[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

KAPITOCAJI® 10 MT

(CARDOSAL® 10 MG)

CKkn1ao0:
ditoua pevosuHa: olmesartan medoxomil;
1 TabGneTka, BKpUTa IUTiBKOBOIO 0007I0HKOI0, MicTUTEL 10 MT onMecapTaHy MeOOKCOMiy;

0ONOMIdICHI peUOBUHU: TIEJTI0JI03a MiKPOKPUCTANlivyHa, TiIPOKCUIIPOIIINIIEN0I03a HU3bK03aMillleHa,
JIaKTO3U MOHOTIApAT, TifpOKCUIIPOIIIIEN0N03a, MarHito creapat, TuTany giokcup (E 171), Tansk,
rinpomernosa.

JIlikapcbka ¢opma. TabmeTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHosHi ¢i3uko-xiMiyHi 81acmusocmi: Kpyrii TabneTku, 6i10ro KoJIbopy, BKPUTI MJTiBKOBOIO
000JIOHKOIO, 3 XapaKTEePHUM 3allaxoM, JiaMeTpoM npubnu3Ho 6,5 MM, i3 TucHeHHsIM «C13» 3 0mHOTO
00Ky .

dapmakoTepaneBTUYHa rpyna. binokatopu peuentopis anrioreH3uny II. Kog ATX C09C A08.

dapmako.102iuHi 8 1acmueocmi.

®apmakoOuHamika.

®apMakOaWHaMiYHi BIaCTUBOCTI.

OnMecapTaHy MeOKCOMIJ € CUIbHOLIIOYMM I1epPOpabHO aKTUBHUM CEJIEKTUBHUM aHTarOHiCTOM
petienitopi (tum AT,) aurioren3uny II. OuikyeTbcs, 110 BiH 6510Kye BCi mil anrioten3uny II, aki
orocepenkoBaHi peuentopoM AT,, He3aleXKHO Bif AXKepesia i NUIAXy CUHTe3y aHrioTeH3uHy II.
CenekTuBHUY aHTaroHi3M peuentopiB AT, anrioteH3uny Il npu3BoauTh 00 MiABUINEHHS PiBHSA PEHIHY
y TJ1a3Mi KpOBi Ta KOHIIEHTpalil aHrioTeH3uHy [ i II, a TaKoXK [0 OesiKOro 3MeHIIeHHs KOHIIEHTpallil
aJIb[I0OCTEPOHY y I1JIa3Mi KPOBI.

AnrioTen3uH Il € 0CHOBHUM Ba30aKTHBHHM I'OPMOHOM PEHiH-aHTiOTeH3WH-aIbJOCTEPOHOBOI CUCTEMH i
Bifirpae Bax/IMBY poiib y maTodisiosnorii apTepianbHoil rinepreHsii uepe3 petentopu tumny 1 (AT,).



KrigiyHa eeKTUBHICTE i 6e3mexa.

[Tpu apTepianbHil rinepTeHsii onMecapTaHy MEOOKCOMIN CIPUYNHSE N0303aexKHe TPHUBase
3HUKEHHS apTepianbHOro TUCKY. HeMae cBig4eHb 100 BUHUKHEHHS apTepiaabHOI TiloTeHsil micns
IpHUioMy Iepiroi 103y, Taxidinakcii mig yac TpuBanoro nikyBaHHs ab0 CUHIPOMY BigMiHUM Micyis
IPUNUHEHHS JIIKyBaHHS.

OpHopa30Bui m0OOBUI MPUIOM HO3U OJIMecapTaHy MegoKcoMiny 3abe3neuye eheKTUBHE i M'sIKe

3HUKEHHS apTepianbHOro TUCKY IpoTsaroM 24 rogvH. OmHOPa3oBuU f000BUM IPUIOM J03U
npernapary 3a0e3meuye Take XK 3HUKEHHS apTepialbHOTO TUCKY, SK i TPH 3aCTOCYBaHHI #oro mo60Boi
IO3H, PO3IMOAiJIEHOI Ha 2 IPUHOMHU IIPOTSITOM HOOH.

[Tpu Ge3nepepBHOMY JTiKyBaHHI MaKCUMaJlbHe 3HUKEHHS apTepiaTbHOr0 TUCKY NOCATAETHCS Yyepes3 8
THXKHIB ITiC/IS IOYATKy Tepallil, Xo4a CyTTEBe 3HUKEHHS apTepialbHOT0 TUCKY CIIOCTEPIra€ThCs BKe
yepe3 2 TUXKHI TiKyBaHHA. [Ipyu 3acTOCyBaHHI pa3oM 3 riApOXJIOPOTia3ug0OM CIIOCTEPIraeThCs
NOOAaTKOBe 3HUKEHHS apTepiaJbHOTO TUCKY 1 TaKUM CYIyTHIN IPUUOM IIpelapaTiB IepPeHOCUTHCS
nobpe.

BnnuB onMecapTaHy Ha JI€TaIbHICTh i 3aXBOPIOBAHICTE ITOKH 1110 HEBIJOMUH.

Y xomi paHOOMi30BaHOTO JOCIIMIZKEHHS OJIMecapTaHy i 3arnobiranHs Mikpoanb0yMiHypii npu giabeti
(mocnigxxenass ROADMAP), mo sikoro 6yno 3any4deHo 4447 nanienTiB 3 miabetoMm II Tumy, 3
HOPMOAJILOYMiHYpi€l0 i 3 MPpUHaMHI ODHUM YMHHUKOM PU3UKY CEPIIEBO-CYOAUHHUX 3aXBOPIOBAHE,
BUBYAJIM MOXKJIMBICTh BiITEPMiHYBaHHS IIOYATKy PO3BUTKY MiKpoanbOyMiHypii 3aBOAKHU JIiKyBaHHIO
onMecapTaHoM. [IpoTAromM HaCTYIIHOTO OOCTIgXKEHHS, 1[0 TPUBAJIO, ¥ CEPeNHbOMY, 3,2 POKY,
TallieHTH OTPHMYBAJIK OJIMecapTaH abo maiedo y JoaTOK A0 iHIINX aHTUTIePTEH3UBHUX
JiKapchbKuX 3aco0iB, OKpiM iHTi0iTOpiB aHTiOTeH3MHIIEpeTBOPIOBaIbHOTO pepMeHTY (AIID) abo
6r1okaTopiB penienTopiB aHrioren3uny II (BPA).

3a KpuTepieM KITiHIYHUX CIIOCTEPekKeHb ITEePBUHHOI KiHIIEBOI TOUKH, TOCITiIXKEHHS
IIPOIEMOHCTPYBAJIO JOCTOBIpHE 3HUKEHHS IIEPBUHHOI KiHIIEBOI TOYKH Y TOJIOBXKEHHI Yacy [0 MOsIBU
MiKpoans0yMiHypil y Ipymi onMecapTaHy.

[Ticrs mompaBKyM Ha PO30iKHICTh MOKA3HUKIB apTEPialbHOTO TUCKY TaKe 3HUKEHHS PU3UKY BXKe He
OyJI0 CTaTUCTHYHO 3HAUYIIUM. MikpoanbOyMiHypis po3BuHynacs y 8,2 % (178 3 2160) marrieHTiB
rpymnu onMecapTany iy 9,8 % (210 3 2139) nmarienTiB rpymnu miare6o.

3a KpUTePisMHU KITiHIYHUX CIIOCTEPeKEeHb BTOPUHHUX KiHLIEBUX TOYOK, BUIIAAKU CEPLIEBO-CYAUHHUX
MOPYLIEeHb Tpamisanucs y 96 maiienTis (4,3 %), sSKi npuiiManu oMecapTaH, i y 94 maifieHTiB

(4,2 %) rpymu nnane6o. YacToTa TeTaabHUX HACTIIKIB Yepe3 ceplieBo-CyIUHHI 3aXBOPIOBAHHS Oyiia
BUIIOI0 ITPX 3aCTOCYBAHHI 0JIMecapTaHy, HiX IIpU 3acTocyBaHHi manebo [15 marienTis (0,7 %)
nopiBHsHO 3 3 xBopuMu (0,1 %)], He3Baxawuyu Ha IOAIOHY YaCTOTy BUIAAKIB HEJIETAIbHOTO iHCYIIBTY
[14 mamienTis (0,6 %) nopiBasiHO 3 8 xBopuMU (0,4 %)], HeneTanpHOTO iHPapKTy MioKapay [17
nairienTiB (0,8 %) mopiBHsAHO 3 26 xBopuMu (1,2 %)] Ta neTanbHUX HACTIOKIB Bif iHINX, HE
II0B’5I3aHUX i3 CepleBO-CyAUHHUMY 3axBopioBaHHAMU IpuyuH [11 marienTis (0,5 %) nopiBHgHO 3 12
xBopumiu (0,5 %)]. IIpu 3acTocyBaHHI 0JIMecapTaHy 3arajbHa JeTaJlbHICTh ¥ YUCETbHOMY BiTHOIIEHHI
3pocTana [26 marienTiB (1,2 %) mopiBHsHO 3 15 xBopumu (0,7 %)], 1110 6y710 TOJOBHUM YHHOM
pe3ynbTaToM BifbIIoi KiTbKOCTI IeTalbHUX BUIAJKIB Yepe3 ceplieBo-CyAHHHI 3aXBOPIOBaHHS.

Y xomi mocmimKeHnHs giabeTuuyHOI HedpPomaTii CTOCOBHO 3HUKEHHS YaCTOTH BUIIAQMIKIB KiHIIEBOI CTamil
3aXBOPIOBAHHS HUPOK IIPU 3aCTOCyBaHHI onMecapTany (nocnigxenas ORIENT) BuB4aBcs BIIUB



oJiMecapTaHy Ha HUPKOBi Ta CepIeBO-CyOUHHI HacHifKu y 577 BigiOpaHUX paHAOMi30BAHUM YMHOM
SITIOHIIIB i KUTAMINB, HMalli€HTiB, XBOpuX Ha miabet II Tumy, 3 sBHOIO Hedponarie. [IpoTarom
HaCTYIIHOTO JOCJIIIXKEHHS 110 TPUBAJIO V¥ cepenHboMy 3,1 pOKy, MallieHTH OTPUMYBaJIU OJIMecapTaH
abo mare60 y 0oJaToK [0 iHIIKWX aHTUTINepTeH3UBHUX JTiKiB, BK/II0O4aouH iHribitopu AIlO.

[TepBuHHa KOMOiHOBaHa KiHIleBa TOYKa (TPUBAJIICTh YacCy 4O MOMEHTY IEPIIOT0 IIOOBOEHHS
KOHIIEHTpAllil KpeaTHHIHY y CHPOBATII KPOBi, KiHIleBa CTafis 3aXBOPIOBaHHS HUPOK, JIETAJIbHUMI
HaCJigoK 3 Oyab-SKUX MIPUUMH) 3apeecTpoBaHa y 116 martienTis rpynu onmecapTany (41,1 %) iy 129
nauieHTiB rpynu nnauebo (45,4 %) [BigHOCHUY pusukK (BP) 0,97 (95 % moBipuuii inTepsan ([II)
0,75-1,24); p = 0,791]. BropunHa KoMmOiHOBaHa KiHIIeBa TOYKa, ITOB’sI3aHa i3 CEePIeBO-CyIUHHUMHU
3aXBOPIOBaHHSIMM Bif3HadeHa y 40 nauieHTiB, ki npuiiManu onMecapTaH (14,2 %), iy 53 nanienTis
rpymnu marne6o (18,7 %). Lis komGiHOBaHa KiHIleBa TOYKa, IIOB’s3aHa i3 ceplieBO-CyTUHHUMU
3aXBOPIOBAHHSMH, BKJIIOYasla JieTaJbHUU HACIIOK 3 IPUYUHY CePleBO-CYAUHHUX 3aXBOPIOBaHb y 10
(3,5 %) namieHTiB, SKi mpuiManu oaMecapTaH, nopiBHgHO 3 3 manienTamu (1,1 %) rpynu nnaiebo,
3aranbHy neTanbHIcTh 19 (6,7 %) nauienTiB nopiBHSHO 3 20 (7,0 %) XxBOpUMH, HeJIeTaJIbHUY IHCYJIBT y
8 (2,8 %) nauienTis nmopiBHsAHO 3 11 xBopumu (3,9 %) i HeneTanbHUY iHPapKT Miokapaa y 3 (1,1 %)
TaIli€eHTiB MOPiBHSAHO 3 7 XxBopuMu (2,5 %) BimmoBigHO.

ITediampuyHa nonyaauisa

AHTUTINEPTEH3UBHI e(eKTH OJIMecapTaHy MeNOKCOMINY y IefiaTpUYHOI MOMy il 6yau
IIPOaHasi30BaHi y paHAOMi30BAaHOMY IOABIMHOMY CIIiIOMY Ij1ane60-KOHTPOIOBAHOMY IOCIIKEHHi 3
yyacTio 302 nanieHTiB BikoM Bif 6 7o 17 pokis. [locmigKyBaHa rpyla cKjlaganacs 3 IalieHTiB
HerpoinHoi pacu (112 marienTiB) Ta rpynu (190 marmienTiB), 3MiltaHol ¥ pacoBOMY BigHOIIEHH] (cepen
HUX - 38 mallieHTiB HerpoifHol pacy). [Ipu4nHOI0 apTepianbHOI rinepTeHsii Oysa mepeBaxkHO
ecceHIlianbHa rinepteHsis (87 % i3 rpynu nauieHTiB HerpoigHol pacu Ta 67 % 3i 3MilIanol rpymu).
[MamienTn 3 Macoo Tina Big 20 mo < 35 Kr 6yn1u paHmoOMi30BaHi y TPYIIH, KOTPUM 3aCTOCOBYBaIH 2,5
MT OJIMecapTaHy MeIOKCOMiny (Hu3bKa go3a) abo 20 Mr (BuCOKa [03a) OOUH pa3 Ha mo0y, a mallieHTu
i3 Macoro Tina = 35 Kr 6ynu paHAOMi30BaHi y TPyIH, KOTPUM 3aCTOCOBYBaIN

5 Mr mpemnapary (Hu3bKa fmo3a) abo 40 mr (Bucoka no3a) 1 pas3 Ha moby. YV mosi, migibpaniii 3amexkHO
BiJl MacHu Tisla, oJIMecapTaHy MeOKCOMIiJI 3HaUHO 3HUXKYBaB SIK CUCTOJIIYHUM, TaK 1 AiaCTONIYHUN
TUCK. fIK IpU HU3BKUX, TaK i IPU BUCOKHUX [03aX OJIMecapTaHy MeLOKCOMiJI 3Ha4YHO 3HUKYBaB
CHUCTONIYHUY apTepialbHUM TUCK - BiIMIOBIAHO Ha 6,6 Ta 11,9 MM pT. CT. (Bif T0YaTKOBOTO PiBHS).
Iauuit eekT criocTepiraBcs TakoX ITif yac Gas3u BimMiHU, 1[0 TpUBaJa 2 TUXKHI Y TOHATKOBO
PaHIOMi30BaHUX I'PyIax, Iifl Yac KOl K CepefHill CUCTOIIYHNY, TaK i IiaCTONYHUM apTepialbHUN
TUCK IEMOHCTPYBa/IX CTaTUCTUYHO 3HAYYIIE BiTHOBIEHHS CUMIITOMIB y IpyIIi miare60 MOpiBHSIHO 3
T'PYIIoIo, 110 OTPHMYBajla OJIMecapTaHy MegoKCOMin. Y mefiaTpu4HOl MONy Il TiKyBaHHS OyI0
eekTUBHUM SK IIPU IIEPBUHHIN, TaK i IpyU BTOPHHHIM apTepianbHiil rimepTeH3sii. Tak camo 9K iy
IOPOCIIUX TAIliEHTIB, apTepiaTbHUN TUCK y AiTell HETPOIgHOI pacy 3HUIKYBABCS MEHIIO Mipo. Y
TOMY X OOCIHigXeHHi 59 marfieHTiB BikoM Bifl 1 mo 5 pOKiB i3 Macolo Tifa = 5 Kr y BigkpuTii ¢asi
nociimxeHHs: oTpuMyBanu 0,3 MI/KT oMecapTaHy MeLOKCOMiny oguH pa3 Ha K00y mpoTsaromM 3
TUXKHIB, a IIOTIM - y TTOABIMHIN ciniii ¢pa3i gocnmigkeHHs - OyIu paHOOMi30BaHi y I'PyIH, 110
oTpuMyBanu abo oiMecapTaHy MeloKCcoMisl, abo mare6o. Yepes 2 TUXKHI micns BiIMiHU cepegHi
CUCTOJIiYHUI/AiaCTONMIYHUH apTepianbHUM TUCK Y HUXKHIY Toulli OyB Ha 3/3 MM PT. CT. HUXK4e y TPy,
III0 OTPHMYBasa 3rigHO paHaoMi3allil oIMecapTaHy MeOOKCOMINT; JaHa Pi3HUIlA ¥ MOKa3HUKaxX
apTepianbHOTO TUCKY He ABJIJIacsa CTaTUCTUYHO 3HauyIomw (95 % I Big -2 mo 7 / Big -1 go 7).

IHwa inpopmauis

[IBa BeNMKUX PaHAOMi30BaHUX KOHTPOJIbOBAaHUX OOCTimXKeHHS - fochimkeHHs ONTARGET
(rmobanbHe mOCHTiOXKEHHS KiHIIEBOI TOYKM IIPU OKPEMOMY 3aCTOCYBaHHI TeIMicapTaHy i mpu #oro



3aCTOCYyBaHHI y moegHaHHi 3 paminpunom) i gocnigxkerHss VA NEPHRON-D (gocmigKeHHS 0[O
HedpomaTii npu miabeTi, 1m0 mpoBogunocs MiHicTepcTBoM y cripaBax BeTepanis CIIIA), BuB4amu
3aCTOCYBaHHS Criony4deHHs iHribiTopis AII® 3 BPA II.

Hocnigxenuss ONTARGET 3pificHI0Baiocs 3 3ajlyYeHHSM IMalieHTiB 3 iCTOpieo cepleBO-CyqUHHUX
abo 11epeOpoBACKYISIPHUX 3aXBOPIOBaHb, a60 IMyKpoBoro miabety II Tumy 3 03HaKaMu PO3BUTKY
ycknagHeHs. [JocnigxeHHss VA NEPHRON-D 3pilicHIOBanmocs 3 3ajly4eHHSIM Ialli€HTiB 3 IyKPOBUM
niaberom II Tuny i giabetryHOIO0 HedpomaTieo.

LIi mocmimkeHHS MTOKa3asu, 110, y MOPiBHIHHI 3 MOHOTEepaIi€lo, 3aCTOCyBaHHS KOMOiHOBaHOI Tepartii
He IIPU3BeJIo [0 OTPUMaHHS 3HaYMMOI'0 KOPHUCHOT0 e(PeKTy II0A0 HaCTiAKIB i 1eTaIbHOCTI 3 IPUYUHU
HUPKOBUX Ta/ab0 ceplieBO-CyIMHHUX 3aXBOPIOBaHb, aje CIPUYUHNIIIO MiABUIIEHHS PU3UKY
rimepkasnieMii, roCTPOro MOIIKOAXKEHHS HUPOK Ta/abo rimoTeHn3il. BpaxoByouu nomioHi
dapmakoguHaMiyHi BnacTuBOCTi inribiTopiB AII® i BPA II, oTpuMaHi BUCHOBKY € CIIPAaBEIUBUMU i
IUIST iHIMKMX ITPeICTAaBHUKIB IIUX KaTeropii JTiKapchKux 3aco0iB. TaKUM YHHOM, IAI[iEHTaM 3
niabetnuyHOIO He(dpoIaTielo He MOXKHa 3aCTOCOBYyBaTH pa3oM iHribitopu AII® i BPA II.

Hocnimxennss ALTITUDE (mocmimxkeHHs anickipeny mpu miaberi II Tumy i3 3acTOCyBaHHSM KiHIIEBUX
TOYOK, IIOB’SI3aHUX i3 CepIIeBO-CYAUHHUMH i HUDKOBUMU 3aXBOPIOBaHHSAMHU) OYJI0 IPHUCBIYEHO
BHMBUEHHIO KOPHUCTI Bif mogaBaHHA aJliCKipeHy J0 cTaHOApTHOI Teparil iHridiTopamu AII® a6o BEPA 11
IIPY JIiKyBaHHI MAIi€HTIiB 3 I[yKpoBuUM fiabeToM II Tumy i XpoHiuHOI0 XBOPOOOI0 HUPOK, CEPIIEBO-
CYOVUHHUM 3aXBOPIOBAHHSIM, a00 3 o6oMa TakuMu matonorisiMu. Lle mocnimxeHHs: OyI0 MBUIKO
IIPUIIMHEHO y 3B’SI3KY 31 3pOCTAHHSIM PU3UKY BUHUKHEHHS HeGaxaHux eekTiB. Y mopiBHAHHI 3
rpymoio mnaiebo, y mallieHTiB TPYNH aliCcKipeHy CMepTh 3 IPUYUHU CepleBO-CYOIUHHUX 3aXBOPIOBaHb
Ta IHCY/IBTY y YMCEIbHOMY BigHOIIEHHI Oysa Oinbil yacTolo, a BifnoBigHi HeOaxkaHi epekTH i
cepiio3Hi HeOaxaHi eeKTH (Tinepkaniemis, TinoTeH3is i mopymeHHs QYHKIII HUPOK) PEECTPYBAUCS
YacTillle TaKOXK y IMallieHTiB I'PYIH aliCKipeHy.

dapmakokiHemuka.

BcMOKTYBaHHA Ta PO3MOMI.

OnmecapTaHy MeJOKCOMII - 1ie IPOJIiKY. BiH MIBUKO II€PETBOPIOETHCA ¥ (PapMaKOJIOTiYHO aKTUBHUM
MeTaboJIiT oJiMecapTaH Iif Oi€l0 ecTepas y CIU30Bil 000JIOHII KMIIEeYHUKY i B IOpTaIbHiN KPOBIi mif
yac abcopbuil 3 TpaBHOTO TPAKTY.

Y nna3Mi KpoBi Y¥ B IPOAYKTaX BUIIIEHHS OIMecapTaHy MeLOKCOMiJl, 110 He po3maBcs, abo
He3MiHeHUY OOKOBUY JAHINIOT MEeIOKCOMINIbHOI rpynu He BUSBIsAIUCA. CepeHe abCOMIOTHE 3HAYEHHS
6iooCTYIHOCTI 0OJIMecapTaHy 3 TabeTOBaHOI JTiKapChbKoil GopMu CTaHOBUTH 25,6 %.

CepenHe MakcuMasibHe 3HaueHHs (C,,,) OJIMecapTaHy y IIJIa3Mi KPOBi OCATAETHCS TPUOTU3HO Yepes
2 TOOVHY TiC/IsA BHYTPIIIHLOTO 3aCTOCYBaHHS IIpelapary, i KOHIIeHTpallid KOro y Iaa3mi
30iNbIIyETHCS MalixKe JIiHIMHO 3i 30i7IbIIIEHHIM OJHOPa30BOi ITepopasbHol 103U [0 80 MT.

[xa mpakTHuHO He BIIMBA€E Ha GiOOCTYIHICTL OJIMecapTaHy, TOMy OJIMecapTaHy MeJIOKCOMi MOXHa
3aCTOCOBYBaTH He3aJleXKHO Biff IPUNOMY 1XKi.

Y dapMakoKiHeTHIIi 0IMecapTaHy He CIIOCTepirasoch xKOMHOI KITiHIYHO 3HAUYIIO]l Pi3HUII 3a CTATTIO.

3B’si3yBaHHS OJIMecapTaHy MeIOKCOMiny 3 GimkaMu Iyla3Mu KpoBi € 3HauHuM (99,7 %), ane
TIOTEHITias OIS KIiHIYHO 3HAYYI[OTO 3CYBY BEJIMUKMHU 3B'g3yBaHHS 3 GiTKaMu IpU B3a€EMOil
oJIMecapTaHy 3 iHIMMMU 0OJHOYACHO 3aCTOCOBAHUMM JIiIKapChKUMU 3ac006aMu 3 BUCOKUM CTYIIeHEM
3B’s13yBaHHS 3 GiTKaMU € HU3bKUM (III0 HMiATBEPOKYETHCS (PAaKTOM BiICYTHOCTI KITiHIYHO 3HAYYIIIOI



B3a€EMOil MiXK olIMecapTaHy MefOKCOMiioM i BapdapuHoM). 3B'I3yBaHHS OJIMecapTaHy 3 KJIiTHHaMU
KpOBi € He3HayHUM. CepepHiit 06’eM PO3MOMiNy Micys BHYTPIlIHbOBEHHOTO BBeleHHS € ManuM (16-29
7).

MeTabo1i3M i BUBEOEeHHS.

3arabHUY MJIa3MOBUM KITipeHC, K mpaBuio, ctanoBus 1,3 n/rox (KB, 19 %), i 6yB BimHOCHO
TIOBIJIbHUM TIOPIBHSIHO 3 KpoBooOirom y neyinti (mpubnusuo 90 n/rox). [Ticns BBegeHHS 0OGHOPa30BoOl
TlepopasbHoI 03K OJIMecapTaHy Mef0KCOMiny, moMiueHoro izoromnom ““C, 10-16 % BBemeHOi
PafioaKTUBHOCTI BUBOIMIIOCSH i3 ceuelo (mepeBaxkHa KilbKiCTh - MPOTATOM 24 TOOUH IiCIs BBEIEHHS
M031), a 3aJIUIIOK PagioaKTUBHOCTI BUBOOUBCS 3 pekamisiMu. CIUpaloyruch Ha MOKa3HUK CUCTEMHOI
mocTymHOCTi (25,6 %), MOXHa migpaxyBaTH, 1o abcopOoBaHUM 0JIMecapTaH BUBOTUTHCS SK HUPKaMu
(mpubnu3no 40 %), Tak i yepes MeviHKy Ta XKOBYOBUBIAHI msaxu (mpubnusno 60 %). Becst BuBemeHa
pamioakTUBHICTH Oyjla BU3HAYeHa K ojiMecapTaH. 2KOgHOTO iHIIIOro 3HAYYIIOro MeTabomiTy
BUSIBJIEHO He Oy10. KHIIKOBO-TIeYiHKOBa PELUPKYIIALiS 0IMecapTaHy € MiHiManmbHO0. OCKiNnbKu
3HaYyHa YacTKa OJIMecapTaHy BUBOOUTHCS Yepe3 KOBYOBHUBIMIHI IIJITXH, 3aCTOCYBaHHA IIpernapaTy
nalieHTaM 3 00CTPYKIIi€l0 JKOBUOBUBIOHUX IIJISIXiB € MIPOTUIIOKA3aHUM (OUB. PO3Min
«IIpoTUNOKa3aHHS»).

Kinuesuii nepion HamiBBUBEOEeHHS OJIMecapTaHy 3HaXOAuBCA y Aianal3oHi Bifg 10 mo 15 rogus micns
06araTopa30BOT0 IIePOPaIbHOr0 3acToCyBaHHsA. CTabibHUM CTaH OOCSATABCS IiC/S MIPUNOMY TIEPIIUX
KiJTbKOX 03 IIpernapaTy, Ipru4oMy II0AasIbIIOro M0ro HaKOMUYeHHS He CIIocTepiranocs yepel 14 gHiB
IIOBTOPHOTO Impuiiomy. Hupkosuit KimipeHc cTaHoBuB mpuOnu3uno 0,5-0,7 n/ron i 6yB He3amexkKHUM Bif
OO3H.

dapMakokiHeTHKA B 0COONMBUX IPYIIaxX NaIli€HTIB.

ITediampuyHa nonyaauisa

dapmMakOKiHETHKY OJIMecapTaHy AOCHiAXKyBalu Y MallleHTiB 3 apTepialbHOIO rinepTeH3i€r0 BiKOM Bif
1 mo 16 pokiB. KmipeHc onMecapTaHy y JaHUX HalLli€eHTiB 6YB CX0XKUM Ha KJIipeHC JOPOC/IUX MAalliEHTiB
3 [IOIIPABKOI0 Ha Macy Tina.

Iadopmaris npo hapMakKOKiHETUKY y IeJiaTPUUYHNUX NALi€HTIB i3 MOPYIIEeHHIMU (PYHKITIM HUPOK
BiICYTHSI.

Ocobu nimHbo20 8iKy (65 pokie i cmapwe)

Y mallieHTiB 3 apTepianbHOIO TillePTEeH3i€10 BeJIMUYrHa IIJIOLII il KPUBOIO «KOHIIeHTpalis-dac» (AUC)
y ctabinpHOMY cTaHi 30inbInyBanacs npubiau3uo Ha 35 % y nauieHmie 1imHb020 8iKy (BikoM 65-75
pokiB) i mpubnu3Ho Ha 44 % y nauieHmis gikom 8i0 75 POKiB, IOPiBHSIHO 3 TPYIIOI0 MOJIOMIIOrO BiKY.
Lle moHaliMeHIIle YaCTKOBO MOXke OyTHU IOB’I3aH0 i3 cepefiHiM 3HUKEHHSAM (PYHKIII HUPOK y IIil
TPyl Nali€HTiB.

ITopyweHHA pYHKUiT HUPOK

Y naui€eHTiB 3 TIETKUMHU, TOMIPpHUMH 200 TSXKKUMU IOPYIIeHHAME GYHKII HUPOK moKa3Huku AUC y
crabinpHOMY CTaHi 30inbmKIKCS BignoBigHO Ha 62 %, 82 % i 179 % mopiBHIHO 3 TAaKUMU
II0OKa3HUKaMH y 3[I0POBUX JOOPOBOJIBIIB I'PYIX KOHTPOIO (OuB. po3ain «Crnocib 3acTocyBaHHS Ta
mo3u» Ta «OcoOIUBOCTI 3aCTOCYBAHHSI»).

ITopyweHHA pYyHKUII neviHKu



[Ticns omHOPa30BOI0 IIEePOPabHOTO 3aCTOCyBaHHS MoKa3HuKU AUC ofiMecapTaHy y Malli€HTiB 3
nerkum abo moMipHUM MOpPyIIeHHSM GYHKINI nevinky Oynu BigmoBigHo Ha 6 % i 65 % BUILIUME, HiX
TaKi MOKa3HUKY Y 300POBUX NOOPOBOJIBIIB. Uepes 2 TOOUHY IIiCIIg IPUHOMY IIpernapary y 3T0POBUX
noOpPOBOJIBLIIB i MTAIiEHTIB 3 JIETKUM Ta ITOMIpHUM MOPYIIeHHSIM GYHKIIII e4iHKKY He3B'si3aHa YacTKa
oJIMecapTaHy cTaHoBuIa BignoBigHO 0,26 %, 0,34 % i 0,41 %. Ilicns mOBTOPHOTO IPUKAOMY Y
IallieHTiB 3 IOMipHUM MOPYIIEeHHSIM (PyHKIIII nedyinku cepenHii moka3HuK AUC onmecapTaHy OyB Ha
65 % OinbImuM, HiXK y 300poBUX 0o0OpoBobIiB. 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 (auB. po3nin «Crocib 3acTocyBaHHs Ta m0o3u» Ta «OCOOIMBOCTI 3aCTOCYBAHHS»).

B3aemogist 3 iHIIMMY TiKaPCHKUMU 3aco0aMu.

Konecegenam (peuosuHa, wo 38’ A3ye HCOBYHI KUCA0MU)

OpnoyacHe 3acTtocyBaHHA 40 Mr osiMecapTaHy MefgokcoMiny i 3750 Mr KojieceBeamy TiIpOXJI0PUAY
Ipu3Besio fo 3HuxKeHHd C,,, (MaKcuMaabHOI KOHIIEHTpallii) omMecapTaHy Ha 28 % i 1o 3MeHIIIeHHS
noka3Huka AUC onMmecapTany Ha 39 %. Cnabumii epekT (3MeHIeHHs noka3Hukis C,,. i AUC Ha 4 %
i 15 %, BiAOBIAHO) CIIOCTepPiraBCcsl Py 3aCTOCYBaHHI 0JIMecapTaHy MeIOKCOMiny 3a 4 TOOUHY Iepen
3aCTOCYBaHHSM KOJieCceBejlaMy TigpoXI0pUmay.

[Tepion HamiBBUBEOEHHS OIMecapTaHy CKOpodyyBaBcs Ha 50-52 %, He3anexkHO Bifj TOTO, SKUM YHHOM
110T0 3aCTOCOBYBa/IM - OMHOYACHO 3 KOJieCceBelaMy TifpoXJIopuaoM abo 3a 4 TONUHU [0 3aCTOCYBaHHS
IIbOTO TIPemnapaTy (OuB. po3min «B3aeMopis 3 iHIMMMY TiKapChKUME 3ac00aMu Ta iHII BUOH
B3AEMOIIN»).

IoxknaiHiyHi OaHi 3 6e3neku

Y mocnimKeHHSIX XpPOHIYHOI TOKCUYHOCTI Ha Iypax Ta cobakax epekTu oiMecapTaHy MeIoKCOMiTy
Oymu cxoxi 3 iHmMKUMY aHTaroHictamu perentopa AT, i iuribiTopamu ATI®: migBuUIleHHS KOHIIEHTPAITil
CEYOBHHHU B KPOBi (a30T CeYOBUHM KPOBIi) i KpeaTHHIHY (BHACTIAOK (PYHKITIOHAIBHUX 3MiH ¥ HAPKAaX,
CTIpUYMHEeHUX 0JI0KyBaHHSM pellenTopiB AT,), 3MeHIIIeHHS Macu Cepls, 3HUXKEHHS ePUTPOLIUTAPHUX
napaMeTpiB (KOHIIEHTPaIlil EpUTPOIUTIB, TeMOTII00iHy, TeMaTOKPUTY), TiCTONOTiYHI 03HAKHU
ypaXKeHHs HUPOK (0cepelKy pereHepallii HUPKOBOTO eIiTeliio, IOTOBIIeHHS Oa3aibHOl MeMOpaHH,
PO3IIMPEHHS HUPKOBUX KaHabIIiB).

ani HeOaxkaHi eeKTH, CIpUYMHEHi (hapMaKOJIOTiYHOIO [Ii€l0 olIMecapTaHy MeOoKCOMIiy, BUHHUKAIN
TAKOXK Yy OOKJTiHIYHUX MOCHIMXKeHHSIX 3 iHIIMMH aHTaroHicramu perenTtopa AT, Ta iuribiTopamu AITO 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 perentTopa AT,, oTMecapTaHy MeIOKCOMIJI IigBUINYE 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.

Kanmeporennux ehekTiB oMecapTaHy y ABOPIYHOMY OOCIiIKeHHi Ha IMypax i IBOX MIEeCTUMiCIYHUX



OOCHIMXKEeHHSIX Ha TPAaHCT€HHUX MHUIIIaX HE CHOCTGpil"&J’II/I.

Y mocnifKeHHSIX pePOAYKTUBHOI TOKCHYHOCTI Ha LIypax ojiMecapTaHy MeIOKCOMiJ He BILJINBaB Ha
(GhepTUNbHICTh i He YMHUB TEPATOTEHHOrO fil. fK i y BUMIagKy 3 iHIIMMHM aHTaroOHiCTaMM PEIeNTOPiB
aHrioTeH3uny II, micnsa ekcro3utii onMecapTaHy MeOOKCOMIiNy BUXKMBAHHS ITIOTOMCTBa Oyia
3HMXKEHA, a Y CaMOK, SIKi OTpUMYBaJIu Iipenapar Ha Ii3HiX TepMiHax BariTHOCTI i Imif 9ac nmakraiiii,
Bifl3Hayasacs AuaTallis HUPKOBUX MHUCOK. 4K i iHII rimoTeH3uBHI NMiKapchKi 3aco0u, oiMecapTaHy
Meo0KCcoMin O6yB GiNTbII TOKCUYHUN [ BaTiTHUX KPOJIiB, HiXK [JIf BaTiTHUX IIypiB, IPOTEe He YUHUB
IpH I[bOMY GETOTOKCUYHY Mil.

KrinigHi xapaKTepHCTHKH.

Iloka3aHnHs.
JIikyBaHHS eCeHIliaJIbHOl apTepialbHOIl TiepTeH3il y JOPOCIUX MallieHTiB.

JlikyBaHHS apTepianbHOI TinepTeHsil y giTel Ta MiAIiTKiB BikoM Bif 6 1o 18 pokis.

IIpomunoka3aHHs.

- [TigBuIleHa YYTIUBICTh [0 [il040i peyoBUHU ab0 OO0 OMHOTO 3 KOMIIOHEHTIB TiKapChKOT0
3aco0y (muB. «Ckiam»).

- BariTthi a0 XiHKH, SIKi I7IaHYIOTh 3aBariTHITH (quB. «OCOOIMBOCTI 3aCTOCYBAaHHS»,
«3acToCyBaHHS y Iepiof] BariTHOCTi abo romyBaHHS TPYIOIO»).

- OO6CTpPYKIIis XKOBYOBUBIIHUX IITIAXiB (IUB «PapMaKOKiHETHKA»).

- OpHOYacHe 3aCTOCYBaHHS OIMecapTaHy MeIOKCOMiNy 3 mpenapaTtaMy, [0 MiCTATh
arickipeH, MPOTUIIOKA3aHe IMallieHTaM, XBOPUM Ha I[yKpoBUi fmiabeT Ta HUPKOBY HEJOCTATHICTh
(mBuOkicTs Kiy60oukoBoi dinbrpamnii (IIIK®) < 60 mn/xs/1,73 M°) (ouB. «B3aemonmis 3 iHmIMYU
JMiKapChKUMH 3acobaMu Ta iHIIi BUOM B3aemomin», «dapMakoguHaMiKa»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.
[Tis1 iHmmx giKapchbKux 3ac0o6iB Ha oJIMecapTaHy MeIOKCOMIJL.
IHwi npenapamu 3 2in0MeH3UBHOK OI€I0

linoTeH3uBHUM e(heKT oIMecapTaHy MegoKCOMiny Moxe OyTy 30inblIeHuH ITPU OQHOYACHOMY
3aCTOCYBaHHI 3 IHIIMMU TiOTEH3UBHUMMU IIpeliapaTaMu.

IH2i6imopu AII®, 610kamopu peuenmopis aHeiomeH3uHy II abo anickipeH

[ToxsifiHa 6710Kaa peHiH-aHTi0TeH3UH-aIba0CcTePOHOBOI cucTemMu (PAAC) 3a mOmoMorom
KOMOiHOBaHOTO 3acToCyBaHHS iHribiTopiB AII®, 6GmokaTopiB perentopiB anrioreH3uny II a6o



asickipeHy 1oB’s13aHa 3 Oi/IbII BICOKOIO 9YaCTOTO MOOiuHNX e(DeKTiB, TaKUX K apTepianbHa
rinoTeH3id, TinepKanmieMis i 3HUKEHHS (PYHKII1 HUPOK (Y TOMY YHUCJIi TOCTpa HUPKOBA HEIOCTaTHICTB)
IIOPiBHSHO 3 OKPEMHUM 3aCTOCYBaHHSM IIpernapartis, mo gitoTb Ha PAAC (guB. «[IpoTUIOKa3aHHS»,
«0Oco6uBOCTi 3acTOCyBaHHS», «®PapMakoguHaMiKa»).

ITpenapamu kanairo ma kanitizbepizaroui diypemuuHi 3acobu

[Ipu omHOYAaCHOMY 3aCTOCYBaHHI IIpemnaparis, 1[0 Ail0Th Ha PEHiH-aHTi0TeH3UH-aIbJ0CTEPOHOBY
cUCTeMy 3 Kasiia0epiralounMu giypeTUYHUMHU 3aco0aMH, ITperapaTaMu Katilo, 3aMiHHUKaMU COJIi,
110 MIiCTSTh KaJil, abo iHIMMMU ImperapaTaMy, 110 MOXKYTh MigBUIIYBATH PiBeHb KaJlilo (HalpuKiaz,
refapruHOM), MOXKJIMBe TIiIBUILIEHHS KOHIIEHTpallil Kasilo y CUpOBaTIli KPOBi, TOMy TaKe OffHOYaCHe
3aCTOCyBaHHS He peKOMeHAYEThCS (quB. «OcoOIMBOCTI 3aCTOCYBAHHS»).

HecmepoioHi npomu3anaavHi npenapamu (HII3I1)

HII3II, y ToMy 4ucIi alleTUICcaIiliIoBa KUCIOTa B 03i Oinbiie 3 T Ha {00y, a TaKoX iHribiTopH
LIOT'-2 Ta aHTArOHICTU PeLenToPiB aHrioTeH3uHy Il MOXYTh AiATU CUHEPIiYHO, 3MEHIIYIOYN
KIy004KOBY ¢inmbTpairito. OmHOYaCHe 3aCTOCYBaHHS IMX IIperapaTiB MOB’sI3aH0 3 PU3UKOM I'OCTPOI
HUPKOBOI HEJOCTATHOCTI. Y TaKuX BUIaAKax Tpeba KOHTPOIIOBATH QYHKIII0 HUPOK Ha IOYATKY
JIIKyBaHHS Ta JOCTAaTHE HAOXOIXKEHHS PiIUHU B OpPTraHi3M Malli€HTa.

Kpim 1poro, HII3IT npu ogHOYaCHOMY 3aCTOCYBaHHI MOXKYTh 3MEHIIIYBAaTU aHTUTINIEPTEH3UBHY [il0
aQHTAroHICTiB PellenTopiB aHTrioTeH3uHy Il i TPU3BOAUTH OO 3HUKEHHS 1X €(EeKTUBHOCTI.

C€K8€CmpGHm JHCOBYHUX KUC/1I0m KoJ/1ecesenam

OpHoYacHe 3aCTOCYBaHHSI CEKBECTPAHTY XKOBUHUX KUCJIOT KOJIeCeBelaMy TigIpOXIOPUAY 3HUKYE
CHCTEMHUU BIIMB Ha IIiKOBI KOHIIEHTpAIlil 0OJIMecapTaHy y IJ1a3Mi KPOBi Ta CKOPOUYeE Mepiof 1oro
HalliBBUBEJEHHS. 3aCTOCYBaHHS OJIMecapTaHy MefOKCOMIiy IOHaMeHIlle 3a 4 TOOQUHY OO0 IIpUUoMy
KOJIeceBeJlaMy TipOoXJIOpUy 3MEHIIyeE iX B3aeMOfil0. TOMy CIIifi 3aCTOCOBYBaTH OlIMecapTaHy
Me[IOKCOMiTy IoOHaMeHIIe 3a 4 TOAUHYU OO IPUKXOMY KOJieceBesiaMy Tigpoxiopuny (ous.
«PapMaKOKiHETHUKA»).

IHwi npenapamu

[TomiueHo OMipHe 3HUKEHHS 0i0JOCTYIIHOCTI 0JIMecapTaHy MeOKCOMINy Iic/is JiKyBaHHS
aHTaluaaMu (MarHio-aaioMiHiio rigpokcup). OgHOYacHe 3aCTOCYyBaHHSA 3 BaphapuHOM Ta
OUTOKCUHOM He BIIJIBa€E Ha (papMaKOKiHETHKY OIMecapTaHy MeLOKCOMiNy.

[lis onMecapTaHy MeIOKCOMINy Ha iHIIi TiKapchKi 3aco0M.
IIpenapamu aimio

[Tpu ogHOYACHOMY 3aCTOCYBaHHI JTiTio 3 iHriGiTOpaMu aHTiOTEeH3UMHIIEPETBOPIOBAILHOTO (EPMEHTY Ta
3 aHTArOHiICTaMU pellenTopiB aHTrioTeH3uHY Il cocTepiranocs 060poOTHe MiABUILIEHHS KOHIIEHTpallii
JIiTiI0 B CHPOBATIIi KPOBi Ta MiBUII[eHHS TOKCUYHOCTI HOT0 IIpenapaTiB, TOMy Taka KoMOiHaIlis He
pekoMeHayeThCs (auB. «OCOOMMBOCTI 3aCTOCYBaHH»). AKIIO TaKe OQHOYACHE 3aCTOCYBAHHS
HeoOXiflHe, TO TAaKUM IallieHTaM PEKOMEHIYEThCS PeTeIbHUM KOHTPOJIb KOHI[EHTpallil JTiTiio B
CHUPOBATL KPOBI IIiJI Yac JIiKyBaHHS.

IHwi npenapamu

He BusiBUM KIiHIYHO 3HAYYIIOI B3a€EMOIii OIMecapTaHy MeLOKCOMiy 3 BaphapuHOM, TUT'OKCUHOM,



aHTauumoM (aoMiHio rigpoKCcHUa/MarHioo rifpoKcun), TigpoXI0poTia3ugoM Ta ITPaBaCTaTUHOM.
30KpeMa, oMecapTaHy MeOOKCOMIiI CYTTEBO He BIIMBAB Ha ¢hapMaKoguHaMiKy abo
bapMakokiHeTUKy BaphapuHy, ab0 Ha (apMaKOKiHETUKY IUTOKCHUHY.

Takox He OyJI0 BUSBIIEHO KJTiHIYHO 3HAUYINOI iHTi6yr040i mil omMecapTaHy MegoKCOMIiNy Ha
dbepmenTu 1A1/2, 2A6, 2C8/9, 2C19/ 2D6, 2E1, 3A4 Tta uutoxpom P450 y mopunm in vitro ta
oMideHWY MiHiManbHUYM ab0 HyIHOBUM iHOAYKOBaHUM edeKT 1mono muToxpomy P450 y mrypis. Tomy
IOCTiAKeHb B3aeMOfil in vivo 3 BitoMuMu iHribiTopamMu Ta iHgyKTOpaMu GepMeHTiB 1uToxpomy P450
He TIPOBOJUIIY Ta KJIiHIYHO 3HAYYIIAX B3aEMO[Iiil MiXK oJIMecapTaHOM Ta IIpellapaTaMu, MeTab0i3M
SIKMX 3a0e31e4y€eThCs BUILIEBKa3aHUMU GpepMeHTaMu nuToxpomy P450, He 04iKyeThCs.

ITediampuyHa nonyasuisa

HocmimKeHHS B3aEMO{Iii 0JIMecapTaHy MeIOKCOMiJy 3 iHIIUMH JIiKapChbKUMHU 3aco0aMu IPOBOIUIIN
JIMIIIE 3 YYacCTIO JOPOCNIMX NallieHTiB. HeBimomo, 4 cX0Xi maHi B3aEMOZil ¥ JOPOCIUX Ta TiTeH.

Oco06.1ueocmi 3acmocyeaHHsi.
3MeHWeHHA 06’eMY LUPKYAH0I040i Kposi

Y narieHTiB 3i 3MeHIIeHUM 00’€MOM IIMPKYII0I040i KPOBi Ta/ab0 HU3bKKUM piBHEM HATPil0 y CUPOBATIIi
KPOBi BHACJIIIOK iHTEHCHUBHOI Tepatil fiypeTukaMu, 00MeKeHOT0 CII0KMBaHHS COJIi 3 1Keto, giapel
abo 61TI0BaHHS MOXKe PO3BUHYTHUCS CUMIITOMaTUYHA apTepianbHa TimoTeH3is, 0co0nuBoO mics
3aCTOCYBaHHS IEPINOI J03H JIiKapchbKoro 3aco0y. Taki 3MiHU CHifl YCYHYTH [0 IIOYATKY JiKyBaHHSA
oJIMecapTaHy MeoKCOMIiIOM.

THwi yMo8uU, N08’A3aHI 31 CMUMYAAUIEI0 PEHIH-AH2I0MeH3UH-a1b00CMepoH080I cucmemu

[MamienTy, y IKUX CyOUHHUHM TOHYC Ta QyHKIig 6inbiIoo Mipoio 3anekaTh Biff akTUBHOCTI PEHiH-
aHTi0TeH3WH-aNlbJOCTEPOHOBOI CUCTEMHY, HAIPUKIIA[ MAIliEHTH i3 TAKKOIO 3aCTiMHOIO CEPIIEBOIO
HEeJIOCTaTHICTIO ab0 3 IIAaTOJIOTi€l0 HUPOK, Y TOMY YMCIIi 31 CTEHO30M HUPKOBOI apTepii, MOXKYTh
pearyBaTy Ha iHIII ITperapaTy, 110 BIJIMBAIOTE Ha II0 CUCTEMY, TOCTPOIO apTepiabHOI0 Iill0TEH3i€l0,
asoTeMiero, omirypieio abo, y pigKiCHUX BUIIafikax, TOCTPOI0 HUPKOBOIO HEIOCTATHICTIO. 3aCTOCYBaHHS
aHTaroHiCTiB pelienTopiB aHTrioTeH3UHY Il MOXKe CyIPOBOAXKYBaTHUCS MOKIOHUMY edeKTaMHu.

BasopeHanvHa 2inepmeHsia

3acToCyBaHHS MpeapaTis, 1[0 BIJIUBAIOTh HA PEHiH-aHTiOTEH3UH-AIbIOCTEPOHOBY CUCTEMY, Y
TaLieHTIB i3 BOOIYHMM CTEHO30M HUPKOBOI apTepii equHoi HUPKH, 110 GYHKITIOHYE, TIOB’sI3aHe 3
PU3UKOM PO3BUTKY TSKKOI apTepialbHOI rinoTeH3ii Ta HUPKOBOI HEIOCTATHOCTI.

[TopyweHHA pYHKUil HUPOK ma MPAHCNAAHMAUisi HUPKU

Y matieHTiB 3 mopyieHHSIM QYHKIII HUPOK, SIKi 3aCTOCOBYIOTh OJIMecapTaHy MeLOKCOMII,
PEKOMEHYEThCA IIePiogUYHO KOHTPOJIIOBATH KOHIIEHTPALIIF0 KaJlilo Ta KpeaTUHIHYy y CUPOBaTLIi KPOBI.
3acToCyBaHHA OJIMecapTaHy MegOKCOMily He peKOMeHI0OBaHe MallieHTaM i3 TAXKKUM IOPYIIeHHAM
GbyHKLI HUPOK (KlipeHC KpeaTuHiny MeHte 20 My/xB) (quB. «Croci6 3aCTOCyBaHHS Ta [03U»,
«PapmakoKiHeTHKa»). [JOCBig 3aCTOCYBaHHS OJIMecapTaHy MefOKCOMINy MallieHTaM, SKi HeJaBHO
TlepeHecsd TPaHCIJIaHTallilo HUPKU abo0 y MallieHTiB i3 TepMiHa/IbHOI0 HHPKOBOIO HEJJOCTATHICTIO
(kipeHC KpeaTHHiIHY MeHIe 12 MJI/XB) BiACYTHiH.



ITopyweHHA pyHKUII neviHKu

OnmecapTaHy MeJOKCOMiNI He peKOMEHOO0BaHUM [JI1 3aCTOCYBAHHA IAI[l€eHTaM i3 TSIXKKUM
opyleHHAM QYHKIIIl Ie4iHKY Yepe3 BiICYTHICTh JOCBiAYy M0T0 3acToCcyBaHHS (OuB. «Cnoci0
3aCTOCYBaHHS Ta J03W» LI0J0 J03yBaHHS IIpelapaTy IpY JIETKOMY Ta IOMipHOMY IOPYIIeHH] (QyHKIIil
IIeYiHKH).

I'inepkaniemis

[Ipenapaty, 110 BIIMBAKOTh Ha PEHIH-aHTI0TEH3UH-a/IbIOCTEPOHOBY CUCTEMY, MOXYTh IPOBOKYBATU
rinepkasniemito. Pu3uk ii po3BUTKY 36inbIIyeThCS ¥ MALIEHTIB TITHHOTO BiKYy i MOXKe MaTU JIeTalbHUN
pe3ynbTaT IIPX HUPKOBiM HEOOCTATHOCTI Ta IyKPOBOMY fiabeTi, mpu CymyTHOMY 3aCTOCYBaHHi iHIITIX
IIperaparis, 0 MPHU3BOASATH OO MigBUIIEHHS PiBHS KaJiio Ta/abo Ipyu HasBHOCTI iHTEePKYpEeHTHUX
3aXBOPIOBaHE.

[lepen npu3HaYeHHIM CYIIYTHIX IIpenaparis, 10 BIIJINBAIOTh Ha PEHIH-aHTI0TeH3UH-aIbA0CTEPOHOBY
CHCTEMY, CJIifi PEeTENIbHO OLiHUTHU CIIiBBiIHOIIEHHS MOXKJIMBOI KOPHUCTI Ta MOXKJIMBOTO PHU3UKY LILOTO
JIiKyBaHHS Ta PO3TJISHYTH iHII MOXKJIHMBOCTI Teparil (TakoxX muB. po3min «IlomBiitHa 610Kama peHiH-
aHTi0TeH3UH-anba0CcTepoHoBol cucteMu (PAAC)»). o ocHOBHUX (haKTOPiB PU3UKY TinepKasieMil
BIIHOCSATBCS:

- IIYKpOBUH fiabeT, mopyuleHHs QYyHKIII HUPOK, MalieHT BikoM Big 70 pPOKiB;

- KoMOiHanig 3 ogHUM abo0 KiTbKoMa IIperapaTaMy, 10 BIIMBaIOTh Ha PEHiH-
aHTiOTeH3UH-a/IbJOCTEPOHOBY CUCTeMY Ta/abo 3 mpemnapaTaMu Kanito. [[esiki mpenapaTty, HaBiTh
KJIaCcH IpenapaTiB MOXYTh CIPUYMHUTHU TillepKalieMil0: 3aMiHHUKY COJIi, KaJliEBMiCHI ITpenaparTy,
Kasin3bepiratoui niypetrnuHi 3acobu, inribitopu AII®, aHTaroHiCTH PeleNnTopiB aHrioTeH3uHy I,
HeCTepOigHi mpoTu3amanbHi 3aco0H, Yy TOMY YHCIi ceneKTuBHi inribitopu LIOT-2, remapus,
iMyHOZeIIpeCcaHTH, HaIPUKJIaf, HXKJIOCIOPUH ab0 TaKpOJIiMyC, TPUMETOIIPUM;

- IHTEpKYPEeHTHI 3aXBOPIOBAHHA Ta CTAaHU, y TOMY YUCIIi ferigpaTalis, roctpa
IeKOMITeHCallisl CepIIeBO] MisiTbHOCTI, MeTabo YUY auumo3, 30iIbIIeHHS TSIXKKOCTI HUPKOBUX
IIOPYIIEHb, PANITOBE MOPYLIeHH GYHKII HUPOK, HAMIPUKJIIaA, TP iHQEKIINHNX 3aXBOPIOBAHHSAX,
Ni3uC KIITWH, HallpUKaL, IPHU TOCTpiH imemil KiHIiBOK, pabmomiosisi, mosmiTpaBmax.

Y manieHTiB i3 TakUMU (HaKTOPaMU PU3UKY PEKOMEHIYETHCS MOCTIMHUN KOHTPOJIb KOHIIEHTpallil
KaJIilo Y CHpoBaTlli KpoBi (muB. «B3aemopmis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUIH
B3aEMOMIN»).

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

IcHyE moKa3 TOTO, 1110 OHOYACHE 3aCTOCyBaHHS iHTibiTopiB AII®, 6510KaTOPiB peLenTopis
anrioTeH3uny Il abo amickipeHy migBuIlye PU3UK apTepianbHOI rinoTeH3ii, rinepkanieMii i 3HUKEHHS
GyHKIIIT HEPOK (Y TOMY YKCIIi TOCTPOl HUPKOBOI HegocTaTHOCTI). Tomy moaBsitiHa 6i1okaga PAAC B
TI0B’SI3aHa 3 OHOYACHUM 3aCTOCyBaHHSM iHTiOiTOpiB AI1®, 6110KaTOPiB pelenTopiB aHrioTeH3uny 11
abo aricKipeHy He peKoMeHIoBaHa (IuB. «B3aemomis 3 iHIMMMHU NTiKapCbKUMU 3aC00aMu Ta iHII BUOK
B3aeMoOAin», «PapmMakoguHaMika»).

Ao Tepamnis moaBifiHOI 6710Kagy BBaXKa€eThCS abCOMIOTHO HEOOXIMHOIO, i CITig MPOBOAUTY TiIbKYU ITif
HarnsgoM (axiBLs Ta 3a YMOBU PETYIISIPHOTO Ta PETENTbHOT0 MOHITOPUHTY (PYHKIIiI HUPOK, PiBHS
€JIeKTPOJIITiB Ta apTepiaJibHOTO TUCKY.

[uribitopu AII® i 6;1oKaTOPH pelienTopiB aHTioTeH3uRYy II He iy 0OgHOYACHO 3aCTOCOBYBaTH



malfieHTaM 3 giabeTUYHOIO HedpomaTiero.
ITpenapamu aimirw

4K 1 3 IHIIVMU aHTAroOHICTaMU PELeNTOPIB aHTrioTeH3uHY 1I, ofHOYacHe 3aCTOCYBaHHA JIITiIO 3
oJIMecapTaHy MeJOKCOMiJIOM He PeKOMeHAY€eThCA (AuB. «B3aeMopis 3 iHIIMMU JTiKapCbKUMU
3aco0aMu Ta iHIII BUOY B3a€EMOMLIN»).

CmeHo3 ycms aopmu abo mimpaavHuUll cCmeHo3; 06cmpykmueHa 2inepmpogiuHa kapdiomionamis

OrnMecapTaHy MeIOKCOMiJ 3 00epekHiCTI0O 3aCTOCOBYBATH IMAI[iEHTaM 3i CTEHO30M yCTSI aOPTU YU
MiTpasbHUM CTEHO030M ab0 3 00CTPYKTUBHOIO TinepTpodiuHoio KapAioMionarieo.

ITepguHHUull anbO0OCMeEpPOHI3M

[TarieHTH 3 IEPBUHHUM aJIbJOCTEPOHI3MOM He pearyiTh Ha aHTUTINIePTEeH3UBHI Ipenapary, 110
[il0Th MIJITXOM iHTi0OyBaHHS PEHiH-aHTiOTEH3UMHOBOI CUCTeMU. TaKuM YWHOM, 3aCTOCYyBaHHS
oMecapTaHy MeLOKCOMITy He PEKOMEHAYETHCSA TaKUM IMallleHTaM.

Cnpy-nodibHa eHmeponamis

Y nyXe pigkiCHUX BUITafKax TSXKKa XPOHIYHA fiapes 3 iCTOTHOIO BTPATOI MAacCH Tijla, 110 BUHUKAJIA
cepeq MAaLi€HTiB, gKi 3aCTOCOBYIOTEH OJIMecapTaH MPOTATOM IIepiofy Bif KIIbKOX MICALIB A0 POKY
IicJIs [TO0YaTKy IPUIOMY IIpenapaTty, MOXKJIUBO, CIPUYHUHEHE JIOKa/Ii30BaHOK peakIliero
rinepuyTauBOCTI yroBibHEeHOTro TUNy. Kuikosa 6iomcis Takux MallieHTiB 4acTo BKa3yBaJla Ha
atpo(diro BOPCUHOK. fKIIO y NallieHTa BUHUKAIOTh TaKi CHMIITOMM IIif] Yac JiKyBaHHS OIMeCapTaHOM,
HeoOXiTHO BUKJ/TIOUUTH iHINY eTionorito. Ciig po3riasHyTH MPUIIUHEHHS IPUHOMY OJIMecapTaHy
MeJOKCOMIiJTy B TUX BUIIaiKaX, KOJIU 1HIIA eTi0JIorid He BU3HaYeHa. Y BUNAaAKaX, KOJIA CUMIITOMU
3HUKAIOTH i CIIpy-TIofiOHa eHTepomaTis MmiATBepaXKeHa 6ioImci€lo, TiKyBaHHS OlIMecapTaHy
MeIOKCOMIJIOM He CJIiJl IOHOBJIIOBATH.

AHzioHeapomuyHull HABPAK KUWeEYHUKY

[ToBimoMIIsINIOCS TIPO BUIIQIKKA aHTiOHEBPOTHYHOI0 HAOPSKY KUIIEYHUKY Y MAIli€HTIB, SKi
3aCTOCOBYyBaIM OJI0KaTOPU pelienTopiB aHrioTeH3uny I, [BKI09aouu onMecapTaH] (IUB. pO3Min
«ITo6GiuHi peakiiii»). Y 1ux maiieHTiB cocTepirascs 0iib y KUBOTI, Hy#oTa, O6I0BaHHS Ta Aiapes.
CuMiToMu MUHaIM Tic/s BifMiHU 0710KaTOPiB pelenTopiB anrioten3uny II. dkino giarHocToBaHO
AQHTiOHEBPOTUYHUY HAOPSIK KUIIEYHUKY, 3aCTOCYBaHHS OJIMECApTaHy CJIiff MPUIIUHUTH Ta PO3MOYATH
BiIIOBITHNY MOHITOPHHT [I0 IOBHOTO 3HUKHEHHS CUMIITOMIB.

EmHiyHi giOMiHHOCMI

4K iy BCix aHTaroHiCTiB pelenTopiB aHTioTeH3uHY lI, aHTUTinEepTeH3UBHUY e(PEeKT oJIMecapTaHy
MeIOKCOMIiTy felllo MeHIINY y TPeACTaBHUKIB HETPOIAHOI pacH, HiXK B iHIIKUX Nalli€HTIB, MOXKIIUBO,
yepe3 GibIly MOUIMPEHICTh HU3BKOT0 PiBHS PEHIHY B ITil MOMyIALIii.

THwe

3HayHe 3HUXKEHHS apTepiaanoro THUCKY Ha TITi JIiKYBaHHH 6YJIB-${KI/IMI/I aHTI/IFiHepTeHSI/IBHI/IMI/I



3aco0aMy y MallieHTiB 3 ileMiuHO0I0 XBOPOOOIO ceplis abo 3 MOPyLIEHHIM MO3KOBOT0 KPOBOOOITy
MOXKe NIPU3BECTU 10 iHpapKTy MioKapha Ta iHCYNbTY.

[Tpemapat MiCTUTh TAKTO3Y, TOMY MOTO He CJIifl 3aCTOCOBYBATH TAIliEHTaM i3 BPOIKEHOI0
HeNepeHOCUMICTIO rajlaKTo34, BPOIKEeHOI0 He[JOCTATHICTIO JJaKTa3u abo 3 IOPYIIeHHIM
BCMOKTYBaHHS I'JTIOKO3U Ta rajlakTO3MU.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BaeimHicmb

Kappocan® mIpoTHIOKa3aHui BariTHUM a0o XKiHKaM, Ki IJIaHyI0Th 3aBariTHITH. Ko mif 9ac
nikyBaHHs 3aco6oM Kappmocan® mifiTBepAXKYETLCS BariTHICTh, HOT0 3aCTOCYBaHHS HEOOXiJHO HEraiHo
IPUMMHUTHY i 3aMiHUTH iHITUM JTiKapChKUM 3aC000M, MO3BOJIEHUM [0 3aCTOCYBAHHS BariTHUM.
Enipemiosnoriuni gaHi mpo pu3uK TepaToreHHOro BIKUBY iHribiTopiB AII® y I TpuMecTpi BariTHOCTI He
TIePEeKOHINBI; OIHAK fiesike 30inbllIeHHS pU3UKY HE MOXKe OyTH BHKIIIOUeHUM. X04a He iCcHye
KOHTPOJILOBAHUX eIIifieMi0JIOTIYHUX AaHUX [IPO PU3UK 3aCTOCYBaHHSA aHTArOHICTIB PELIENITOPiB
anrioren3uny II, momiOHi pr3MKM MOXKYTh iCHyBaTH IIPYU 3aCTOCYBaHHi IIbOT0 KJIacy IIpernapariB. dKImo
TPHUBAJIa Tepallis aHTAroHiCTaMu PelenTopiB aHTioTeH3uHY 11 XKUTTEBO HEOOXioHA, MaIlliEeHTKaM, SKi
IIJIaHYIOTh 3aBariTHITH, PEKOMEHOYETHCS 3aCTOCOBYBATH iHILI aHTUTINIEPTEH3UBHI IIpenapary,
Oe3neka 3aCTOCYBaHHS SKWX IIPU BaTriTHOCTI foBefeHa. [Ipu miarHOCTyBaHHI BariTHOCTI CIlif HerauHo
IIPUIIMHUTY 3aCTOCYBaHHS @HTArOHICTIB PeLenTopiB aHrioTeH3uny Il Ta MpuU3HaYUTH albTEpPHATUBHE
nikyBaHHA. Y II Ta Il TpuMecTpax aHTaroHICTY PeLeNnTOopPiB aHri0TeH3UHY II YMHATL TOKCUYHY [if0 Ha
nIip (mpurHideHHS QYHKIII HUPOK, ONIrorifpoaMHisi, 3aTpUMKa OCUpiKallil KiCTOK dyepela) Ta
HEeMOBJISI (HUPKOBa HEIOCTATHICTh, apTepiasibHa TiloTeH3id, rinepkanieMis) (quB. po3gin «JoKmiHiYHi
maHi 3 6e3neKku» BUIlle). Y BUIQMIKy 3aCTOCYBaHHS aHTAroOHICTiB penienTopis anrioren3uny II y II ta III
TpuMecTpax Tpeba BU3HAYUTU PYHKIII0 HUPOK Ta ocu@ikKallilo KiCTOK Yepena y IJiofa 3a JaHuMHu
yIbTPa3BYKOBOTO AOCIIIAXKEHHSA. 3a HEMOBJIATaMH, MaTepi IKAX 3aCTOCOBYBa/IM aHTArOHICTH
penienTopiB aHrioTeH3uHy I, ciif criocTepiratu 4epe3 MOXKJIUBY apTepianbHy TiIOTEH3i10 (OUB.
po3gin «IIpoTunoka3anHs» Ta «OCOOIUBOCTI 3aCTOCYBaHHS»).

T'odyeaHHA 2py0oio

IloBeneHo, 110 OJIMECapTaH eKCKPETYETHCS Y MOJIOKO IYPiB, OOHAK aHalOTiuHi AaHi I0g0 TIOOUHI
BifCcyTHi. 2KiHKaM, SKi TOAYOTh IPY/II0, He CIIifl 3aCTOCOByBaTH Kapmocan® yepes BifCyTHICTh
MOCBimy 10T0 3aCTOCYBaHHs y Il mepiof. 3aMicTh JiKapchKoro 3aco0y Kapmocan® moxHa
3aCTOCOBYBATH iHIII aHTUTiINEePTEeH3UBHI IpenapaTty, 6e31eKa 3aCTOCYBaHHS SIKUX Y Iepiof
rOoyBaHHS I'PYAII0 OOBeeHa, 0COOIMBO TP TOAYBaHHI HEMOBIAT a00 HEIOHOIIEHUX iTeH.

30amuicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHisMamu.

Kapnocan® Mae He3Ha4HHUI ab0 MOMipHMI BIJIMB Ha 3MATHICTh KePyBaTH TPAHCIOPTHUMHU 3aCo6aMu
Yy iHITMMHU MeXaHiYHUMU 3aco6aMu. 3arlaMopodeHHs a0o MmigBuIlleHa BTOMITIOBAHICTE MOXKYTh iHOMI
BUHUKATHU y MALI€HTIB, Ki IPUUMaIOTh aHTUTINEPTEH3UBHY TepaIllilo, 1110 MOXKe IIOPYIIUTH 3[4aTHICTh
[0 pearyBaHHS.



Cnoci6 3acmocyeaHHss ma do3u.

Lo3yBaHHS
Ilopocai

[ToyaTkoBa 06OBa 03a OJIMecapTaHy MegoKcoMiny ctaHoBuTh 10 Mr 1 pa3 Ha goly. ko
3MEHIIEHHS apTepiaslbHOTO TUCKY HEIOCTATHE, TO 003y ciif 30inbumTu go 20 Mr 1 pa3 Ha mo6y.
fAKmo € HeoOXimHICTh, 03y IpenapaTy MoxHa 30inpumTty 0o 40 Mr 1 pa3 Ha go0y (MakcuManbHa
no6oBa [1o3a) abo momaTH [0 JTiKyBaHHS TipoXI0poTia3um.

AHTUTiINEPTEH3UBHUU e(DEeKT OJIMecapTaHy MeOOKCOMIy CIIOCTEPIraeThCs, K MIPABUIIO, IPOTITOM

2 TUXKHIB IIiCJIS TOYATKY JIiKyBaHHS, @ MaKCUMaJIbHUM e(EeKT CIIOCTepiraeThCa yepe3 8 TUXKHIB Micis
nmoy4aTKy Teparrii. Lle ciig MaTy Ha yBa3i mpu po3risafi 3MiHU peXKUMY J03YBaHHS [ OyIb-IKOTO0
MaIjieHTa.

ITauieHmu aimHb020 BiKy (65 pokig i cmapwe)

3a3Buyail HeMae HeoOXiMHOCTI ¥ KOpUTyBaHHI NO3H TMAalliEeHTaM JIiTHHOTO BiKYy (OUB. peKOMeHI0BaHi
MO3U U151 TAllieHTiB i3 mopymeHHAM QYHKIIl HUPOK). [Ipu migBuieHHI 7000BOI HO3U 10
MaKCUMaJbHOI, 10 CTaHOBUTH 40 MT, CITifl peTelbHO KOHTPOIIOBATH apTepialbHUN TUCK.

ITauieHmu 3 nopyweHHAM pYHKUil HUPOK

MakcumanbHa f1060Ba J03a [AJI MallieHTiB i3 mopyuieHHAM QYHKIII HUPOK 1erkoro abo moMipHOro
CTyIeHs TAKKOCTI (KiipeHC KpeatuHiHy 20-60 My1/xB) cTaHOBUTH 20 MT, OCKIIBKY [OCBIfT
3aCTOCYBaHHS BUIIMX O03 Yy Wil rPpymi BiAcyTHiK. OMMecapTaHy MEOOKCOMIN He MMOKa3aHUM IIpH
TSKKOMY IOpPYIIeHHi (QYHKIIIl HUPOK (KJIipeHC KpeaTHHiIHY MeHIIe 20 MJ/XB) 4Yepe3 He3HAUHUM [OCBIf
M0T0 3aCTOCYBaHHS TAKUM MallieHTaM (OuB. po3minu «Oco6IuBOCTI 3aCTOCYBaHHS» Ta
«®apMaKOKiHETHKa»).

ITopyweHHA PYHKUII neviHKu

[Tpu mopy1enHi QyHKII MeYiHKY JIETKOT0 CTYTEeHs TSXKKOCTi KOPEKIIis mo3u He noTpibHa. [Tpu
IIOMIPHOMY CTYIIeHi IOPYIIEeHHs [104YaTKOBa f03a 0JIMecapTaHy MeIoKCOMilLy cTaHOBUThL 10 Mr Ha
no0y, a MakcuMasbHa - 20 Mr. [Ipy cynyTHhOMY NIpU3HaYEHH] MallieHTaM i3 MOpyIIeHHAM QYHKIIi1
NeYiHKHY OiypeTUYHUX 3aco0iB Ta/ab0 iHIINWX aHTUTIEPTEeH3UBHUX 3aC00iB HEOOXiIHO pPEeTEeIhHO
CIIOCTEepiraTu 3a piBHEM apTepiaTbHOTO THUCKY Ta QYHKIi€ HUPOK. OnMecapTaHy MeLOKCOMIiN He
NIOKa3aHU NIPU TSAXKKOMY NOPYIIeHHI (QyHKIIiI eYiHKN 4epes BifCyTHICTh JOCTAaTHLOTO JOCBIAY
3acTocyBaHHS (OuB. po3pinu «Oco6nuBOCTi 3acTocyBaHHA» Ta «PapMakoKiHeTuka»). OnMecapTaH
MeJIOKCOMiJT He CJIiff 3aCTOCOBYBaTH MallieHTaM 3 00CTPYKIIi€l0 JKOBYOBUBIHUX IIISXiB (OUB. PO3Mis
«ITpoTUIOKa3aHHS»).

ITediampuyHa nonyaauis.
IliT Ta mimmIiTKY BiKOM Bifm 6 0o 18 pokiB

PexoMeH0BaHa [T0YaTKOBa 403a OJIMecapTaHy MeIOKCOMIILY OiTaM BiKOM Bif 6 1o 18 pokis
crtaHoBuTh 10 Mr 1 pa3 Ha goOy. AKIo apTepianbHUM TUCK He 3MEHIIYEThCSI MOCTAaTHHOIO MipoIo,
no3y MoxHa migBuimuT# fo 20 mMr 1 pa3 Ha f006y. [Ipu HeoOXigHOCTI GibIll BUpaXkKeHOT0 3HUKEHHS
apTepiasbHOTO TUCKY, AiTAM i3 Macoo Tija = 35 Kr [03y oJiMecapTaHy MefOKCOMiTy MOXKHa
migBumuTy mo 40 Mr Ha moOy. [Ins miTed i3 Macolo Tina < 35 Kr mo0oBa go3a He IOBHHHA
nepesuilyBaty 20 Mr.



Cmocib 3acToCcyBaHHS

3 MeTOI IOTPUMAHHSA PeXUMY [J03yBaHHA JiKapCchKuil 3aci6 Kapmocan® peKoMeHay€eThCs
3aCTOCOBYBaTH IIPUOIM3HO B ONMH i TOM caMuil 4ac KOXKeH [eHb, 3 1Kelo abo 0e3, HanpHuKIIaz Iif gac
cHigaHKy. TabmeTKu CIlig 3anMuBaTH OOCTATHLOIO KiNTbKICTIO PimvHY (HampuKiam, 1 CKISHKOIO BOIH).
TabneTKy He CHIifl PO3:KOBYBATHU.

Himu.

3acTOCOBYBATHU [JIs JTIKyBaHHS apTepianbHOI rimepTeH3il AiTAM Ta miAmiTKkaMm BikoM Bif 6 7o 18 poxkis.
Besmneka Ta eheKTUBHICTH [AJIS OiTel BikoM Bif 1 mo 5 poKiB 1ie He BCcTaHOBNEHI. HasgBHI Ha choromHi
maHi, HaBemeHi B po3minax «[To6iuHi peakmii» Ta «®apmMakogrHaMiKa», TPOTe peKOMEH/AIlH 11010
N03yBaHHS CKJIaCTH HEMOXKJIMBO. 3aCTOCOBYBATH IIpemapaT AiTsSM [0 1 poky He CIlif i3 MipKyBaHb
0e3neKky Ta y 3B’3KY 3 BiICYTHICTIO HaHUX.

ITepedo3yeaHHs.

[ITomo mepenmo3yBaHHA € nuille oOMexkeHa iHpopMaliisi. IMoBipHiIIEM epeKTOM Ipu Iepeno3yBaHHi €
apTepiasibHa IinoTeH3id. Y pa3i nepeno3yBaHHs 3a IIallleHTOM CIIif YBaXKHO CIIOCTepiraT i
IIPOBOOUTH CUMIITOMaTUUHY, MiATPUMYIOYY Tepalriio.

[aHuX M0N0 MOXKJIMBOCTI BUBEEHHS OJIMeCapTaHy MeIOKCOMITY LIIIX0M [iajli3y HeMae.

ITobiuni peakuii.

Ornsan npodinio 6e3neku

[ToGiyHi peaxkiiii, 1110 Hali4yacTillle BUHUKAIOTh ¥ XO[i JIiIKyBaHHSA 3ac060M Kapuocan®, - TOJIOBHi 00Ti
(7,7 %), rpunononi6ui cumntomu (4,0 %) i 3anamopouenss (3,7 %).

Y nnane60 KOHTPOIbOBAHUX AOCIIIXKEHHSIX MOHOTEPAIlil €qUHOI0 MOOIYHOI0 PeakKIli€o, OB’ I3aHO0 3
nmikyBaHHSAM, 0yJ10 3amaMopoYeHHs (4acToTa 2,5 % IIpu 3aCTOCYBaHHI 0OJIMecapTaHy MeJOKCOMimy i
0,9 % y rpymi mnane6o).

YacToTa BigxuneHb 1a00paTOPHUX MapaMeTpiB OyIa TPOXH BUIIOIO IPH 3aCTOCYBaHHI OlIMecapTaHy
Me0KCOMiy MOpPiBHSHO 3 myatebo: rineprpuriinepuneMis - 2,0 % mpu 3aCcTOCYyBaHHI 0JIMecapTaHy
MemoKcoMiny mopiBHsHO 3 1,1 % mpu 3acTocyBaHHi malebo, MigBUIIEHHS PiBHS KpeaTuH
dbocdokinasm - 1,3 % npu 3aCTOCyBaHHI 0OIMecapTaHy MefOKCOMiny nopiBHAHO 3 0,7 % mpu
3aCTOoCyBaHHI Iane6o.

HebaxkaHi eeKTHu 3a pe3yiabTaTaMy KIiHIYHUX HociigxkeHb Kapmnocany®, mocigxkeHb Oe3MeKu
Ipernapary, 1[0 BUMIIOB Ha PUHOK, Ta CIIOHTAHHUX IIOBifOM/IEHb HaBefeHi B Tabnuui. [To0iuHi peakiii
PO3MOTINMII0TLCS 3@ YaCTOTOK BUHUKHEHHS TaKUM YMHOM: AyxKe 4acto (3 1/10); gacto



(®31/100, < 1/10); imomi (3 1/1000, < 1/100); pimko (3 1/10000, < 1/1000); myxe pigko

(< 1/10000); vacToTa HeBimoMa (He Moxke OyTH OlLiHeHA i3 HAsSBHUX AXKepe).

CucremMu opraHiB
3a knacudikamiero MedDRA

3 00Ky cUCTEMHU KPOBi Ta niMbpaTudHOi

CUCTEMHU
3 00Ky iMyHHOI CUCTEMHU

3 60Ky MeTabo0J1i3My Ta TpaBJIeHHS

3 00Ky HEPBOBOI CUCTEMU

3 OOKY OpTraHiB CITyXy
3 OOKy cepiist

3 00Ky cynuH

PecnipaTtopHi, TopakanbHi i MegiaCTUHAIbHI

IIOPYIIeHHS

3 OOKy IIJTyHKOBO-KUIITKOBOT'O TPAKTY

3 OOKy MeYiHKM Ta JKOBUOBUBITHUX IIISAXIB
3 OOKy LIKipU Ta MiAIIKipHUX TKaHWH

[TopyuieHHs 3 00Ky CKelIeTHO-M'sI30BO1
CUCTEMH i CIIOJIyYHOI TKAHUHU

[TopyuieHHs 3 00Ky HUPOK Ta CEYOBUBIIHUX

IIJISIXiB

[ToGiuHi peaxii
TpomOonuTOonEH S

AnadinmakTruHa peakilis
lnepTpurmninepuaemis
linepxomecTepuHeMis
linepypukeMis
linepkamniemis
3amamMopoYeHHS
T'onoBuu# 6inb

Bepruro

CreHoOKapmis
Taxikapmis
ApTtepianbHa TinoTeH3ida
BpoHxiT

®apuHriT

Kamesnp

Punit

I'acTpoeHTEPUT

Hiapes

Binb B XKUBOTI

Hypora

Iucnerncisa

BnroBaHHA
AHTiOHEeBpPOTUYHUYN HAOPSIK
KUIIEYHUKY
Cnpy-nioniOHa eHTeponaris
(muB. «Oco06IMBOCTI
3aCTOCYBaHHS»)
AyToiMyHHUY renaTut*
Ex3anTema

Anepriuynuii ;epMaTuT
Kponus’'sHka
Bucunanus

CBepbix

Arnormenisa
AHTiOHEeBPOTUYHMHN HAOPSIK
Aptpur

Binse y criuni

Bins y KicTKax

Mianrisa

ApTtpanris

M'a30Bi cymoMu
FemaTypisa

YacToTa
HeuacTto

Heuacto
Yacto
Heuacto
Yacto
Pinko
Yacto
Yacrto
Heuacto
Heugacto
Heuacto
Pinko
Yacrto
Yacto
Yacrto
Yacto
Yacto
Yacrto
Yacto
Yacto
Yacrto
Heuacto
Pinko

Lyxe pigko

HesBigomo
Heuacto
Heuacto
Heuacto
Heuacto
Heuacto
HesBigomo
Pinko
Yacrto
Yacto
Yacto
Heuacto
Heuacto
Pinko
Yacto

[HdeKIlig ceyoBUBIgHUX HINAXiB YacTo
I'ocTpa HUPKOBa HENOCTATHICTL Pimko

[MopyueHHST PYHKIII HUPOK

Pinko



3araspHi IOpyILIeHHS Binp Yacto

Binb y rpynHiu KTl Yacto
[Tepudepuynuii HabpsIK Yacto
['puno3Hi cuMnTomu YacTto
ITigBHIIIeHa BTOMJIIOBAHICTh Yacto
Habpsk o6muyys Heuacto
Actenisa HeuacTto
3arajbHe He3qyKaHHS Heuacro
JleTapriuyHuii cTaH Pinko
3Minu nabopaToOpHUX ITapaMeTpiB [TlippumienHs piBHA hepMeHTiB YacTo
[IEeYiHKHU
[ligBuIleHHS PiBHA Ce4O0BUHU y YacTo
KpOBI
[TigBUllleHHS PiBHSA Yacto

KpeaTuHpoCcPpoKiHa3m y KpPoBi
[ligBuieHHs piBHA KpeaTuHiHy Pimko
Y KpPOBI

*V micnapeecTpalitHOMY I1epiofii MOBIqOMIISANIOCS PO BUAAKHA BUHUKHEHHS ayTOIMyHHOTO FelaTUTy
3 JTaTEeHTHUM I1ePiofioM Bif] KiJIbKOX MiCSIIiB [0 POKiB, 110 Oy 0O0POTHUMM TIiC/IS BigMiHU
3aCTOCYBaHHS OJIMeCapTaHy.

[ToBimoMsiNIOCS TIPO ITOOAMHOKI BAMIaIKK pabooMiosi3y, IoB’si3aHi B 4aci i3 3aCTOCyBaHHSIM
6710KaTOPiB pelenTopiB aHrioTeH3uHy II.

Ilodamkoea iHhopmauis npo ocobaugi 2pynu nauieHmis
ITediampuyHa nonyaauyia

Y xomi mBOX KIiHIYHUX OOCTigXKeHb 3 y4acTIo AiTed Ta mimmiTkiB (361 ocoba) BikoM Bixg 1 mo 17 pokis
OyB IpoBeieHNY MOHITOPUHT Oe3MeKu 0JIMecapTaHy MeJoKCOoMiny. Y Toi Yac KOy npupoga i
TAKKICTh MOOIYHMX peakiliti Oyia aHalOTiYyHOI0, K i ¥ AOPOC/IUX MAallieHTiB, YacToTa
HUXKYeHaBeOeHUX MoOIiYHUX peakliit y giTe# Oyna BUINOIO, HiX Y JOPOCIIMX:

- HOCOBIi KPOBOTEUi y [iiTell € moumpeHoio nobigHoio peakiieio ( = 1/100 go < 1/10), mpo
sIKi He TOBiIOMIISIIN BiTHOCHO AOPOCHUX IMalli€HTiB.

- MIPOTATOM 3 THUXKHIB IIOABIMHO CIIIMIOr0 AOCHIAXKEHHS YaCcTOTa BUHUKHEHHS
3armaMOpPOYEHHS Ta TOJI0BHOTO 00IT10, 1110 BUMAarasu JIiKyBaHHs, Oyjia Maiixke B Ba pa3d BUIIOI0 Y
IOiTey BiKOM Bif

6 mo 17 pokiB y rpyIi, 1110 3aCTOCOBYBasla OIMecapTaHy MeJOKCOMIJI y BUCOKHUX H03aX.

3aranom npodins 6e3neKu onMecapTaHy MeLOKCOMIiNYy y mefiaTpU4YHUX MallieHTiB He Bigpi3HABCSA
3HAYHOIO Mipo0 Bif mpodito 6e3meky JOPOCIUX MalliEHTiB.

ITauienmu aimHb020 BiKy (65 pokig i cmapwe)
Y nami€eHTiB NITHLOTO BiKy TiOTEH3id MOXe CIIOCTepiraTucs Aelo JacTille (Bif «pigKo» A0 «iHOmi»).

[ToBigoMIIEHHS PO MOKJIMBI MOGIYHI peakiril

[ToBimomIeHHS PO MOXKJIKBI MOGiIUHI peakiril € yxKe BaxKJIMBUMHU Y IiCIISpeeCTpalliiHui mepion



3aCTOCyBaHHS JIiKapchbKoro 3aco0y. Lle ma€e 3MOry IpPOAOBXKYBaTH CIIOCTEPEXKEHHS 3a
CHiBBiIHOIIEHHSIM KOPUCTI/PU3UKY 3aCTOCYBaHHS JIiKapchKOro 3aco0y. [0 mpaliBHUKIB OXOPOHU
3[OPOB’Sl 3BePTAIOTHCS i3 TPOXAHHSIM MOBIIOMIATH PO OyAb-5Ki MOXKJIMBI MOGIYHI peakirii.

Tepmin npudamHocmi.

3 POKH.

YMmoBH 30epiranssi.

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

VYnaxoBka.

14 Tabnetox y 6micTepi, mo 1 abo mo 2 OmicTepu B KAPTOHHIN KOPOOIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHHUK.

Beprnin-Xewmi AT’

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca MicIs MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

I'minikep Ber 125, 12489 Bepnin, HimeuunHa.

BupoOHHK.

Haiui Cankio FOpoym I'M6X.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCusi IPOBaIKeHHs HOro JisIbHOCTI.
JlyinonpgmTpace 1, 85276 Ildadenxoden, HimeuunHa.

BupoOHHK.



JTabopartopioc Menapini C.A.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsi MPOBaIKeHHsI HOT0 Tis/IbHOCTI.

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

BupoOHUK.

Menapini-®on Xeiigen I'mo6X.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOTr0 Tis/IbHOCTI.

JTeunuirep wmrpace 7-13, 01097 [Ipe3nmeH, Himeuunna.

3asiBHHK.

Menapiui [HTepHemonan Oneperinonc JIirokcemOypr C.A.

Micne3HaxomXKeHHS 3asiBHHKA.

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



