3a€MOii in vivo 3 BimomuMu iHriGiTOpamMu Ta iHgyKTOpamMu GepMeHTiB 1uToxpomy P450
He MTPOBOJXIIY Ta KJTIiHIYHO 3HAYYIIMX B3a€EMOIiil MiXK oJIMecapTaHOM Ta IIpellapaTaMu, MeTabommi3M
IKUX 3a0e31euyeThCs BUllleBKa3aHUMU pepMeHTaMu nutToxpomy P450, He 04iKy€eThCS.

ITediampuyHa nonyaauia

HocnimKeHHS B3aEMOIii 0JIMecapTaHy MeIOKCOMiNy 3 iHIIUMHU JTiKapChbKUMHU 3aco0aMu ITPOBOIUIIN
JIUIIIe 3 YYacTIO IOPOCIKX MallieHTiB. HeBimomMo, uu cxoxi maHi B3aeMofil y IOPOCuX Ta HiTel.

Oco6.1ueocmi 3acmocyeaHHsi.
3meHWweHHsA 06’emMY UUPKYAH0HYOT Kposi

Y nanieHTiB 3i 3MeHIIeHUM 00’€MOM ITUPKYII0I040i KPOBi Ta/a00 HU3bKKUM pPiBHEM HATPil0 y CUPOBATII
KPOBi BHACJIiIOK iHTEHCHUBHOI Tepail fiypeTukamMu, 00MeKeHOT0 CII0XKMBaHHS COJIi 3 1kKeto, miapel
abo O6/1roBaHHS MOXKe PO3BHHYTHUCS CUMIITOMATU4Ha apTepiajbHa TiloTeH3is, 0cO0NMMBO Micis
3aCTOCyBaHHS IIePIIOI J03U JTiKapchKoro 3aco0y. Taki 3MiHU CIIiff yCYHYTH O ITOYATKY JIiKyBaHHS
oJIMecapTaHy MeJOKCOMiIOM.

THWi yMo8uU, N8’ A3aHI 3i CMUMYAAUIEI0 PEHIH-AH2i0MeH3UH-a1600CMepoH080i cucmemu

[NamieHTH, y IKAX CyOAUHHUN TOHYC Ta (QYHKIlisA OinbIIoio Mipoio 3asiexkaTh Bil aKTUBHOCTI peHiH-
aHTi0TEeH3WH-aNTbJOCTEPOHOBOI CUCTEMM, HAIIPUKIIAL, MAIliEHTH 3 TAKKOIO 3aCTiHOIO CEPIIEBOIO
HEeJOoCTaTHICTI0 ab0 3 IaTOJIOTiel0 HUPOK, Y TOMY YKCJIi 31 CTEHO30M HUPKOBOI apTepii, MOXYyThb
pearyBaTy Ha iHIII ITpenapaTy, 110 BIJIMBAIOTh Ha L0 CUCTEMY, TOCTPOIO apTepiaibHOIO TilIOTEH3i€l0,
asoTeMiero, onirypieio abo, y pigkKicHUX BUIIafikax, TOCTPOI0 HUPKOBOIO HEIOCTATHICTIO. 3aCTOCYBaHHS
aHTaTOHICTiB pelenTopiB aHrioTeH3UHY II MOXKe CyIpOBOAXKYBaTHCS MOAIOHUMHU epeKTaMHu.

BasopeHanvHa 2inepmeHsis

3acToCcyBaHHS IIpenaparis, 1110 BIJIUBAIOTh Ha PEHIH-aHTi0TeH3UH-aIbJ0CTEPOHOBY CUCTEMY, Y
TIaIlieHTIB i3 ABOOIYHUM CTEHO30M HUPKOBOI apTepil eAUHOI HUPKHY, 1110 GYHKIIIOHYE, IIOB’I3aHe 3
PU3KUKOM PO3BUTKY TSIKKOI apTepialbHOI TinoTeH3il Ta HUPKOBOI HEIOCTATHOCTI.

ITopyweHHA pYHKUiI HUPOK Ma MPAHCNAaHMAauisi HUPKU

Y nami€eHTiB 3 mopyIeHHSAM (QYHKII1 HUPOK, sIKi 3aCTOCOBYIOTh OJIMecapTaHy MeIOKCOMIT,
PEKOMEHNYETLCA IEPIOOUYHO KOHTPOJIIOBATH KOHIIEHTPALII0 KaJlilo Ta KpeaTUHIHY y CUPOBATLi KPOBi.
3acToCyBaHHA OJIMecapTaHy MeJOKCOMily He PeKOMEHIOBaHe MallieHTaM i3 TAKKUM IOPYIIEHHSIM
GbyHK1I HUPOK (KTipeHC KpeaTuHiny MeHIe 20 My/xB) (guB. «Crocib 3aCTOCyBaHHS Ta J03U»,
«QapmakoKiHeTHKa»). [JOCBig 3aCTOCYBaHHS OJIMecapTaHy MeLOKCOMINy MalieHTaM, IKi HeaBHO
TIepeHecTd TPaAHCIJIaHTallil0 HUPKK abo y MmallieHTiB i3 TepMiHaIbHOI HUPKOBOIO HEIOCTATHICTIO
(kipeHC KpeaTHHiIHY MeHIe 12 MJi/XB) BiACYTHiH.

ITopyweHHA PYHKUII neviHKu



OnmecapTaHy MeJOKCOMiNI He peKOMEHO0BaHUM JI1 3aCTOCYBAHHA ITAI[l€eHTaM i3 TSIXKKUM
TIOpYILIEeHHAM QYHKIII IeviHKy Yepe3 BiICYTHICTh HOCBiAy #oro 3actocyBanHs (nuB. «Croci6
3aCTOCYBaHHS Ta JO3W» LIOA0 OO3YBaHHS IIpenapaTry IPU JIETKOMY Ta IIOMipHOMY IOPYIIeHHi QyHKIIi1
IIEeYiHKH).

I'inepkaniemis

[Ipenapaty, 110 BIIMBAKOTh Ha PEHIH-aHTI0TEH3UH-a/IbIOCTEPOHOBY CUCTEMY, MOXYTh IPOBOKYBATU
rinepkasnieMito. Pu3uk ii po3BUTKY 306inbIIyeThCS ¥ NALIEHTIB JTITHHOTO BiKYy i MOXKe MaTU JIeTalbHUN
pe3ynbTaT IIpX HUPKOBiM HEOOCTATHOCTI Ta IIyKPOBOMY fiabeTi, mpu CymyTHOMY 3aCTOCYBaHHI iHIIMX
Ipernaparis, 10 MPHU3BOAATH OO MigBUIIEHHS PiBHS KaJliio Ta/ab0 Ipyu HasBHOCTI iHTepKypEeHTHUX
3aXBOPIOBaHE.

[lepen npu3Ha4YeHHAM CYIIYTHIX [Iperaparis, 10 BIJINBAOTh HA PEHIH-aHTI0TeH3UH-aIb0CTEPOHOBY
CUCTeMY, CJIifi PEeTEIbHO OLHUTHU CIIiBBiIHOIIIEHHS MOXKJ/IMBOI KOPUCTI Ta MOXKJIMBOTO PU3UKY LILOTO
JMiKyBaHHS Ta PO3TJISHYTH iHII MOXKJIMBOCTI Teparil (TakoX [uB. po3min «IlopaBiitHa 6710Kafa peHiH-
aHTioTeH3UH-anbaocTepoHoBol cucteMu (PAAC)»). 1o ocHOBHUX (aKTOpiB PU3UKY TillepKasieMil
BiIHOCATBLCS:

- IIyKpoBUi miabeT, mopyuieHHs QYHKINI HUPOK, MaIlieHTH BikoM Bim 70 POKiB;

- kKoMOiHanis 3 ogHUM abo KinbKOMa IpenapaTaMy, 1[0 BIIJIUBAIOTh HA PEHiH-
aHTiOTEeH3WH-aJIbIOCTEPOHOBY CUCTEMY Ta/abo 3 mpemnapaTaMu Katit. [leski mpenapaTy, HaBiTh
KJIaCy IpenaparTiB MOXYTh CIPUYMHUTHU TillepKalieMil0: 3aMiHHUKY COJIi, KaJIiEBMiCHI IIpenaparTy,
KaJil3bepiratoui giypetrnuHi 3acobu, inribitopu AII®, aHTaroHICTH PeIEeNTOopPiB aHTioTeH3UHY I,
HeCTepOIgHi mpoTu3amaibHi 3aco0H, y TOMY YUCIi celeKTuBHi inribitopu LIOT-2, remapus,
iMyHOIempecaHTH, HaIPUKJIIa/, IUKIOCIOPUH ab0 TaKPOJIiMyC, TPUMETOIIPHUM;

- IHTEpKYpPEeHTHI 3aXBOPIOBAHHA Ta CTAaHH, Yy TOMY YUCIIi JerigpaTalis, roctpa
IeKOMIIeH Callist CepIleBol MisTbHOCTI, MeTabO0iYHUY alua03, 30iMblIeHHS TAXKKOCTI HUPKOBUX
IIOPYIIEHb, PAlITOBE MOPYLIeHHS (QYHKII1 HUPOK, HANPUKJIIaA, IPHU iHQEeKIiNHNX 3aXBOPIOBAHHAX,
Ji3KC KIIITWH, HAIPUKIaf, IPK TOCTPIi imemil KiHIiBOK, paOmoMiosisi, momiTpaBmMax.

Y namieHTiB i3 TakuMM (HaKTOpaMU PU3UKY PEKOMEHOYETHCS MOCTIMHUN KOHTPOJIb KOHILIEHTpallil
KaJIilo ¥ CHpoBaTlli KpoBi (muB. «B3aemopmis 3 iHIIMMY JTiKapCbKUMH 3aco0aMu Ta iHII BUAH
B3aEMOMIN»).

IToodsitliHa 6.10Kada peHiH-aH2iomeH3uH-aabdocmepoHosoi cucmemu (PAAC)

IcHye mokas Toro, 10 OfHOYACHe 3acToCyBaHHS iHTiOiTOpiB ATI®, 6110KaTOPiB pPerenTopiB
aHrioteH3uny II abo amickipeHy migBuIlye pU3UK apTepianbHOI rinoTeH3il, rinepkanieMii i 3HUKEHHS
GyHKIIII HEPOK (Y TOMY YHKCIIi TOCTPOi HUPKOBOI HegocTaTHOCTI). ToMy mopBitina 61okama PAAC,
II0B’SI3aHa 3 OHOYACHUM 3aCTOCyBaHHSIM iHTiOiTOpiB AII®, 6710KaTOPiB pPelenTopiB aHrioTeH3uHy 11
abo amickipeHy, He peKOMeHI0BaHa (OuB. «B3aeMofis 3 iHIMMMU TiKapChKUMU 3aco00aMu Ta iHIII BUOH
B3aeMoOAin», «PapmMakoguHaMika»).

fKI10 Tepamis moaBifiHOI 6710KaaK BBAXKAETHCS a0COMIOTHO HEOOXiIHOIO, 1i CITi TPOBOOUTH TiAbKH ITif
HarnsagoM (axiBLs Ta 3a YMOBU PETYISPHOTO Ta PeTENTbHOT0 MOHITOPUHTY (PYHKIIil HUPOK, PiBHSA
€JIeKTPOJIITiB Ta apTepiaJibHOTO TUCKY.

IuribiTopu AII® i 6;10KaTOpPH pelenTopiB aHTioTeH3uHY Il He i OMHOYACHO 3aCTOCOBYBATH
maIfiesTaM 3 giabeTUYHOI0 HedpomaTi€ero.



ITpenapamu aimiiw

fK 1 3 IHIIVMU aHTArOHICTaMU PELeNTOPIB aHTi0TeH3UHY II, ofHOYacHe 3aCTOCYBaHHA JIITIIO 3
olMecapTaHy MeIOKCOMiIOM He PeKOMEeHAYEThCS (OuB. «B3aeMopis 3 iHIIUMU JTiKapChbKUMHU
3aco0aMu Ta iHIII BUOU B3aEMOMIN»).

CmeHo3 ycmsa aopmu abo MimpaavHull cmeHo3; 06cmpyKkmueHa 2inepmpogpiuHa kapdiomionamis

OnmecapTaHy MegOKCOMiN 3 00epeXHiCTI0 3aCTOCOBYBATH NallieHTaM 3i CTEHO30M YCTS a0pPTH YU
MiTpasbHUM CTEHO030M ab0 3 00CTPYKTUBHOIO TinepTpodiuHoi0 KapAioMionarieo.

ITepguHHUl anb0ocmepoHi3m

[TarieHTH 3 IEPBUHHUM aJIbOCTEPOHI3MOM He pearyloTh Ha aHTUTINIePTEeH3UBHI Ipernapary, 110
[if0Th UIISXOM iHTiOyBaHHS peHiH-aHTi0TEH3UHOBOI CUCTeMU. TaKUM YMHOM, 3aCTOCYBaHHS
oJIMecapTaHy MeJOKCOMily He PEKOMEHIYEThCS TaKUM MallicHTaM.

Cnpy-nodibHa enmeponamis

Y nyXe pigKicHUX BUITafKaX IIOBITOMIIANIY IIPO TAXKKY XPOHIUHY [iapelo 31 3Ha4YHOI BTPATO0 Macu
TiNa, 10 PO3BUHYJIACS Yyepe3 KijlbKa MicsiB abo POKiB Micjid mo4YaTKy JiKyBaHHS y MaLi€HTIB, IKi
IpUiMalny ojiMecapTaH; IPUYMHOIO 11 BAHUKHEHHS €, iMOBIpHO, MiCIleBa BiiTepMiHOBaHa peakiis
rinepuyTtnuBocTi. Pe3ynbraTtu 6iomncil cu30Boi KUIIEYHUKY Y TAKUX MALiEHTIB YaCTO JeMOHCTPYBAJIU
aTpo(iro KUIIKOBUX BOPCUHOK. fKIO JaHi CHMITOMYM BUHUKHYTH Y IAIli€eHTa IIif Yac JIiKyBaHHS
OJIMeCapTaHOM i SKILO MOXKHA BUKJIIOUUTH iHIITy UMOBIPHY €TiOJIOTi0, Tepaliio oJIMecapTaHoM CIIif
HeralHo BiIMIHKATH Ta He CIIifl BiTHOB/IOBATH. AKIIO diapes He 3HUKHE BIPOOOBK OJHOTO TUXKHSI
iCyIs 3aKiHYeHHS MPUUOMY JTiKapChKOTO 3aco0y, CITifl 3BePHYTHCS [0 CIelliaicTa (Hampukiam oo
racTpPOEHTEPOJIOTa).

EmHiyuHi giOMiHHOCMI

4K i y BCix aHTaroHicTiB pellenTopiB aHTioTeH3uHY 1I, aHTUTinEPTeH3UBHUY e(PEKT oJIMecapTaHy
MeIOKCOMIiTy [elllo0 MeHIINY y TPeOCTaBHUKIB HETPOIAHOI pacH, HiXK B iHIIKUX MaIli€HTIB, MOXKIIUBO,
yepe3 6ibIly MOMKUPEHiCTh HU3bKOTO PiBHS PEHIHY B Il MOMyJIsALii.

BaeimHicmb

AnTaronictu aHrioTeH3uHy Il He cyTif PO3MOYMHATH Y Mepiof BariTHOCTI. AKIIO IPOAOBXEHHS
Tepallii aHTaroHiCTaMu aHTiOTeH3UHY Il He BBaXKa€ThCSI HEOOXiTHUM, MALliEHTOK, SKi
IIJIaHYIOTh BaTriTHICTB, CJIi IepeBeCTH Ha allbTePHATUBHI aHTUTINEPTEeH3UBHI 3ac00H, SKi
MaloTh BCTAHOBJIEHUY Mpo¢inb Oe3meKu OJIsi 3aCTOCYBAaHHS IIif Yac BariTHocTi. Komu
OiarHOCTOBAHO BaTiTHICTB, JTIKyBaHHS aHTaroHiCTaMu aHTioTeH3uHy Il ciig HeraHo
IPUNIUHUTH i, SIKIIO 1Ie HeoOXimHO, po3moYaTH aJbTePHATUBHY Tepaliio (IuB.
«[IpoTuokasaHHsI», «3aCTOCYBaHHS Y Iepio BariTHOCTI abo rogyBaHHS TPYIII0»).

THwe

3HayHe 3HUXKEHHS apTepialbHOTO TUCKY Ha TJIi MiKyBaHHS OyOb-IKUMU aHTUTINEePTEeH3UBHUMMU
3acob6aMu y TAIfiEHTIB 3 imeMigyHO0I0 XBOp060I0 ceplid ado 3 MOPYIIeHHIM MO3KOBOTO KPOBOOOIry
MOXKe NPU3BECTH 10 iHpapKTy MioKapaa Ta iHCYNbTY.

Lleit mikapchKu# 3acib MiCTUTH JTaKTO3Yy. [lallieHTaM i3 pifKiCHUMU CIIafiKOBUMU IIpoOIeMaMu



HEeIePeHOCHMOCTI TajakTo3y, fAedinuToM nakTa3u Jlanmna abo mOpyIIeHHIM BCMOKTYBaHHS TIIOKO3U-
rajlakTo3H He CJIifi MpuiMaTH Lel JlikapchbKuu 3acib.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00i0.
BaeimHicmb

Oncanpec® MPOTUIIOKA3aHUIl BaTriTHUM ab0 XiHKaM, gKi [JIAaHYIOTh 3aBariTHITU. AKIo mif yac
JiKyBaHHS 3aC060M Oncanpec’ HiATBEPOKYETHCS BaTiTHICTh, HOTO 3aCTOCYBaHHS HeOOXiHO HeraHo
IPUIAHUTHY i 3aMiHUTH iHIIUM JTiKapChKUM 3ac000M, MO3BOJIEHHUM [0 3aCTOCYBaHHS BariTHHUM.
Enipemiosnoriuni gaHi npo pu3uK TepaToreHHOro BIKBY iHTibiTopiB AII® y I TpuMecTpi BariTHOCTI He
IIePEKOHINBI; OOHAK JesiKe 30i/IbllIeHHS PU3UKY He MoxkKe OyTU BUKITIOUEHUM. X04a He iCHYe
KOHTPOJIbOBAaHUX €MigeMiOoNoTiYHUX AaHUX PO PU3UK 3aCTOCYBaHHS aHTarOHICTIB PELIENITOPIB
aHriorensuny II, momiOHi pr3UKM MOXKYTh iCHyBaTH IIPU 3aCTOCYBaHHi IIbOT0 KJIacy IIpernapariB. dKIo
TpUBaJla Tepalis aHTaroHicTaMu pelenTopiB aHrioTeH3uHy 11 XKUTTEBO HeoOXiAHa, MallieHTKaM, SKi
IIJIAaHYIOTH 3aBariTHITH, PEKOMEHOYETHCS 3aCTOCOBYBATH 1HINI aHTUTINIEPTEH3UBHI IIpenapaTy,
Oe3neka 3aCTOCyBaHHSA SIKWX IIPU BaTriTHOCTI foBefeHa. [Ipu miarHOCTyBaHHI BariTHOCTI CIlifg HeralHo
MIPUIIMHUTUA 3aCTOCYBaHHS aHTArOHICTIB PELeNTOPiB aHrioTeH3uHy Il Ta Mpu3HaYUTH abTEPHATUBHE
nikyBaHHA. Y II Ta Il TpuMecTpl aHTAroHICTU peLenTOPiB aHTi0TeH3UHY Il YMHATE TOKCUYHY Ail0 Ha
g (mpurHiveHHs (yHKII HUPOK, OJIirOTifpoaMHis, 3aTpUMKa ocHikallil KiCTOK 4epela) Ta
HEMOBIISI (HUPKOBa HEIOCTAaTHICTh, apTepiaibHa TioTeH3isd, rinepkaniemis) (IuB. po3min «IoKmiHigHi
naHi 3 6e3neKku» BUIlle). Y BUIMAMKy 3aCTOCYBaHHS aHTaroOHICTiB penienTopis anrioren3uny II y II ta III
TpHUMeCTpax Tpeba BU3HAUUTH (PYHKIIiI0O HUPOK Ta ocudiKallifo KiCTOK Yepena y Ij1ofa 3a JaHuMHU
yIbTPa3BYKOBOI'0 [OCHIAXKEHHS. 3a HEMOB/IATaMHU, MaTepi AKUX 3aCTOCOBYBa/I aHTaroOHiCTH
pelenTopiB aHriotreH3uny lI, ciif crocTepirat Yyepe3 MOXKIIMBY apTepiaibHy TillOTeH3ii0 (JuB.
po3min «IIpoTunoka3aHHsa» Ta «OCOOIUBOCTI 3aCTOCYBAHHSI»).

l'odyeaHHA 2py0d0io

[loBemeHo, 110 0JIMecapTaH eKCKPETYETHCS Y MOJIOKO IyPiB, OOQHAK aHaJIOTi4yHi JaHi 0[O0 TIOAUHA
BimCyTHi. 2KiHKaM, sKi FOOyOTh IPY/II0, He CIIifl 3acToCcoByBaTH Oscamnpec’ Yyepes3 BiICyTHICTh
MOCBigy MOT0 3aCTOCYBAHHS y IleH mepiofl. 3aMicTh JTiKapChKOTo 3aco0y Oncanpec® MoXHa
3aCTOCOBYBATH iHII aHTUTINEPTEeH3UBHI ITpenapaTu, 6e3rneka 3aCTOCYBaHHS SKUX Y Iepiof
rogyBaHHS I'PYAMI0 OOBefeHa, 0COOIMBO TP TOAYBaHHI HEMOBIAT a60 HEIOHOIIEHUX iTeH.

30amHicmb 8nausamu Ha weudKicmb peakuii npu KkepysaHHi aamompaHcnopmom abo
IHWUMuU MexaHiamamu.

Oncampec® Ma€ He3HAUHKH a00 IOMIpHUI BIUIMB Ha 30aTHICTh KepyBaTH TPAHCIOPTHUMH 3aCo0aMu
abo iHIIMMU MexaHi3MaMu. 3allaMOpO4YeHHS a0 MiiBUIlleHa BTOM/TIOBaHICTh MOXKYTh iHOIi BUHUKATH
y HalieHTiB, gKi IPUUMaOTh @HTUTINIePTEeH3UBHY Tepallito, 1[0 MOXKe IIOPYIIUTY 30aTHICTh 40
pearyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.

Hopocai



[TouaTkoBa mo60OBa f[03a OJIMecapTaHy MefoKcoMiny cTaHOBUTh 10 mMr 1 pa3 Ha molOy. fAKimno
3MEHIIEHHS apTepiasbHOTO TUCKY HEIOCTaTHE, mo3y ciif 36impimuty go 20 Mr 1 pas3 Ha goly. AKio €
HeoOXiIHiCTh, 03y IpemnapaTy MoxkHa 30inbumTty 0o 40 Mr 1 pa3 Ha go0y (MakcuManbHa HOo0OBa
mo3a) abo JofaTH [0 JiKyBaHHS TigpPOXIOPOTia3uf.

AHTUTiINEPTEH3UBHUU e(DEKT OIMecapTaHy MEOOKCOMIly CIIOCTEPIraeThCs, K MIPaBUIO, IPOTITOM 2
THXKHIB IiC/IS IOYATKY JIiIKyBaHHS, & MaKCUMaJIbHUY e(eKT CIIOCTEPIraeThCs yepe3 8 TUKHIB IiCNIA
nmoy4aTKy Teparrii. Lle ciig MaTy Ha yBa3i mpu po3risafi 3MiHU peXKUMY J03YBaHHS [ OyIb-IKOTO0
MaIjieHTa.

ITauieHmu aimHb020 BiKYy (8i0 65 pokis)

3a3Buyail HeMae HeoOXiMHOCTI ¥ KOpUTYBaHHI NO3M TMAlliEeHTaM JIiTHHOTO BiKYy (OUB. peKOMeHIOBaHi
MO3U [J15 TallieHTiB i3 nopymeHHAM QYHKIIl HUPOK). [Ipu migBuieHHi 7000BOI HO3U 10
MaKCUMaJIbHOI, 10 CTaHOBUTH 40 MT, CITifl peTelbHO KOHTPOIIOBATH apTepialbHUN TUCK.

ITauieHmu 3 nopyweHHAM pYHKUil HUPOK

MaxkcumarnbHa f060Ba g03a A7 MallieHTiB i3 mopyueHHsAM QYHKIII HUPOK 1erkoro abo moMipHOro
CTyIeHs TAKKOCTI (KimipeHC KpeatuHiHy 20-60 My1/xB) cTaHOBUTH 20 MT, OCKIIBKY [OCBIfT
3aCTOCYBaHHS BUINUX O03 Yy Wil rPpymi BiAcyTHiN. OMMecapTaHy MEOOKCOMIN He MMOKa3aHUM IIpu
TSKKOMY IOpPYIIeHHi (QYHKIIIl HUPOK (KJIipeHC KpeaTHHiHY MeHIIe 20 MJ/XB) 4Yepe3 He3HAUHUM JOCBIf
M0T0 3aCTOCYBaHHS TAKUM IallieHTaM (OuB. po3minu «Oco6IMBOCTI 3aCTOCYBaHHS» Ta
«®apMaKOKiHETHKa»).

ITopyweHHA PYHKUII neviHKu

[Tpu mopyenHi QyHKIIl MeYiHKM JIETKOT0 CTYIeHs TSIXKKOCTi KOPEKIIis 103U He noTpibHa. [Ipu
IIOMIpHOMY CTyIIeHi IOPYIIEHH [1I04YaTKOBa 403a OJIMecapTaHy MeIOKCOMily CTaHOBUThL 10 Mr Ha
no0y, a MakcuMasnbHa - 20 Mr. [Ipy cynyTHhOMY NIpU3HaYEHH] MallieHTaM i3 MOpyIIeHHAM QYHKIIi1
NeYiHKY OiypeTUYHUX 3aco0iB Ta/ab0 iHIINWX aHTUTIEPTEeH3UBHUX 3aC00iB HEOOXiIHO pPeTeIbHO
CIIOCTepiraTu 3a piBHEM apTepiasbHOTO TUCKY Ta QYHKIi€ HUPOK. OnMecapTaHy MeLOKCOMIiN He
IOKa3aHUU NIPU TSIXKKOMY NOPYIIeHHI (PyHKIIII TeYiHKN 4epes BifCyTHICTh JOCTaTHLOTO JOCBIiAY
3acTocyBaHHS (IuB. po3minu «OcobMUBOCTI 3acToCcyBaHH» Ta «®apMakokiHeTuKa»). OnMecapTaHy
MeJI0KCOMiJI He CJIiff 3aCTOCOBYBaTH MallieHTaM 3 00CTPYKIIi€l0 JKOBYOBUBIOHUX IIISXiB (OUB. PO3Mis
«IIpoTUOKa3aHHSI»).

ITediampuyHa nonyaauis.
IliTi Ta mimmiTKH BiKoM Bim 6 1o 18 pokiB

PexoMeH0BaHa [T0YaTKOBa 403a OJIMecapTaHy MeIOKCOMiLY OiTaM BiKOM Bif 6 1o 18 pokis
crtanoBuTh 10 Mr 1 pa3 Ha goOy. AKIo apTepianbHUM TUCK He 3MEHIIYEThCSI MOCTAaTHHOIO Mipoio,
no3y MoxHa migBuimuT# fo 20 mMr 1 pa3 Ha f006y. [Ipu HeoOXxigHOCTI GibIll BUpaXkKeHOT0 3HUKEHHS
apTepianpHOro TUCKY AiTAM 3 MacoIo Tina = 35 KI f03y oJIMecapTaHy Me[OKCOMiNly MOXHa
migsumuTy 1o 40 Mr Ha moOy. [Ins miTed 3 Macolo Tina < 35 Kr o0oBa 03a He ITOBUHHA
nepesuilyBaTty 20 Mr.

Cmocib 3acToCcyBaHHS

3 MeTOI IOTPHMAHHSA PeXUMY [03yBaHHA JiKapCchKuil 3aci6 Oncampec® peKOMeHIYEThCs
3aCTOCOBYBATHU NMPUOIM3HO B OOUH i TOM caMMl Yac KOXKEH JIeHb, 3 1xKeto a0o 0e3, HampukiIaf Iif 4ac
cHigaHKy. TabmeTKu citif 3amMUBaTH OOCTATHLOIO KiNTBbKICTIO PimvHY (HampuKiam, 1 CKISHKOIO BOIH).



TabeTKy He CJIii pO3’KOBYBaTH.

Himu.

3aCTOCOBYBATH AJIS JIIKyBaHHS apTepianbHOl rinepTeHsil AiTAM Ta HiiIiTKaM BiKOM Bif 6 0o 18
pPOKiB. beaneka Ta eeKTUBHICTH [JIs [iTel BiKoM Bif 1 mo 5 poKiB 1ie He BcTaHOBJeHi. HasiBHa Ha
ImaHUY dac iHpopMallis HaBefleHa B po3finax «[1o6iuHi peaknii» Ta «PapMakofguHaMiKa», IPOTe
PeKoMeHallii 010 JO3yBaHHS CKJIaCTU HEMOXKJIMBO. 3aCTOCOBYBATH IIpenapar giTAM BiKOM [0 1
POKY He CJIif i3 MipKyBaHb 0€3MeKHu Ta Y 3B’I3KYy 3 BifICYTHiCTIO JaHUX.

Ilepedo3yeanHsi.

[ITomo mepero3yBaHHS € nuille oOMexkeHa iHdopMatis. IMoBipHinmMM epeKTOM U epeno3yBaHHi €
apTepiasibHa TinoTeH3id. Y pa3si nepeno3yBaHHs 3a IIallieHTOM CIIi[ YBaXKHO CIIOCTepiraTy i
IIPOBOOUTY CHMIITOMaTUYHY, MiATPUMYIOUYy Tepaio.

[aHux 040 MOXKIIMBOCTI BUBEEHHS OJIMecapTaHy MeJOKCOMINTy LIIIX0M [iajli3y HeMae.

ITo6iuni peakuii.

TTo6iuHi peaxiiil, o HayacTime BUHMKAIOTh y XOfi TiKyBaHHA 3aco6oM Oncanpec®, - TOI0BHi 607i
(7,7 %), rpunonomioni cumnromu (4,0 %) i 3anamopouenss (3,7 %).

Y nnane6o KOHTPOIbOBAHUX NOCITIIXKEHHSIX MOHOTEPaIil €qUHOI0 MOOIYHOI0 PeakKIli€o, OB’ I3aH00 3
NiKyBaHHAM, OyJI0 3ataMopo4YeHHs (dacToTa 2,5 % IIpu 3aCTOCYBaHHI 0OJIMecapTaHy MeJOKCOMINy i
0,9 % y rpymi mnane6o).

YacToTa BigxuneHb 1ab0paTOPHUX MapaMeTpiB Oyjia TPOXM BUIIOIO IIPU 3aCTOCYBaHHI 0JIMecapTaHy
Me0KCOMiy MOPiBHSHO 3 myaiebo: rineprpuriinepuneMis - 2,0 % mpu 3aCcTOCYBaHHI 0JIMecapTaHy
MemoKcoMiny mopiBHsHO 3 1,1 % mpu 3acTocyBaHHi m1alebo, MigBUINEHHS PiBHS KpeaTuH
dbocdokinazm - 1,3 % npu 3aCTOCyBaHHI 0OIMecapTaHy MeOKCcOMiny mopiBHAHO 3 0,7 % mpu
3aCToCyBaHHi mare6o.

Ins knacudikallii BAHUKHEHHS 00iYHUX peakIliii BAKOPHUCTOBYBaIUCS TaKi TEpMiHU: TyXkKe 4acTo (=

1/10); wacto (= 1/100, < 1/10); iromi (= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000); myxe pigko
(< 1/10000); yacToTa HeBimoMa (He MoxKe OyTH OlLliHEHa 3 HasBHUX OAKepe).

Cucremu oprasis

3a knacudikamiero MedDRA [ToGiyHi peakiii YacToTa
3 00Ky cucTeMu KpoBi Ta nimMbaTuuroi TpoMOOIUTOIEH IS HeuacTto
CUCTEMU

3 00Ky iMyHHOI CUCTEMHU AHadinakTu4YHa peakiis HeuacTto



3 00Ky MeTabo01i3My i TpaBIeHHS

3 00Ky HEPBOBOI CUCTEMU

3 OOKy OpraHiB CIIyXy
3 OOKy cepis

3 00Ky CynuH
PecnipatopHi, TopakasibHi i
MefiaCTAHAJbH] TOPYIIeHHS

3 GOKY IIJTYHKOBO-KHUIITKOBOT'O TPAKTY

3 OOKy MeyYiHKM Ta
’KOBYOBHUBITHUX IIJISIXIB
3 0OKy LIKipU Ta MiAIIKIPHUX TKaHWH

3 OOKY CKeJIeTHO-M S130BO1 CUCTEMH i
CIIOJIyYHOI TKAaHUHU

3 00Ky HUPOK Ta CEYOBUBIIHUX IIJIAXiB

3araspHi IOpyILIeHHS

lineprpurninepunemis
limepxonectepunemis
linepypukeMis
limepkaniemis
3amnaMOpOYeHHS
['omoBHUY 6inb
Bepturo

CreHoKappmis
Taxikapmis
ApTepiasibHa rinoTeH3sisa
Bposxit

dapuHTiT

Kammerns

PuniT

['acTpoenTeput

Hiapes

Binb y XXuBOTI

Hymota

Iucnencis

bnoBaHHA
Cnpy-monibHa eHTeponaris
(muB. «OCcoBIMBOCTI
3aCTOCYBaHHS»)
AyToiMyHHUU renaTuT*

Ex3aHTeMa
Arnepriysuii gepMaTuT
Kpomnus’'sgHka
Bucunauug

CBepbix

Arnonernis
AHTiOHEBPOTUYHUY HaOpIK
ApTpur

Bine y cniuHi

Bins y KicTKax
Mianrig

ApTpanria

M’a30Bi cynoMu
['ematypis

YacTto
HeuacTto
YacTto
Pigxo
YacTto
YacTto
HeuacTto
HeuacTo
HeuacTto
Pigxo
YacTto
YacTto
YacTto
YacTto
YacTto
YacTto
YacTto
YacTto
YacTto
HeuacTto

Lyxe pigko

HesBigoMmo

HeuacTto
HeuacTto
HeuacTto
HeuacTto
HeuacTto
HesBigoMmo
Pigxo
YacTto
YacTto
YacTto
HeuacTto
HeuacTto
Pigxo
YacTto

[HGeK1isT cevoBUBimHUX NUIsAXiBYacTo
['ocTpa HUPKOBa HEJOCTATHICTLPiTKO

[TopyueHHST QYyHKIII HUPOK
Binp

Binb y rpynHiy KTl
[Tepudepuynuii HabpsIK
['puno3Hi cumMnrTomu
[TigBHIIeHa BTOMIIIOBAHICTD
Habpsk obnuyyst

AcTtenisa

3arajbHe HE3[yXaHHSA
JleTapriyuuu ctaH

Pigxo
Yacto
Yacto
Yacto
Yacto
Yacto
HeuacTto
HeuacTto
HeuacTto
Pigxo



3Minu nabopaToOpHUX ITapaMeTpiB [TippumienHs piBHA pepmeHTiB HacTo

[IeYiHKYU

[ligBuIleHHS PiBHA Ce40BUHU y HacTo
KpOBI

[TigBUILleHHS PiBHA Yacto

KpeaTuHpocPoKiHasu y KpoBi
[ligBuineHHs PiBHA KpeaTUHIHY Pinko
Y KpPOBi

*V micnapeecTpaliiiHOMY IIepiofii MOBIqOMIISANIOCS PO BUAAKHA BUHUKHEHHS ayTOIMyHHOTO FelaTUTy
3 JTaTEeHTHUM I1ePiofioM Bif] KiJIbKOX MICSIIiB [0 POKiB, 110 Oy 0G0POTHUMM TIiC/IS BigMiHU
3aCTOCYBaHHS OJIMecapTaHy.

[ToBigoMnsiyiocst Mpo MOOAMHOKI BUMTaiKu PabooMioni3y, moB’si3aHi B Yaci i3 3aCTOCyBaHHIM
6;mokaTopiB peuenTopiB anrioTeH3uny II.

ITodamkoea iHpopmauisi npo ocobausi 2pynu nauieHmis
ITediampuyHa nonyasuyis

3 niTepaTypHUX AAaHUX BiAOMO, 110 y XOi KITIHIYHUX OOCHIAKEHb 3 Y4aCTIO AiTel Ta MifJIiTKiB

(361 ocoba) BikoM Bif 1 mo 17 pokiB OyB IpoBeOeHUN MOHITOPUHT O€3MeKu 0JIMeCapTaHy
MeOOKCOMiny. Xo4ya XapakTep i TAXKKICTh MOGIYHUX SBUI MOMIOHI 0 TaKUX ¥ MOPOCIHUX, V HiTEH
YaCTOTa HACTYIIHOT'O BHIIIA:

- HOCOBi KPOBOTeUi y [IiTel € mOIIKXpeHoio mobivHoi0 peakirieio (= 1/100 mo < 1/10), mpo
SIK1 He TIOBIIOMJISUUIM Y SOPOCIIUX Nalli€HTIB;

- MPOTATOM 3 THUXKHIB IIOABIMHO CIIIIOr0 AOCHIAXKEHHS YaCcTOTa BUHUKHEHHS
3araMOpOY€eHHS Ta TOJI0OBHOTO 00JIi0, III0 BUHUKJIU IIPH JIiKyBaHHi, OyJia MaliKe B IBa pa3u BUILIOIO ¥
niTei BikOM Bif 6 7o 17 poKiB y rpylli, SKUM 3aCTOCOBYBaJIU OJIMecapTaHy MefOKCOMIJ y BUCOKUX
[o3ax.

3aranom npodins 6e3neKu oIMecapTaHy MefOKCOMIiNy y mefiaTpUYHUX MallieHTiB He Bigpi3HABCS
3HAYHOIO Mipo0 Bif mpodimto 6e3meky JOPOCIUX MalliE€HTiB.

ITauieHmu aimHb020 BiKYy (8i0 65 pokis)

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

[ToBigoMIIEHHS PO MOKJIMBI M06iYHI peakiril

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
lle nae 3Mory IpOBOAUTY MOHITOPUHT CIIIBBIJHOLIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI
ITLOTO JIiIKapChKOro 3acoby. MemuuyuuM Ta papMalleBTUYHUM IIPalliBHUKAM, a TaKOXK
nariesTaM a0o0 X 3aKOHHUM IIpefiCTaBHUKAM CJIif] TOBiJOMISATH IIPO YCi BUTIAAKHU
igo3pioBaHUX MOOIYHUX peakIliii Ta BiCYTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
aBTOMaTHU30BaHy iH(GOPMaLiliHy CUCTeMY 3 (papMaKOHATIAAY 3a IMOCUIaHHSIM:
https://aisf.dec.gov.ua.



Tepmin npudamHocmi. 2 POKH.
YmoBH 30epiranssi.
30epiraTu B OPUTiHANBHIN YIIAaKOBI Tpu TeMIepatypi He Bute 25 °C.

30epiratu y HeJOCTYIIHOMY OJIS1 OiTeM MicCIIi.

VnaxoBka.

ITo 10 TabneTtoxk y GmicTepi; mo 3 6GicTepy B madylii.

Kareropis Bignmycky. 3a peuemnTom.

Bupo6uuk. AT «<KUIBCbKUI BITAMIHHU 3ABOI».

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.

04073, Ykpaina, M. KuiB, Byn. KonumniBceka, 38.

Web-caliT: www.vitamin.com.ua



