[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

KAPIIOCAJI® 20 MT

(CARDOSAL® 20 MG)

Cknad:
ditoua pevosuHa: olmesartan medoxomil;
1 TabneTka, BKpHUTa IIIBKOBOI 000JI0HKOI0, MiCTUTh 20 MTI' 0JIMecapTaHy MeOKCOMiIy;

00ONOMIdCHI peUOBUHU: TIEJTI0II03a MiKPOKPUCTANIiuYHa, TiIPOKCUIIPOIIINIIEN0N03a HU3bK03aMillleHa,
JIaKTO3U MOHOTIApAT, TiIPOKCUIIPOIIIIEeN0I03a, MarHito creapat, TuTany giokcup (E 171), Tansk,
rimpomersnosa.

JIikapcbka ¢opma. TabneTku, BKPUTI ITiIBKOBOIO 000JI0HKOIO.

OcHosHi pisuko-xiMiyHi 81acmusocmi: Kpyrii TabneTku, 6i10ro KoJIbopy, BKPUTI MITiBKOBOIO
000JIOHKOIO, 3 XapaKTEPHUM 3allaxoM, giameTpoM npubnu3no 8,5 MM, i3 TucHeHHsIM «C14» 3 OMHOTO
00Ky .

dapmakoTepaneBTUYHa rpyna. biokatopu peuentopis anrioren3uny II. Kog ATX C09C A08.

®Papmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

®apMakOOWHaMiYHi BIaCTUBOCTI.

OnmecapTaHy MeOOKCOMIJI € CUJIbHOAII0YKM I1epOPaJbHO aKTUBHUM CEJIeKTUBHUM aHTarOHiCTOM
petienitopiB (tum AT,) aurioten3uny II. OgikyeTbcs, 110 BiH 6510Ky€e BCi Oil aurioTen3uny II, axi
oTiocepenKoBaHi penentopoM AT,, He3aleXkHO Bif AxKepesa i WIsIXy CUHTe3y aHrioTeH3uny II.
CenekTuBHUY aHTaroHi3M peuentopiB AT, anrioteH3uny Il npu3BOAuTh 00 MiABUINEHHS PiBHSA PEHIHY
y IJ1a3Mi KpOBi Ta KOHIIeHTpalil aHrioTeH3uHy [ i II, a TakoXK [0 OesiKOro 3MeHIIeHHs KOHIIEHTpallil
aJIb[I0OCTEPOHY Y I1JIa3Mi KPOBI.

Anrioten3uH Il € 0CHOBHUM Ba30aKTHBHUM I'OPMOHOM PEHiH-aHTiOTEH3WH-aIbIOCTEPOHOBOI CUCTEMH i
Bifirpae BaxK/IMBY poJib y maTodiziosnorii apTepianbHoi rinepTeHsii uepe3 perentopu tumy 1 (AT,).

KrigiyHa eeKTUBHICTE i 6e3mexa.




[Tpu apTepianbHill rinepTeHsii oaMecapTaHy MeLOKCOMIi CIPUYNHSE [0303aeXKHe TPHUBaie
3HUXKEHHS apTepianbHOTO TUCKY. HemMae CBif4eHb 000 BUHUKHEHHS apTepiaabHOl TinoTeH3il micis
IPUHOMY IepiIoi 03U, Taxiinakcii mig yac TpuBanIoro iKyBaHHS ab0 CUHAPOMY BigMiHU Iicys
IPUNUHEHHS JTiKyBaHHS.

OpHopa30Bul moOOBUI MIPUIOM NO3U OJIMecapTaHy MenoKcoMiny 3abe3neuye eheKTUBHE i M'sIKe

3HUKEHHS apTepialbHOT0 TUCKY ImpoTsaroM 24 rogud. OgHopa30Buil J0O0BUY IPUIOM N03U
npernapary 3abe3meuye Take XK 3HUKEHHS apTepialbHOTO TUCKY, K i IPX 3aCTOCYBaHHi #oro m060Boi
[034, PO3IMOMiNIeHOI Ha 2 IPUMOMHU IIPOTSITOM HO0H.

[Tpu Ge3nepepBHOMY JTiKyBaHHI MaKCUMaJlbHe 3HUKEHHS apTepiallbHOT'0 TUCKY [OCATAETLCS Yepe3 8
TUKHIB ITiC/IS MOYATKY Teparllii, Xoya CyTTEBe 3HUKEHHS apTepiallbHOT0 TUCKY CIIOCTEPIraeThCs BXKeE
yepe3 2 TUXKHI JIiKyBaHHS. [Ipy 3acTOCYBaHHI pa3oM 3 TiAPOXJIOPOTia3ugOM CIIOCTEPIra€THCA
NOOATKOBE 3HUXKEHHS apTepiaJbHOTO TUCKY 1 TaKUM CYIyTHIN IPUUOM NIpelapaTiB IepPeHOCUTHCS
moOpe.

BrmnuB onMecapTaHy Ha J€eTalbHICTh i 3aXBOPIOBAHICTh ITOKY 1[0 HEBIJOMU.

Y xomi paHOOMi30BaHOTO JOCIIMIKEHHS OJIMecapTaHy i 3amobiranHsa Mikpoanb0yMiHypii npu giabeti
(mocmimxenuss ROADMAP), oo sikoro Oyrno 3any4deHo 4447 natieHTiB 3 giabetom II Tumy, 3
HOPMOAJILOYMiHYPi€I0 i 3 MpUHAKMHI OMHUM YHHHUKOM PU3UKY CEPIIEBO-CYIMHHUX 3aXBOPIOBAHB,
BHBYAJIM MOXKJIMBICTE BifTepMiHyBaHHS [T0YATKy PO3BUTKY MiKpoanbOyMiHypil 3aBOsSKM JTiIKYBaHHIO
oMecapTaHoM. [IpoTAroM HaCTYIIHOTO OOCIIIIXKEHHs, 1[0 TPUBAJIO, ¥ CEPEeNHbOMY, 3,2 POKY,
NallieHTH OTPHMYBAJIK OJIMecapTaH abo maiedo y JofaTOK A0 iHIINX aHTUTIePTEeH3UBHUX
JiKapChKUX 3aco0iB, OKPiM aHTiOTEeH3UWHIIEPETBOPIOBAIbHOTO hepMeHTy (AIID) abo GroKaTOpiB
peuenTtopiB anrioren3uny II (BPA).

3a KpUTepieM KITiHiYHUX CIIOCTEPEkKEeHb ITEePBUHHOI KiHIIEBOI TOUKH, MOCITiIXKEHHS
IIPOIEMOHCTPYBAJIO JOCTOBIpHE 3HUKEHHS IIEPBUHHOI KiHIIEBOI TOYKH y TOJIOBXKEHHI 9acy [0 MOSIBU
MiKpoanb0yMiHypii y TpyImi omMecapTaHy.

[Ticns nompaBKu Ha po30iKHICT MOKAa3HUKIB apTepiasibHOTO TUCKY TaKe 3HUXKEHHS PU3UKY BXKe He
OyJI0 CTaTUCTHYHO 3HAUYIIUM. MikpoanbOyMinypist po3BuHyacs y 8,2 % (178 3 2160) marrieHTiB
rpymnu onMecapTany iy 9,8 % (210 3 2139) nmarienTiB rpymnu miare6o.

3a KpUTepisIMHU KITiHIYHUX CIIOCTEPeXKEeHb BTOPUHHUX KiHLIEBUX TOYOK, BUIIAAKU CEPLIEBO-CYAUHHUX
OPYLIEeHb Tpamisanucsa y 96 maiienTis (4,3 %), sSKi npuiiManu oiMecapTaH, 1 y 94 maiji€eHTiB

(4,2 %) rpymnu nnane6o. YacToTa TeTaabHUX HACTIKIB Yepe3 ceplieBo-CyIUHHI 3aXBOPIOBAaHHS Oyiia
BUIIOI0 ITPU 3aCTOCYBaHHI 0JIMecapTaHy, HiXk IIpu 3acTocyBaHHi mianebo [15 marienTis (0,7 %)
nopiBHsAHO 3 3 xBopuMu (0,1 %)], He3Baxawuyu Ha OAIOHY YACTOTy BUIAAKIB HEJIETAIbHOTO iHCYIIBTY
[14 mamienTis (0,6 %) nmopiBasIHO 3 8 xBopuMu (0,4 %)], HeneTanbHOTO iHpapKTy MioKapay [17
natienTiB (0,8 %) mopiBHsAHO 3 26 xBopumu (1,2 %)] Ta neTanbHUX HACTIOKIB Bif iHINX, HE
II0B’S13aHUX i3 CeplLeBO-CyAUHHUMY 3axBopioBaHHAMU IpuyuH [11 namienTis (0,5 %) nopiBEgHO 3 12
xBopumi (0,5 %)]. Ilpu 3acTocyBaHHI 0JIMecapTaHy 3arajbHa J€TabHICTh ¥ YUCEIbHOMY BigHOIIEHHI
3pocTana [26 matienTiB (1,2 %) nmopiBHsHO 3 15 xBopumiu (0,7 %)], 1110 Oy7I0 TOJTOBHUM YHMHOM
pe3ynbTaToM OibIIol KiTbKOCTI IeTalbHUX BUIIAJKIB Yepe3 CeplieBO-CyANHHI 3aXBOPIOBaHHS.

Y xomi mocmimKeHHs giabeTuyHOI HedpomaTii CTOCOBHO 3HUKEHHS YaCTOTH BUIIAMKIB KiHIIEBOI CTamil
3aXBOPIOBAHHS HUPOK IIPU 3aCTOCyBaHHI onMecapTany (gocnigxenas ORIENT) BuB4aBcs BIIUB
oJIMecapTaHy Ha HUPKOBIi Ta CepIleBO-CYAUHHI Hacigku y 577 BifiOpaHUX paHAOMi30BaHUM YMHOM
SITIOHITIB i KMTAMINB, MallieHTiB, XBOpuX Ha miabet II Tumy, 3 sBHOIO Hedponariet. [IpoTsarom



HACTYIIHOTO OOCIIiAXKEeHHS 1110 TPUBAJIO Y cepefHboMy 3,1 POKy, malieHTU OTPUMYyBaIu OJIMecapTaH
abo nnane6o y IOmaTOK [0 iHIINX aHTUTINEePTEeH3UBHUX MTiKiB, BKII0Yaouu iHribiTopu AIID.

[TepBuHHa KOMOiHOBaHa KiHIIeBa TOYKa (TPUBAJIICTh YacCy OO MOMEHTY IIEPIIOro IMOJBOEHHS
KOHIIEHTpAllil KpeaTHHIHY y CHPOBATII KPOBi, KiHIleBa CTaflisl 3aXBOPIOBAaHHS HUPOK, JIeTaIbHUMN
HaCJIioK 3 Oymb-IKUX IPUYKH) 3apeecTpoBaHa ¥ 116 mauieHTiB rpynu onmecaprtany (41,1 %) iy 129
nalieHTiB rpynu nnaiebo (45,4 %) [BigHOoCcHUM pusuk (BP) 0,97 (95 % moBipuuii inTepsan ([II)
0,75-1,24); p = 0,791]. BropunHa KoMbiHOBaHa KiHIleBa TOYKa, ITOB’g3aHa i3 ceplieBO-CyIUHHUMU
3aXBOPIOBaHHAMU Bif3HaueHa y 40 malfieHTiB, AKi npuiManu onmecaptaH (14,2 %), iy 53 marieHTiB
rpymnu mare6o (18,7 %). Lis komGiHOBaHa KiHIleBa TOYKaA, IIOB’si3aHa i3 CepIieBO-CyTMHHUMU
3aXBOPIOBaAHHSIMM, BKJII0Yasa JieTaJlbHUU HACMIIOK 3 IPUUYNHU CEPLEBO-CyIUHHUX 3aXBOPIOBaHb y 10
(3,5 %) namieHTiB, SKi mpuiManu oaMecapTaH, nopiBugHo 3 3 manienTamu (1,1 %) rpynu nnaie6o,
3aranbpHy neTanbHICTh 19 (6,7 %) mauienTiB mopiBHAHO 3 20 (7,0 %) XBOpUMHU, HEJIeTAIbHUM iHCYJIBT y
8 (2,8 %) nauienTis nopiBHAHO 3 11 xBopuMmu (3,9 %) i HenetanbHUY iHpapKT Miokapmay 3 (1,1 %)
Malli€eHTiB MOPIBHSAHO 3 7 XBopuMu (2,5 %) BiAmoBigHO.

[lemiaTpyuyHa NONYNIALIA

AHTHTIIEpPTEH3UBHI eeKTH 0IMecapTaHy MeIOKCOMINY y mefiaTpU4HOl MONy sl Oynu
IIpoaHasi3oBaHi y paHAOMi30BAHOMY IOABIMHOMY CJIioMy Ijianeb0-KOHTPOIbOBAHOMY [OCHIXKEeHHI 3
yyacTio 302 mairieHTiB BikoM Bif 6 o 17 pokis. [locmigXKyBaHa rpyma CKilaganacs 3 IallieHTiB
HerpoinHol pacu (112 mamienTis) Ta rpynu (190 mamieHTiB), 3MilIaHOl ¥ pACOBOMY BiTHOIIEHH] (Cepern
HuX - 38 marlieHTiB HerpoigHol pacu). [Ipu4rHOI0 apTepianbHOI rinepTeHsii Oya mepeBaxkHO
ecceHIlianbHa rineprensis (87 % i3 rpynu nauieHTiB HerpoigHoi pacu Ta 67 % 3i 3Mimanoi rpymu).
[TamieHTH 3 Macoio Tina Bix 20 mo < 35 Kr Oynu paHmoMi3oBaHi y TPyIH, KOTPUM 3aCTOCOBYBalIH 2,5
MT OJIMecapTaHy MeJOKCOMiny (Hu3bKa mo3a) abo 20 Mr (BuCOKa [103a) OOUH pa3 Ha 0o0y, a MallieHTH
i3 Macoto Tina = 35 Kr 6ynu paHAOMi30BaHi y TPyNH, KOTPUM 3aCTOCOBYBAIU

5 Mr mpemnapaty (Hu3bKa mo3a) abo 40 Mr (Bucoka fmo3a) 1 pa3 Ha moby. YV {moai, migibpaHiit 3amexkHO
BiJl MacHu Tisla, oJIMecapTaHy MeOKCOMIiJI 3HaUHO 3HUXKYBaB SIK CUCTOJIIYHUM, TaK 1 AiaCTONIYHUMI
TUCK. 4K IIPU HU3bKUX, TaK 1 IPU BUCOKUX J03aX OJIMecapTaHy MeJOKCOMII 3HaYHO 3HUXKYBaB
CHUCTOJIIYHUY apTepialbHUM THCK - BillIOBiMHO Ha 6,6 Ta 11,9 MM pT. CT. (Bifg TOYaTKOBOTO PiBHS).
[auuii eekT criocTepiraBcsa TakKOX Iif yac a3y BiIMiHY, IIJ0 TPUBaJa 2 TUXKHI y TOAATKOBO
paHaoMi30BaHUX I'PyIax, IIifl Yac KOl K CepefHill CUCTOMIYHMM, TaK i AiacTONiYHUM apTepialbHUM
THUCK IeMOHCTPYBA/IK CTAaTUCTUYHO 3HAYYIIE BiJHOBJIEHHS CUMIITOMIB y TpyIIi mare0o mOpiBHSIHO 3
I'PYIOI0, 110 OTPUMYyBaJja OJIMecapTaHy MeIOKCOMi. ¥ mepmiaTpuyHOI MONysALii TiKyBaHHS 0Y10
e(peKTUBHUM SK IIpU MIEPBUHHIY, TaK i IPK BTOPUHHIN apTepianbHil rineprensil. Tak caMo 9K iy
IOPOCIIUX TIAIliEHTIB, apTepiaTbHUN TUCK Y [iTel HETrPOigHOI pacu 3HUKYBABCS MEHIIO0 Mipo. Y
TOMY XK AOCIifXKeHHi 59 nauieHTiB BikoM Bif 1 70 5 poKiB i3 Maco1o Tina = 5 Kr y BiIKpHUTi# ¢a3i
OOCIimXKeHHsT oTpuMyBasnu 0,3 MI/KT olIMecapTaHy MeIOKCOMIiNy OfUH pa3 Ha go0y mpoTsaroM 3
TUXKHIB, a TIOTIM - y TOABiMHIN cimi#i ¢pas3i mocmimkeHHs - OyIu paHOOMi30BaHi y I'PyIH, 110
oTpuMyBanu abo oMecapTaHy MemoKcoMis, abo mare6o. Yepes 2 TuXHi micis BifMiHU cepenqHin
CHUCTOIIYHUN/OiaCTOMIYHUYN apTepianbHUM THCK Y HUXKHIN Touli OyB Ha 3/3 MM pPT. CT. HUXKYe y TPy,
110 OTPUMYBaJia 3TifHO PaHOOMi3allil o;IMecapTaHy MeJOKCOMiN; faHa Pi3HUIS Y TOKa3HUKaX
apTepiasbHOTO TUCKY He SIBJIsIacs CTaTUCTUYHO 3Hauymo (95 % M1 Big -2 mo 7 / Big -1 mo 7).

Iamma indopMartis

IIBa BEMMKKX PAaHIOMI30BaHUX KOHTPOIbOBAHUX AOCITimXKeHHS - gocmimxkeHHss ONTARGET
(rmobarnbHe [OCHIXKEHHS KiHIIEBOI TOYKHU TP OKPEMOMY 3aCTOCYBaHHi TeJIMicapTaHy i Ipu #oro
3aCTOCYyBaHHI y moegHaHHi 3 paminpusnoM) i gocnigxeHHss VA NEPHRON-D (gocnipxkenHs momo
HedpomaTii npu miabeTi, 1m0 mpoBogunocs MiHicTepcTBOM y cripaBax BeTepaHis CIIIA), BuB4amu



3aCTOCyBaHHS CIIONy4YeHHs iHribiTopiB AII® 3 BPA II.

Hocnigxenuss ONTARGET 3piiicHIOBanocs 3 3alydeHHSIM IallieHTiB 3 iCTOPi€l0 CepleBO-CyqUHHNX
abo 11epebpoBaCKyISIPHUX 3aXBOPIOBaHb, a00 IyKpoBoro miabety II Tuny 3 03HaKaMu PO3BUTKY
yckinagHens. [JocnigxeHHss VA NEPHRON-D 3pificH0Banocs 3 3ajly4eHHIM IallieHTiB 3 I[yKPOBUM
niabetom II Tuny i giaGetryHOIO HedpomaTiero.

LIi mocnimkeHHS TOKa3asy, 1110, y IOPiBHSAHHI 3 MOHOTEPAIII€I0, 3aCTOCYyBaHHS KOMOiHOBaHOI Teparii
He IIPU3BeJIO 0 OTPUMaHHSI 3HaYMMOI'0 KOPHCHOTO e(PeKTy II0A0 HACTiAKIB i 1eTalbHOCTI 3 IPUYUHU
HUPKOBUX Ta/ab0 CceplieBO-CyOUHHUX 3aXBOPIOBaHb, ajie CIIPUYUHUIIO MiIBUIIEHHS PU3UKY
rinepkarieMii, TOCTPOro MOIMKOMXKEHHS HAPOK Ta/abo rimoTeHsii. BpaxoByouu nomidHi
(dapmakoguHaMmiuHi BracTtuBocTi inribiTopiB AII® i BPA II, oTpuMaHi BUCHOBKY € CIIpaBeJINBUMU i
71 iHIIUX TPEeCTaBHUKIB IUX KAaTEropil miKapCchKux 3aco0iB. TakKMM YMHOM, TallieHTaM 3
niabeTUYHOIO HedpomaTielo He MOXKHa 3aCTOCOBYBaTH pa3oM inribiropu AII® i BPA II.

Hocnigxenuss ALTITUDE (mocnigxkeHHs arnickipeny npu giabeti II Tumy i3 3acTocyBaHHSIM KiHIIEBUX
TOYOK, TI0OB’SI3aHUX i3 CEPIIEBO-CYIUHHUMU i HUPKOBUMHY 3aXBOPIOBAHHSIMHU) OYJI0 IPUCBSIUYEHO
BHMBUYEHHIO KOPHUCTI BiJ momaBaHHA ajIiCKipeHy M0 cTaHOapTHOI Teparii inribiTopamu AII® a6o BEPA 11
IIPY JIiKyBaHHI MaIli€HTiB 3 IyKpoBUM fiabeToMm II Tumy i XpoHiuHOI0 XBOPOOOI0 HUPOK, CEPIIEBO-
CYOMHHUM 3aXBOPIOBaHHSM, ab0 3 000Ma TakKuMH IaTosiorisiMu. Lle mocnimKeHHS Oy10 MIBUAKO
IPUIIMHEHO y 3B'13KY 31 3pOCTAHHSIM PU3UKY BUHUKHEHHS HeOaxkaHuX e(eKkTiB. Y MopiBHAHHI 3
rpynoto nnane6o, y NalieHTiB TPynu alicKipeHy CMepTh 3 IPUYUHU CEePLEeBO-CyOUHHUX 3aXBOPIOBAHb
Ta iHCYJIbTY Y YKCENIbHOMY BifHOIIEHHI Oyia 6inbll 4yacTo, a BignosinHi HebaxaHi edekTy i
cepiio3ui HeOaxaHi epekTH (rinmepkaniemis, rinmoTeHsis i mopyieHHs GYHKIII HUPOK) PEECTPYBAUCS
YacCTillle TaKOXK y ITAlli€eHTIB I'PYIIH aliCKipeHy.

dapmaxoKiHemuxka.

BCMOKTYBaHHA Ta PO3MOMI.

OnmecapTaHy MeJOKCOMII - 1ie IPOJIiKY. BiH MIBUKO II€PETBOPIOETHCA ¥ (PapMaKOJIOTiYHO aKTUBHUM
MeTaboJIiT oJIMecapTaH Il gi€lo ecTepas y CIU30Bil 000IOHII KMIIEeYHUKY i B TOpTaIbHiM KPOBi mmif
yac abcopb1ii 3 TpaBHOTO TPAKTY.

Y nna3Mi KpoBi Y¥ B MPOAYKTaX BUMiIEHHS OlIMecapTaHy MeOOKCOMil, 110 He po3maBcs, abo
He3MiHeHUY O0KOBUM JaHILIOT MeJOKCOMiNIbHOI rpynu He BUSBIsanucsa. CepenHe abCOMOTHE 3HAUEHHS
6iomocTymHOCTI onMecapTaHy 3 TableToBaHOI JTiKapChKol popMU CTaHOBUTE 25,6 %.

CepenHe MakcuMasbHe 3HaueHHd (C,,,) OJIMecapTaHy y IIJla3Mi KPOBi foCATaEThCS IPUOIM3HO Yepes
2 TOOVHY MiC/s BHYTPIIIHBOTO 3aCTOCYBAHHA IIpeliapary, 1 KOHIIeHTpallid K0ro y maa3mi
30iNTBIITYETHCS MakiKe JIiHIMHO 3i 30iTbIIIEHHSIM OTHOPa30BOi ITepopasbHOI 103U [0 80 Mr.

[>xa mpakTHYHO He BIMBaEc Ha GiOAOCTYIHICTE OIMEcapTaHy, TOMy OJIMecapTaHy MeIOKCOMII MOXKHa
3aCTOCOBYBaTH He3aJIeKHO Bifi IPUUOMY 1Xi.

Y dbapmakoKiHeTHIl oIMecapTaHy He CIIOCTEPIranoch 2KOAHOI KITiHIYHO 3HAYYII0l Pi3HHUIIL 3@ CTATTIO.

3B’s13yBaHHS OJIMecapTaHy MeJoKCOMiny 3 6iTkaMu I1a3Mu KpoBi € 3HauHuM (99,7 %), ane
TIOTeHIIias 415 KJIiHIYHO 3HAYyIIOTO 3CYBY BEJIMYMHU 3B'si3yBaHHS 3 OiTKaMu IIPU B3a€MOTI1
oJIMecapTaHy 3 iHIIMMU OOHOYACHO 3aCTOCOBAaHUMH JIiIKaPCHKUMHU 3aco006aMM 3 BUCOKUM CTyIIeHEM
3B’3yBaHH4A 3 OiTKaMU € HU3bKKM (110 IiATBEPAKYETHCSA (PaKTOM BiICYTHOCTI KITiHIYHO 3HAYYIIOI
B3a€EMO[il MiXK olIMecapTaHy MefOKCOMiioM i BapdapuHoM). 3B'I3yBaHHS OIMecapTaHy 3 KJIiTHHaMU
KpOBi € He3HayHUM. CepenHiit 06’eM PO3MOMiNy Mic/s BHYTPIlIHEOBEHHOTO BBeleHHS € ManuM (16-29



7).

MeTab05i3M i BUBEeOeHHd.

3arajpHUM MJIa3MOBHUI KITIipeHC, K npaBuio, cranoBus 1,3 n/rox (KB, 19 %), i 6yB BigHOCHO
IIOBiIbHUM TIOPiBHSIHO 3 KpoBooOirom y medinti (mpudnusuo 90 n/ron). [Ticnsa BBeOeHHS OTHOPA30BO1
TIepopasIbHOI 03K OJIMecapTaHy Mef0KCOMiy, moMiueHoro izoromnom “C, 10-16 % BBemeHOl
PafioaKTUBHOCTI BUBOAUIOCH i3 ceuero (epeBaXkHa KilbKiCTh - MPOTATOM 24 TOAWH MiCIS BBEIEHHS
[03K), a 3aJIUIIOK PagiOaKTUBHOCTI BUBOAUBCA 3 (pekamisgimMu. CIupaloduch Ha IOKa3HUK CUCTEMHOL
mocTymHoCTi (25,6 %), MOxKHa ImigpaxyBaTH, 10 abcopboBaHUM 0JIMeCapTaH BUBOTUTHCS K HUPKaMU
(mpubmu3Ho 40 %), Tax i yepes MeUiHKY Ta XKOBYOBUBIHI minsaxu (mpubnusno 60 %). Bcsa BuBegeHa
panioakTuBHICTE Oynia BU3Ha4YeHa K onMecapTaH. 2KOJHOTo0 iHIOro 3Ha4ynoro MeTabomiTy
BUSIBIIEHO He 0y0. KHIIKOBO-TIeWiHKOBa PEIUPKYJISIlisg oIMecapTaHy € MiHiManbHO10. OCKiNbKM
3HaYHa YaCTKa OJiMecapTaHy BUBOOUTHLCS Yepe3 XKOBYOBUBIOHI LIJISIXM, 3aCTOCYBaHHSA IIpernapaTy
nalieHTaM 3 00CTPYKIIi€0 JKOBYOBUBIOHUX IIISIXiB € MIPOTUIIOKA3aHUM (OUB. PO3Min
«ITpoTUTIOKa3aHHS»).

Kinnesu# nepioq HaliBBUBENEHHS OJIMecapTaHy 3HaXOAuBCA Yy Hiama3oHi Bifg 10 go 15 rogus micns
f6araTopa30BOro MepopaabHOro 3acTocyBaHHsa. CTabiNbHUM CTAaH JOCSATABCSA IIiC/IS MPUIOMY TTEPIIUX
KiIbKOX [103 IIpenaparTy, IpuYoMy OJalbIIoro Moro HaKOMUYEeHHS He CIocTepiranocs yepe3 14 gHiB
ITOBTOPHOTO IputioMmy. HupKoBuit KitipeHc ctaHoBuB npubnu3Ho 0,5-0,7 n/ron i OyB He3aeXKHUM Bif
LO3H.

dapMakoKiHeTHKa B 0COOJIUBUX I'PYIIAX MAIliEHTIB.

ITediampuyHa nonyaauia

dapmMakoKiHETHKY OJIMeCcapTaHy HOCIIIIXKYyBalIk Y IAli€HTIB 3 apTepiaJbHO rinepTeH3iel0 BIKOM Bif
1 mo 16 pokiB. KnipeHc onMecapTaHy y JaHUX NalLlieHTiB OyB CX0XKUM Ha KJIipeHC JOPOCINX MallieHTiB
3 IIOIIPaBKO0 Ha Macy Tina.

[HdpopMariis npo papMaKOKiHETUKY y IeJiaTPUUYHUX NALli€HTIB i3 MOPYIIEHHIMU QYHKITIH HUPOK
BiCyTHS.

Ocobu nimHbo20 8iKy (65 pokie i cmapwe)

Y mallieHTiB 3 apTepianbHOIO TilePTEeH3i€10 BeIMYrHa IIJIOIII Tl KpUBOIO «KOHIIeHTpallisg-4ac» (AUC)
y cTabinbHOMY cTaHi 30inbinyBanaca npubnusHo Ha 35 % y nayieHmis 1imHbo20 8iKy (BikoM 65-75
poKiB) i mpubnu3Ho Ha 44 % y nauieHmis gikom 8i0 75 POKiB, IOPiBHSIHO 3 TPYIIO0 MOJIOMIIIOTO BiKYy.
Lle moHaMMeHIIIe YaCTKOBO MOXKe OyTH ITOB’SI3aHO i3 cepelHiM 3HMKEHHSIM QYHKIII HUPOK Y i
rpyIi NaLi€eHTiB.

ITopyweHHA PYHKUIT HUPOK

Y maiieHTiB 3 1erKUMHU, MOMIPHUMY a0 TSIKKUMU IOPYIIeHHAMU QYHKII HUPOK moka3Huku AUC y
ctabinmpHOMY CTaHi 30inbIIKUIKMCS BignoBimHO Ha 62 %, 82 % i 179 % MOpiBHSIHO 3 TAKMUMU
IIOKa3HUKaMH y 3[[0POBUX JOOPOBOJIBIIB I'PYIIH KOHTPOIO (OuB. po3fain «Criocib 3acTocyBaHHS Ta
no3u» Ta «OcobIUBOCTI 3aCTOCYBAHHS»).

ITopyweHHA PYHKUII 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»).

B3aemo0is 3 iHwumu AiKapcbKumu 3acobamul.
Konecesenam (pe4oBuHa, 110 3B'I3y€ KOBYHI KUCIIOTH):

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
TinoTeH3id, TinepKamieMis i 3HUKEHHS (PYHKII1 HUPOK (Y TOMY YHUCJIi TOCTpa HUPKOBA HEIOCTaTHOCTH)
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 BIIMBAIOTh Ha PEHIH-aHTI0TEH3UH-a/IbIOCTEPOHOBY CUCTEMY, MOXYTh IPOBOKYBATU
rinepkaniemito. Pu3uk ii po3BUTKY 36inbIIyeThCS ¥ MALIEHTIB TITHHOTO BiKYy i MOXKe MaTH JIeTaIbHUN
pe3ybTaT IIpU HUPKOBIiH HEIOCTAaTHOCTI Ta LIyKPOBOMY AiabeTi, mpU CymyTHbOMY 3aCTOCYBaHHI iHIINX
IIperaparis, 10 MPHU3BOASATD OO MigBUINEHHS PiBHS KaJiio Ta/abo Ipu HAasBHOCTI iHTEePKYpPEeHTHUX
3aXBOPIOBaHb.

[lepen npu3Ha4YeHHIM CYIYTHIX Ipenaparis, 10 BIIJIMBAIOTh Ha PEHIH-aHTI0TeH3UH-aIb0CTEPOHOBY
CHUCTEMY, CJIifi PEeTENTbHO OLiHUTHU CIIiBBiIHOIIEHHS MOXKJIMBOI KOPUCTI Ta MOXKJIMBOTO PU3UKY LIbOTO
JIiKyBaHHS Ta PO3TJISHYTH iHII MOXKJIMBOCTI Tepartii (TakoX AuB. po3ain «IloggifiHa 610Kafia peHiH-
aHTi0TeH3WH-anba0CcTepoHoBol cucTeMu (PAAC)»). 1o ocHOBHMX (haKTOPiB PU3UKY TinepKasieMil
BITHOCSITBHCS:

- IIyKpoBUii fiabeT, mopyuIeHHS (PYHKI HUPOK, MAI[ieHTH BikoM Bif 70 POKiB;

- KoMOiHalig 3 ogHuM abo KiTbKoMa IIperapaTaMy, 10 BIIMBalOTh Ha PEHiH-
aHTiOTeH3UH-a/IbJOCTEPOHOBY CUCTEMY Ta/abo 3 mpemnapaTaMu Kamiio. [esiki mpemapaTy, HaBiTh
KJIaCH IpenapaTiB MOXYTh CIPUYMHUTHU TillepKalieMil0: 3aMiHHUKHY COJTi, KaJliEeBMiCHI ITpenaparTy,
Kanina3bepiratoui niypetruuHi 3acobu, inribitopu AII®, aHTaroHiCTH pelenTopiB aHrioTeH3uny I,
HeCTepOigHi mpoTHu3amaibHi 3ac00H, Yy TOMY YHCIIi ceneKTuBHi inribitopu L1OT-2, remapus,
iMyHOZeIIpecaHTH, HalIPUKJIafl, HAKJIOCIOPHH ab0 TaKpOJIiMyC, TPUMETOIIPUM;

- IHTEpKYpPEeHTHI 3aXBOPIOBAHHA Ta CTaHU, Yy TOMY YUCIIi ferigpaTalis, roctpa
IeKOMIIeHC allisl CeplieBol MisiTbHOCTI, MeTabomiuHuM anumo3, 30iIbIIeHHS TSIXKKOCTI HUPKOBUX
IIOPYIIIEHb, PANITOBE MOPYILIeHHS GYHKIII HUPOK, HAMIPUKIIAM, IPpHU iHQEKIINHNX 3aXBOPIOBAHHSAX,
ni3ucC KIIiTUH, HaPUKJag, IpY rocTpill imeMii KiH1iBoK, pabmomionisi, mosiTpaBMax.

Y maiieHTiB i3 TakUMU (aKTOPaMU PU3UKY PEKOMEHIYETHCS MOCTIMHIM KOHTPOJIb KOHIIEHTpallil
KaJIilo Y CHpOBAaTIi KPoBi (muB. «B3aemopmist 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHII BUOH
B3AEMOTIN»).

ITodsitliHa 6.10Kada peHiH-aHziomeH3UuH-a1b0ocmepoHoeoi cucmemu (PAAC)

IcHyE oKa3 TOTO, 1110 OMHOYACHE 3aCTOCyBaHHS iHribiTopiB AII®, 6510KaTOPiB peLenTopis
anriorensuny Il abo amickipeHy migBuIllye pU3UK apTepianbHOI TinoTeH3il, rinepkaniemii i 3HUKEHHS
GyHKIIT HEPOK (Y TOMY YHCIIi TOCTPOl HUPKOBOI HegocTaTHOCTI). Tomy moaBitiHa 61okama PAAC B
TI0B’sI3aHa 3 OTHOYACHUM 3aCTOCyBaHHSIM iHTiOiTOpiB ATI®, 6710KaTOPiB pPelenTopiB aHrioTeH3uHy 11
abo amickipeHy He peKOMeHfIoBaHa (IuB. «B3aeMopis 3 iHIMMMU TiKapChKUMU 3acobaMu Ta iHII BUAK
B3aemofiin», «dapMaKOAuHaMiKa»).

Ao Tepamnis moaBifiHOI 6710Kagy BBAXKAETHCS abCOMIOTHO HEOOXIMHOIO, ii CITig MPOBOAUTY TiNIbKY ITif
HarnsgoM (axiBLs Ta 3a YMOBU PETYIISIPHOTO Ta PETENTbHOT0 MOHITOPUHTY (PYHKIIiI HUPOK, PiBHS
€JIEKTPOJIITiB Ta apTepiasbHOI'0 TUCKY.



IuribiTopu AII® i 6;10KaTOpH pelenTopiB aHTrioTeH3uHY Il He Il OIHOYaCHO 3aCTOCOBYBaTH
narieHTaM 3 giabeTHYHOI0 Hedpomarie.

ITpenapamu aimiro

fK 1 3 IHIIVMU aHTArOHICTaMU PELeNTOPIB aHTi0TeH3UHY 1I, ofHOYacHe 3aCTOCYBaHHA JIITIIO 3
olMecapTaHy MeIOKCOMiIOM He PeKOMEeHAYEThCS (OuB. «B3aeMopis 3 iHIIUMU JTiIKapChbKUMHU
3aco0aMHu Ta iHIII BUOU B3aEMOMIN»).

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

OnMmecapTaHy MegOKCOMiN 3 00epeXHICTI0 3aCTOCOBYBaTH NallieHTaM 3i CTEHO30M YCTS a0OpPTH YU
MiTpaJbHUM CTE€HO30M a60 3 00CTPYKTUBHOIO TinepTpodiuHoI0 KapaioMiomnaTiero.

ITepguHHUl anb0oCcMepoHi3M

[TarienTH 3 IEPBUHHUM aJIbOCTEPOHI3MOM He pearylTh Ha aHTUTINIePTEeH3UBHI Ipernapary, o0
[if0Th UIISXOM iHTiOyBaHHS peHiH-aHTi0TEH3UHOBOI CUCTeMU. TaKUM YWHOM, 3aCTOCYBaHHS
oJIMecapTaHy MeJOKCOMily He PEKOMEHYEThCSA TaKUM MallicHTaM.

Cnpy-nodibHa eHmeponamis

Y nyXe pigkiCHUX BUITafKaxX TSXKKa XPOHIYHA [iapes 3 iCTOTHOIO BTPATOX MAacCH Tijla, 110 BUHUKAJIA
cepeq Malli€HTiB, Ki 3aCTOCOBYIOTh OJIMEcapTaH IPOTATOM I1epiofy Bif KiIbKOX MICALIB 4O POKY
iCJIs [TOYaTKy IPUIOMY IIpenapaTty, MOXKJIUBO, CIPUYKMHEHE JIOKa/Ii30BaHOK peaklliero
rinep4yTaINBOCTI yIIOBiNbHEeHOTO TNy, Kuimkosa 6iomcis TaKux MallieHTiB 4acTO BKa3yBasa Ha
aTpo(diro BOPCUHOK. fKIIO y nalieHTa BUHUKAIOTh TaKi CHMIITOMM IIif] Yac JiKyBaHHS OIMeCapTaHOM,
HeoOXiTHO BUKJ/TIOUUTH iHITYy eTionorito. Cilig po3riasHyTH MIPUIUHEHHS IPUHOMY OJIMecapTaHy
MeIOKCOMiTy B TUX BUIIa[IKaX, KOJIX iHINla eTiOJIOTis He BU3HAYeHa. Y BUIlafiKaX, KOJIU CUMIITOMU
3HUKAIOTh i CIIPY-TIofiOHa eHTepomaTis migTBepAXKeHa Oiomnciero, TiKyBaHHS 0JIMecapTaHy
MEJJ0KCOMIJIOM He CIIifi IOHOBJIIOBATH.

AHzioHe8pomu4HUl HABPAK KUWEYHUKY

[ToBimoMIsANIOCS TIPO BUIIaIKX aHTiI0HEBPOTHYHOI0 HAaOpAKY KUIIEYHUKY Y MAI[i€HTIB, AKi
3aCTOCOBYBa/IM OJIOKATOPH PELenTOpPiB aHTrioTeH3uHYy I, [BKII0OYa0YX oOnMecapTaH] (QuB. po3min
«ITo6iuHi peakiiii»). Y 1ux maiieHTiB crocTepiraBcs 0ib y XKUBOTI, HygoTa, 6II0BaHHS Ta Aiapes.
CuMmToMu MAHAIM Ticis BimMiHu 6710KaTOPiB pellenTopiB aHrioteH3uny II. AKIno giarHocToBaHO
aHTiOHEBPOTUYHKY HaOPSK KUIIEUHUKY, 3aCTOCYBaHHS OJIMecapTaHy CJIifi IPUIMHUTH Ta PO3M0YaTH
BifITOBIIHUY MOHITOPUHT A0 MOBHOI'0 3HUKHEHHS CUMIITOMIB.

EmHiyHi 8i0MiHHOCMI

4K iy BCiX aHTaroHiCTiB pelleNTOpiB aHrioTeH3uHY I, aHTUTiepTeH3UBHUM e(PEKT OIMecapTaHy
MeJ0OKCOMiy Helo MeHIINH V¥ TPefCcTaBHUKIB HEIPOigHOI pacH, HiXK B iHIMX IalliEHTiB, MOKIINBO,
yepe3 OibIly TOUIMPEHICTh HU3BKOTO PiBHS PEHIHY B Iill MOMyJIALil.

THwe

3HayHe 3HUXKEHHS apTepialbHOTO TUCKY Ha TJIi MiKyBaHHS OyOb-IKUMU aHTUTINEPTEeH3UBHUMHU
3acob6aMu y TAIfiEHTIB 3 imeMigyHOI0 XBOp060I0 ceplid ado 3 MOPYIIEeHHIM MO3KOBOTO KPOBOOOIry
MOXKe NPU3BECTHU 10 iHpapKTy MioKapaa Ta iHCYNbTY.



[IpenapaT MiCTUTh JTaKTO3y, TOMY XOT0 HE CIIiJI 3aCTOCOBYBATHU MallicHTaM i3 BPOAKEHO0
HeNepeHOCUMICTIO rajlaKTO34, BPOKEeHOI0 HeJOCTATHICTIO JTaKTa3u abo 3 IOPYIIeHHIM
BCMOKTYBaHHS I'JIIOKO3U Ta rajakKTO3U.

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

Kappocan® mpoTUnoKa3aHui BariTHUM a0o KiHKaMH, SKi IIaHyIOTh 3aBariTHITH. AKIo mif yac
niKyBaHHSA JTiKapchKuM 3aco6oM Kapmocan® minTBepaKyeThCs BariTHICTh, #OT0 3aCTOCYBaHHS
HeoOXigHO HeraHO MIPUINMHUATH i 3aMiHUTH iHIIUM JTIKapChbKHUM 3aC000M, TO3BOJIEHUM M0
3aCTOCyBaHHS BariTHUM. EmimemiosioriuHi gaHi mpo pu3uK TepaToreHHOTro BIKBY iHTiGiTopis ATI® y I
TPUMECTPi BariTHOCTi He IIePEeKOHINBI; OIHAK HeBeNllKe 30iIbIlIeHHs PU3UKY He MOXKe OyTH
BUKJIIOUEHUM. X04a He iCHye KOHTPOJIbOBAHUX €MiIeMiOIOTiUHNX JaHUX [IPO PU3UK 3aCTOCYBaHHS
aHTaroHicTiB peuenTopiB anrioTeH3uny II, momiOHI pU3UKKU MOXKYTb iCHYBaTH IIPX 3aCTOCYBaHHI LILOTO
KJ1acy mpenaparis. fKIo TpuBaja Tepalis aHTaroHiCTaMy PeleNTOPiB aHrioTeH3uHy Il KUTTEBO
HeoOxifiHa, MallieHTKaM, SIKi IIJaHyI0Th 3aBariTHITH, pEKOMEHIYETHCS 3aCTOCOBYBATH iHII
aHTUTINePTEeH3UBHI IpenapaTy, 6e3meKa 3aCTOCYBaHHA SKWX IIPU BaTriTHOCTI foBeneHa. [1pu
[iarHOCTYBaHHI BariTHOCTI CJIif HeTalHO MPUIIMHUTY 3aCTOCYBaHHS aHTArOHICTIB pPelenTopiB
anrioteH3uny Il Ta npu3HauuTU anbTepHaTUBHE JiKyBaHH4. Y II Ta III TpuMecTpax aHTAroHiCTH
pelenTopiB aHTrioTeH3uHY 1l YMHATH TOKCUYHY [if0 Ha I (IpUrHideHHs QYHKIIIl HUPOK,
oJNirorimpoaMHisi, 3aTpuMKa ocudikalrii KiCTOK yepela) Ta HeMOBJIS (HUPKOBA HEIOCTATHICTD,
apTepianbHa rimoTeH3id, rinepkanieMis) (nuB. po3min «JokmiHiuHi gaHi 3 6e3neku» Bullle). Y BUMAOKY
3aCTOCyBaHHS aHTaroHicTiB pelentopiB anriotensuny I y II ta III TpumecTpax Tpeba BU3HAYUTH
GYHKIIII0 HUPOK Ta ocuikarlliio KiCTOK dyepela y IJIofia 3a JaHUMHU yIbTPa3BYKOBOTO JOCIiIKEHHS.
3a HeMOBJIATaMU, MaTepi IKUX 3aCTOCOBYBaJIM @HTArOHICTU peLeNTOPiB aHrioTeH3uny lI, cning
CIIOCTEpIraTy Yepe3 MOXKJIUBY apTepianbHy rinoTeH3ito (ouB. po3nin «[IpoTunokasaHHg» Ta
«Oc0o6IUBOCTI 3aCTOCYBaHHS»).

T'odyeaHHA 2py0d0io

[oBemeHo, 110 0JIMecapTaH eKCKPETYETHCS Y MOJIOKO IyPiB, OOHAK aHaJIOTi4yHi JaHi O[O TIOANHA
BigcyTHi. 2KiHKaM, sKi rogyoTs IPYLO0, He CIif 3acTocoByBaTy Kapmocan® dyepes BiICYTHICTh
IOCBigy MOT0 3aCTOCYBAHHS y IIeH mepiofl. 3aMiCcTh JTiKapChKOT0 3aco0y Kappocan® MoXHa
3aCTOCOBYBATH iHII aHTUTINEPTEeH3UBHI ITpenapaTu, Oe3rneka 3aCTOCyBaHHS SKUX Y Iepion
rofyBaHHS I'PYAMI0 OOBefeHa, 0COOIMBO IPYU TOAYBaHHI HEMOBIAT a60 HEIOHOILIEHUX iTeH.

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

Kappocan® mae He3HauHu a60 IOMIpHMI BIUIMB Ha 3[aTHICTh KePyBaTH TPAHCIOPTHUMH 3aCo6aMu
Yy iHIIMMHU MeXaHiYHHMHU 3aco0aMu. 3arlaMopoueHHs a0o MmigBuIlleHa BTOMITIOBaHICThE MOXKYTh iHO]
BUHMKATHU y MAI[i€HTIB, SKi IPUINMaIOTh aHTUTINIEPTEH3UBHY Tepalliio, 110 MOXKe IMIOPYLIUTU 30aTHICTh
[0 pearyBaHHS.

Cnoci6 3acmocyeaHHss ma do3u.



Hopocaai

[TouaTkoBa mo60Ba f[03a OJIMecapTaHy MefoKcoMiny cTaHOBUTh 10 mMr 1 pa3 Ha molOy. fAKio
3MEHIIEHHST apTepiaTbHOr0 TUCKY HEJOCTATHE, TO NO3Y ciif 36inpmutu mo 20 Mr 1 pas Ha go0y.
Ao € HeoOXimHICTh, M03Y ImpemnapaTy MoxHa 30inpumty 0o 40 Mr 1 pa3 Ha go0y (MakcuMabHa
mo6oBa [103a) abo momaTH [0 JIiKyBaHHS TiIpoXI0pOoTia3um.

AHTUTiINEPTEH3UBHUM e(DEKT OJIMeCapTaHy MEOOKCOMIy CIIOCTEPIraeThCs, K MIPABUIIO, IPOTITOM

2 TUXKHIB MiCNIg IOYATKY JIiKyBaHHS, a MAaKCAMaIbHUYU e(PEeKT CIOCTEPIraeThCs Yepe3 8§ THKHIB MiCNd
noy4aTKy Teparrii. Lle ciig MaTy Ha yBa3i mpu po3risafi 3MiHK peXXUMY J03YBaHHS [ OyIb-IKOTO0
IalieHTa.

ITauieHmu aimHb020 BiKy (65 pokie i cmapwe)

3a3Buyai HeMae HeoOXiMHOCTI ¥ KOpUTYBaHHI NO3H TMAIliEeHTaM JIiTHBOTO BiKYy (OMB. pEKOMeHIOBaHi
MO3Y M1 TAllieHTiB i3 mopymeHHAM GYHKIII HUPOK). [Ipu migBuileHHI J000BOI D034 10
MaKCHUMaJIbHOI, 1[0 CTaHOBUTEL 40 MT, CJIifi peTeNTbHO KOHTPOJIIOBAaTH apTepialbHUN THCK.

ITauieHmu 3 nopyweHHAM pYHKUil HUPOK

MakcumarnbHa f1060Ba J03a [AJIs MallieHTiB i3 mopyuieHHAM QYHKIII HUPOK 1erkoro abo moMipHoro
CTyIeHS TAKKOCTI (KimipeHC KpeatuHiHy 20-60 My1/xB) cTaHOBUTE 20 MT, OCKITbKH [OCBIifT
3aCTOCyBaHHS BUIIUX 03 Yy Wil TPyi BigcyTHiM. OmMecapTaHy MeJOKCOMin He TOKa3aHuM IpH
TSAKKOMY IOpPYIIeHHi (QYHKIIIl HUPOK (KJIipeHC KpeaTHHiHY MeHIIe 20 M/XB) 4Yepe3 He3HAUHUM [OCBif
10T0 3aCTOCYBaHHS TaKUM MalieHTaM (IuB. po3ninu «Oco6aMBOCTI 3aCTOCYBAHHSI» Ta
«®apMaKOKiHETHKa»).

ITopyweHHA pyHKUII neviHKu

[Tpu mopy1enHi QyHKII MeYiHKK JIETKOT0 CTYNEHS TSXKKOCTi KOPEKIIist 03U He noTpibHa. [Ipu
IIOMiIpHOMY CTyIIeHi IOPYIIEeHHS [T0YaTKOBa 403a oJiMecapTaHy MeIOKCOMiTy cTaHOBUThL 10 Mr Ha
o0y, a MakcuMasnbHa - 20 Mr. [Ipu cynyTHhOMY NIpU3HAYEHH] MallieHTaM i3 MOpyIIeHHAM QYHKITI
NeYiHKHY JOiypeTHYHUX 3aco0iB Ta/ab0 iHIINWX aHTUTIEPTEeH3UBHUX 3aC00iB HEOOXiIHO pPETEeIhHO
CIIOCTepiraTu 3a piBHEM apTepiaJbHOr0 TUCKY Ta PyHKIie0 HUPOK. OnMecapTaHy MeIOKCOMIiI He
II0Ka3aHW NIPU TSIXKKOMY NOPYIIeHHI QyHKIIiI TeYiHKM 4epes BifCyTHICTh JOCTaTHLOTO JOCBIAY
3acTocyBaHHS (OuB. po3pinu «OcoOnuBOCTi 3acTocyBaHHsA» Ta «PapMakoKiHeTuka»). OnMecapTaH
MeJI0KCOMIiJI He CJIiff 3aCTOCOBYBATH MallieHTaM 3 00CTPYKIIi€0 JKOBYOBUBITHUX IIISAXiB (OUB. PO3Mis
«ITpoTUIOKa3aHHS»).

ITediampuyHa nonyaauis.
[liTy Ta mipmiTKY BikoM Bif 6 o 18 pokis

PekomeHnpoBaHa moyaTKoOBa [03a OJIMecapTaHy MeJOKCOMITy AiTIM BikKoM Bif 6 mo 18 pokis
craHoBuTh 10 Mr 1 pa3 Ha moby. SKI0 apTepiaTbHUN TUCK He 3MEHIIYEThCS [OCTAaTHHOIO MipoIo,
no3y MoxHa migBumuTy fo 20 mMr 1 pa3 Ha m06y. [Ipu HeoOXigHOCTI GibIll BUpaxkKeHOT'0 3HUKEHHS
apTepiasbHOTO TUCKY, AiTAM i3 Macolo Tijla = 35 KI J03y oJIMecapTaHy MeIOKCOMiy MOXKHa
nigsumutu 10 40 Mr Ha fo6y. [I1s giTell i3 Macoio Tina < 35 Kr go0OoBa f03a He TOBUHHA
nepeBuillyBaty 20 Mr.

Cnocib 3acTocyBaHHS

3 MeToI0 IOTPHMAaHHSA PeXUMy [J03yBaHHA JiKapCchKuil 3aci6 Kapmocan® peKoMeHIy€eThCA



3aCTOCOBYBaTH NMPUOIM3HO B OJUH i TOM caMMl Yac KOXKEH JieHb, 3 1ket0 a0o 0e3, HampukiIag Iif 4ac
cHimanky. TabneTKu Cifg 3anMBaTU OOCTATHHOIO KiMbKiCTIO PifuHYU (Hanpukiaz, 1 CKISTHKOI BOOH).
TabeTKy He CJIii pO32KOBYBATH.

Himu.

3acTOCOBYBATHU [JIs JTiKyBaHHS apTepiaibHOI rimepTeH3il AiTAM Ta miAiTKaM BikoM Bif 6 7o 18 poxkis.
Besneka Ta eheKTUBHICTH AJIS OiTel BikoM Bif 1 mo 5 poKiB 1ie He BCcTaHOBNEHI. HasgBHI Ha choromHi
maHi, HaBemeHi B po3minax «[To6iuni peakmii» Ta «®apMakogrHaMiKa», IPOTe peKOMEeH/AIlH 11010
[03yBaHHA CKJIaCTH HEMOXKJIMBO. 3aCTOCOBYBATH IIpelapaT AiTSM [0 1 poKy He CIIif i3 MipKyBaHb
0e3neKky Ta y 3B’A3KY 3 BiICYTHICTIO HaHUX.

Ilepedo3yeanHsi.

[ITomo mepenmo3yBaHH4A € nuille oOMexkeHa iHpopMaliis. IMOBipHiIUM epeKTOM Ipu Iepeno3yBaHHi €
apTepiasibHa TinoTeH3id. Y pa3i nepeno3yBaHHSA 3a IMALiEHTOM CIIif YBaXKHO CIIOCTepiraTu i
IIPOBOOUTH CUMIITOMaTUUHY, MiATPUMYIOYY Tepalriio.

[TaHWX 11040 MOXKJIMBOCTI BUBEJIEHHS OJIMeCapTaHy MeJOKCOMINy LIIIX0M [iajli3y HeMae.

ITo6iyHi peakxuii.

Ornsan npodinio 6e3neku

[ToGiuni peaktii, 1110 Hal4yaCTille BUHUKAIOTH ¥ XOMi TiKyBaHHS 3acob60oM Kapnocan®, - TOJIOBHi 00Ti
(7,7 %), rpunononi6ui cumntomu (4,0 %) i 3anamopouenss (3,7 %).

Y nnare60 KOHTPOIbOBAHUX JOCTIIKEHHIX MOHOTepallil eAMHO0 M06IYHOI0 Peakllielo, OB A3aH0I0 3
TiKyBaHHSAM, OyJI0 3arTaMopoYeHHs (JacToTa 2,5 % Ipu 3aCTOCYBaHHi [JIsT OJIMecapTaHy MeIOKCOMiTy
i0,9 % y rpymi nnane6o).

YacToTa BigxuneHb 1a00paTOPHUX MapaMeTpiB OyIa TPOXH BUIIOIO IPH 3aCTOCYBaHHI OlIMecapTaHy
Me0KCOMiy MOpiBHSHO 3 myatebo: rineprpuriinepuneMis - 2,0 % mpu 3aCcTOCYyBaHHI 0JIMecapTaHy
MefoKcoMiny mopiBHsHO 3 1,1 % npu 3acTocyBaHHi malebo, MigBUIEHHS PiBHS KpeaTuH
docdokinasm - 1,3 % npu 3aCTOCyBaHHI 0OIMecapTaHy MeJOKCOMiny nopiBHAHO 3 0,7 % mpu
3aCTOoCyBaHHI Ianebo.

HebaxkaHi eeKTu 3a pe3yabTaTaMu KIiHIYHUX HocTigkeHb Kapmocany®, mocigxkeHb Oe3MeKn
mpernapary, 110 BUUIIIOB Ha PUHOK, Ta CIIOHTAHHUX MOBiTOMJIeHbL HaBefeHi B Tabnuti. ITo6iuHi peakirii
PO3MOTINMII0TLCS 3@ YaCTOTOK BUHUKHEHHSI TaKMM YMHOM: AyKe 4acTo (31/10); gacto

(®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).



Cucremu opraHiB
3a knacudikamieio MedDRA

3 00Ky cucTeMHu KpOBi Ta nimMbaTudHOi
CUCTEMU

3 00Ky iMyHHOI CUCTEMHU
3 60Ky MeTaboJ1i3My Ta TpaBJIeHHS

3 00Ky HEPBOBOI CUCTEMU

3 OOKY OpraHiB CITyxy
3 OOKy cepiist

3 00Ky cynuH

PecnipaTopHi, TopakanbHi i MegiaCTHHAIbHI
OPYIIEHHS

3 OOKy IIJTYHKOBO-KUIITKOBOT'O TPAKTY

3 OOKy MeYiHKM Ta JKOBUYOBUBITHUX IIISIXiB

3 OOKy LIKipu Ta MiAIIKipHUX TKaHWH

[TopyuieHHs 3 60Ky CKeIeTHO-M'sI30BO1
CUCTEMH i CIIOJIyYHOI TKAHUHU

[TopyuieHHs 3 00Ky HUPOK Ta CEYOBUBIIHUX
IAXIB

[ToGiuHi peaxii

TpomOonuTONEHIST

AnadinmakTruHa peakilis
lnepTpurmninepuaeMis
linepxomecTepuHeEMis
linepypukeMis
linepkaniemis
3amamMopoYeHHS
T'onoBuu# 6inb
Bepruro

CreHoOKapmis
Taxikapmis
ApTtepianbHa TinoTeH3ida
BponxiT

®apuHTriT

Kamernp

Punit

l'acTpoeHTEPUT
Iiapes

Binb B XKUBOTI

Hypota

Iucnerncisa

BnoBaHHA

AHTiOHEBPOTUYHMY HAOPSIK

KUIIEYHUKY

Cnpy-nionibHa eHTeponaris

(muB. «Oco06IMBOCTI
3aCTOCYBaHHS»)
AyToiMyHHUU renaTut*

Ex3aHTema
AnepriuHuii JepMaTUT
Kponus'sHka
Bucunanus

CBepbix

Anomnenisa

AHTiOHEBPOTUYHUY HAOPSIK

Aptpur

Bine y criuni
Bins y KicTKax
Miarnris
ApTtpanris
M'a30Bi cymoMu
FemaTtypisa

YacToTa

HeuacTto

Heuacto
Yacrto
Heuacto
Yacro
Pigko
Yacrto
Yacrto
Heuacto
Heuacto
Heuacto
Pigko
Yacrto
Yacrto
Yacrto
Yacro
Yacrto
Yacrto
Yacrto
Yacrto
Yacro
Heuacto
Pigko

Hyxe pigko

HesBigomo

Heuacto
Heuacto
Heuacto
Heuacto
Heuacto
HesBizomo
Pigko
Yacro
Yacro
Yacro
Heuacto
Heuacto
Pigko
Yacro

[HdeKIlis ceyoBUBIgHUX HINAXiB YacTo
'ocTpa HUPKOBa HEMOCTATHICTL Pimko

[MopyueHHsT PyHKINI HUPOK

Pigko



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.

[ToBimoMIIsiNIOCS TIPO ITOOAMHOKI BUTIaAKK paboomionisy, moB’si3aHi 3a 4acOM i3 3aCTOCYyBaHHSAM
6710KaTOPiB pelenTopiB aurioTeH3uHy II.

I[lodamkoea iHhopmauisi 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 IpoBeieHNY MOHITOPUHT O€3MeKu 0JIMecapTaHy MegoKCOoMiny. Y Toi Yac KOy npupoga i
TAKKICTh MOOIYHMX peakilili Oyia aHalOTiYyHOI0, K i ¥ AOPOC/INX MAallieHTiB, YacToTa
HUXKYeHaBeOeHUX MoOIiYHUX peakliit y giTe# Oyia BUINOIO, HiX Y JOPOCIIHX:

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

- MPOTATOM 3 THUXKHIB IIOABIMHO CIIIMIOr0 AOCHIAXKEHHS 4aCcTOTa 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 HO3aX.

3arasnom npo¢ins 6e3neKu oIMecapTaHy MeIOKCOMIiNy y mefiaTpU4YHUX MallieHTiB He Bigpi3HABCSA
3HAYHOIO Mipo0 Bif mpodimto 6e3meky JOPOCIUX MalliEHTiB.

ITauienmu aimHb020 8iKy (65 pokig i cmapwe)
Y nami€eHTiB ITHLOTO BiKy TiOTEH3id MOXe CIIOCTepiraTucs Aelo JacTille (Bif «pigKo» A0 «iHOmi»).

[ToBigoMIIEHHS PO MOKJIMBI MOGIYHI peakitil

[ToBimomeHHS PO MOXKJIKBI MOGiIUHI peakiril € IyxKe BaxKJIMBUMHU Y IiCIIIpeeCcTpalliiHui 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 HOT0 agpeca MicIlsi IpoBagKeHHs TisIbHOCTI.

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

BupoOHUK.

Menapini-®on Xeiigen I'mo6X.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Micls MpoBaIXKeHHs HOro Tis/IbHOCTI.

JTeunuirep mrpace 7-13, 01097 [Ipe3nmen, Himeuunna.

3asiBHHK.

Menapiui [HTepHemonan Onepetimnionc JliokceMmOypr C.A.

Micne3HaxomXKeHHS 3asiBHHKA.

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



