IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIKAPCHKOI0 3ac00y

KAPJTOCAJI® 40 MT
(CARDOSAL® 40 MG)

Cknao:

Oiroua peuosuna: olmesartan medoxomil;

1 TabmeTka, BKpHTA IUTIBKOBOIO 000JIOHKOIO, MicTUTB 40 MI" 0JIMecapTaHy MeIOKCOMLTY;

00NOMIJICHI peyosuHuy. TIEIIOJI03a MIKPOKPHCTATIYHA, TiIPOKCUIIPOITIIIEIII0N03a HI3bK03aMillleHa,
JAKTO3W MOHOTIAPAT, T1IPOKCUTIPOIIIIENI0NI03a, MarHito creapar, Tutany miokcun (E 171), tanbk,
rinpomesnosa.

Jlikapcbka ¢opma. TabieTku, BKpUTI ITIBKOBOIO 000JIOHKOIO.

OcnosHi izuko-ximiuni eracmugocmi: OBANbHI TaOJETKH, OLIOTO KOJIBOPY, BKPHUTI ILTIBKOBOIO
000JIOHKOT0, 3 XapaKTePHHUM 3aI1aXxoM, pO3MipoM MPUOIU3HO 15 X 7 MM, 13 THCHEHHIM «C15» 3 01HOTO
OOKYy.

dapmakoTepaneBTH4YHA rpyna. biokaropu pernenropis anriorenszuny II. Kox ATX C09C A08.
Dapmakonoziuni eracmusocmi.

Dapmaroounamika.

dapMakoIMHAMIYHI BIACTHBOCTI.

OnMecapTany MEIOKCOMIN € CHJIBHOIIIOYMM IE€POPaJIbHO aKTUBHHM CEJIEKTHBHUM aHTaroHiCTOM
penieniropiB (tun AT;) anriorensuny II. OgikyeThes, mo BiH OJ0Kye Bei il anrioTen3uny I, ski

ornocepenkoBaHi peuentopom AT|, He3aneXHO BiA JKepena 1 LUIAXY CUHTE3Yy aHrioTeH3uHy Il
CenextuBHuil antaroHism peuentopiB AT; anriorensuny Il npu3BoauTh A0 MiJBUILEHHS PIBHS

peHiHy Y Iula3Mi KpoBi Ta KOHLEHTpauii anrioreHsuny I i II, a Takox 10 HeSKOro 3MEHIICHHS

KOHIIEHTpALi aJIbJJOCTEPOHY Y IJIa3Mi KPOBI.

AmnriotensuH Il € o0cHOBHMM Ba30aKTUBHUM F'OPMOHOM PEHiH-aHT1O0TEH3UH-aJIbI0CTEPOHOBOT CUCTEMHU

1 Bilirpae BayKIMBY poJib Y MaTodi3ioorii apTepianbHoi rineprensii uepes peuentopu tumy 1 (ATy).

Kniniyna eekTUBHICTS 1 Oe3neka.

[Ipn aprepianbHiii TinepTeH3li oJMecapTaHy MEIOKCOMUI CIPUYMHSE J/10303aJ€KHE TpUBaie

3HIKEHHS apTepiaibHOTO TUCKY. HeMae cBiueHb 111010 BAHUKHEHHS apTepiaibHOI MITOTeH311T MICIs

MpuifoMy Mepuioi A034, Taxiilakcii M yac TPUBAJIOTO JIKYBaHHS ab0 CHHIPOMY BIJIMIHU TICIHS

MPUNMHEHHS JIKyBaHHS.

OnHopa3zoBuil 1OOOBUI IPUIOM JT03U OJIMECApTaHy MEAOKCOMUTY 3a0e3neuye e(heKTUBHE 1 M SKe
3HIDKEHHS apTeplajJbHOro THCKY HpoTsaroM 24 roaud. OpHopa3oBHil A000BHI mpuiioM 103U

npernaparty 3a0e3neuye Take * 3HIKEHHS apTeplalibHOTO THUCKY, SIK 1 TP 3aCTOCYBAaHHI HOro 1000BO1

71034, PO3MOJUIEHOT Ha 2 TPUHOMH MPOTIATOM JTOOU.

[Ipu Oe3nepepBHOMY JIIKYBaHHI MaKCHUMaJIbHE 3HWKEHHS apTepiaJibHOTO THUCKY JOCATAETHCS uepes 8

THXKHIB MICJS TIOYATKy Teparii, Xo4a CyTTEBE 3HWKEHHS apTepialIbHOTO TUCKY CIIOCTEPITaEThCsl BiKe

yepe3 2 TwkHI JikyBaHHs. [Ipu 3acTocyBaHHI pa3oM 3 TiAPOXJIOPOTIA3UJIOM CIIOCTEPIra€ThCs

JOJJaTKOBE 3HIKEHHS apTepiajibHOTO THUCKY 1 TaKMi CyNMyTHIN MpHiloM npenapariB NepeHOCUTHCS

no0pe.

BnnuB onMecapTany Ha J€TalbHICTh 1 3aXBOPIOBAHICTD MOKH 1110 HEB1IOMUM.

VY xoa1 paHAOMI30BaHOTO AOCIIIKEHHS OJIMecapTaHy 1 3ano0iraHHs MiKpoaibOyMiHypii mpu aiaberi

(mocmimxenass ROADMAP), no sikoro Oyno 3amyueHo 4447 mamientiB 3 aiaderom Il Ttumy, 3

HOPMOAJILOYMIHYpIi€IO 1 3 TpUHAWMHI OJIHUM YMHHHUKOM PH3UKY CEpLEBO-CYJMHHHUX 3aXBOPIOBaHb,

BHUBYAIM MOKJIMBICTh BIITEPMIHYBaHHS IMOYaTKy PO3BUTKY MIKPOAIbOyMiHYypli 3aBJSKU JIIKYBaHHIO




onMecapTaHoM. [IpoTAroM HacTYMHOrO AOCHIIPKEHHs, IO TPUBAJIO, Yy CepeaHbOMYy, 3,2 PpOKY,
NallieHTH OTPUMYBAJIM OJMecapTaH abo manedo y J0JaTOK A0 IHIIWX AaHTUTINEePTEH3UBHUX
JKapChKUX 3aco0iB, OKpIM 1HIIOITOPIB aHTiIOTeH3HHIIEpETBOpIOBaIbHOrO (epmenty (AIID) abo
6nokaropiB peuenTopiB anrioreHsuny Il (bPA).

3a  KpuTepieM  KIIHIYHMX  CIIOCTEPEXEHb TMEPBMHHOI  KIHIIEBOI  TOYKH, JIOCIHIIKCHHS
MIPOIEMOHCTPYBAJIO IOCTOBIPHE 3HI)KEHHSI IEPBUHHOI KIHLIEBOI TOYKHU Y TIOJIOBXKEHHI 4acy J10 MOSBU
MiKpoanbOyMiHypii y Ipymi oIMecapTaHy.

[Ticna monpaBku Ha PO301KHICTh MOKA3HUKIB apTEpiajibHOIO TUCKY TaKe 3HWKEHHS PU3UKY BXKE HE
OyJI0 CTaTUCTUYHO 3HauyImuM. MikpoansOymiHypis po3Bunynacs y 8,2 % (178 3 2160) nauieHTiB
rpynu onmecaptany iy 9,8 % (210 3 2139) nanienriB rpynu miane6o.

3a KpUTepisIMU KIIHIYHUX CIIOCTEPEKEHb BTOPUHHUX KIHIIEBUX TOYOK, BUMIAJIKH CEPLIEBO-CYAMHHUX
MopyIIeHb Tpamsumces y 96 mamieHTis (4,3 %), SKi npuiiManu onMecaprat, 1 y 94 naiieHris

(4,2 %) rpynu mtane6o. Yactora JieTalbHUX HACIIAKIB Uepe3 CeplieBO-CyIMHHI 3aXBOPIOBaHHS Oylia
BUIIIOIO TPU 3aCTOCYBaHHI oJIMecapTaHy, HDX NpH 3acTocyBaHHI Iutane6o [15 mamientiB (0,7 %)
nopiBHsHO 3 3 xBopumu (0,1 %)], He3Bakaroun Ha TOIOHY YaCTOTY BUIIAIKiB HENETAILHOTO 1HCYIBTY
[14 mauientiB (0,6 %) nopiBusiHO 3 8 xBopumu (0,4 %)], HeneranpHOrO 1H(MapKTY Miokapay [17
narieHTiB (0,8 %) mopiBHsHO 3 26 xBopumu (1,2 %)] Ta neTanbHUX HACTIAKIB BiJ IHIIUX, HE
MIOB’S13aHUX 13 CEPLIEBO-CYAMHHUMHU 3aXBoproBaHHsIMHU npuynH [ 11 mamientis (0,5 %) nopiBHsHO 3 12
xBopumHu (0,5 %)]. IIpu 3acTocyBaHHi 0JIMecapTaHy 3arajibHa JIETAIbHICTh Y YUCEIbHOMY BiTHOLIEHHI
3pocrana [26 mamienTtiB (1,2 %) mopiBasiHO 3 15 xBopumu (0,7 %)], mo Oylo TOJIOBHUM YHHOM
pe3yabTaTOM OUIBIIOI KiJIBKOCTI JIETAIbHUX BUIA/IKIB Yepe3 CepleBO-CYIMHHI 3aXBOPIOBAHHS.

VY xopi nochimKeHHs 1iadeTnuHoi HedponaTii CTOCOBHO 3HMKEHHS YaCTOTH BUTIAAKIB KiHIIEBOI CTa il
3aXBOPIOBAaHHS HUPOK NPH 3acTocyBaHHI onmecapTany (mocmikeHHss ORIENT) BuBuaBcs BIUIMB
oJIMecapTaHy Ha HUPKOBI Ta CE€pLEBO-CYAUHHI HACHIAKN y 577 BigiOpaHUX paHAOMiI30BaHUM YMHOM
AMOHIIIB 1 KUTAWIIB, MaIli€HTiB, XBopux Ha maiaGet Il Tumy, 3 siBHOIO Hedpomartieto. [IpoTsirom
HACTYIHOT'O JOCJI/DKEHHS 1110 TPUBAJIO y cepelHboMy 3,1 poKy, Hali€eHTH OTPUMYBAJIM OJIMECAPTAH
a0o manebo y J0JaTOK 0 1HIIMX aHTUTINEePTeH3UBHUX JIiKiB, BKIO4atouH iHridiropu AIID.
[lepBuHHa KOMOiHOBaHA KiHIIEBa TOYKa (TPUBATICTh 4Yacy JIO MOMEHTY IEpIIOro IOJBOEHHS
KOHIIEHTpALlli KpeaTHHIHY y CHpOBATIl KPOBI, KiHIEBa CTaJisl 3aXBOPIOBAHHS HUPOK, JETAJbHUN
HACIIZOK 3 Oylb-sKUX MPUYUH) 3apeecTpoBaHa y 116 marieHTiB rpynu onmecaptany (41,1 %) 1y
129 mamienTiB rpynu miamne6o (45,4 %) [BigHocHuit pusuk (BP) 0,97 (95 % nosipuwuii inTepsan (/1)
0,75-1,24); p = 0,791]. Bropunna koMOiHOBaHa KiHIIEBa TOYKA, MOB’s3aHa 13 CEPIEBO-CYAMHHUMU
3aXBOPIOBAaHHIMM Big3HaueHa y 40 mauieHTIB, ki npuitManu onmecaptat (14,2 %), 1y 53 narjienris
rpynu mnanebo (18,7 %). Lls xomOiHOBaHa KiHIIEBa TOYKA, TOB’s3aHA 13 CEPLEBO-CYIUHHUMH
3aXBOPIOBAaHHAMM, BKJIIOYAsa JICTAJbHUNA HACTIAOK 3 MPUYMHU CEPLIEBO-CYIMHHUX 3aXBOPIOBAHb Y
10 (3,5 %) manieHTiB, SKi MpUiiMau onMecapTaH, nopiBHsHO 3 3 manientamu (1,1 %) rpynu miamne6o,
3araibHy JieTanbHICTh 19 (6,7 %) nmanienti nopiBHsaHO 3 20 (7,0 %) XBOpUMH, HENETaTbHUHN IHCYJIBT
y 8 (2,8 %) mauienTis nopiBHsAHO 3 11 xBopumu (3,9 %) 1 HeneranbHui iHapkT Miokapaay 3 (1,1 %)
MAIi€HTIB TOPIBHIHO 3 7 XBOpUMHU (2,5 %) BiAIOBITHO.

[lepiarpuyHa momyJisLis

AHTHTINEPTEH3UBHI eQeKTH oJIMecapTaHy MEJOKCOMITY Yy MeIiaTpuyHoi momyssuii  Oyiu
MIPOaHaJI30BaHl y paHI0Mi30BaHOMY MOJBIHHOMY CIIIIOMY I1AI[e00-KOHTPOJIBLOBAHOMY JOCIIJKEHH1
3 yuactio 302 mamieHTiB BikoM Bix 6 mo 17 pokis. JlochimkyBaHa rpymna ckiaaanacs 3 Malli€eHTIB
HerpoinHoi pacu (112 narmientis) Ta rpymnu (190 maiieHTiB), 3MillIaHOT Y pacOBOMY BiAHOIICHHI (cepes
HUX — 38 marmieHTiB HerpoigHoi pacu). [IpuumHOIO aprepiaibHOI TinepTeH3ii Oyja nepeBa’kHO
ecceHlianbHa rineprensis (87 % 13 rpynu nauieHTiB HErpoigHoi pacu Ta 67 % 31 3MIIIAHOI TPyIH).
[TamienTtu 3 macoto Tina Big 20 10 < 35 xr OyJM paHIOMi30BaHi y IpynH, KOTPUM 3aCTOCOBYBAH 2,5




MT OJIMECapTaHy MeIOKCOMLTY (Hu3bKa 03a) a60 20 Mr (BHCOKa /103a) OAMH pa3 Ha A00Y, a MaIli€HTH
13 Macoro Tisia > 35 kr OyJu paHI0Mi30BaHi y TPyNH, KOTPUM 3aCTOCOBYBAJIH

5 mr mpemapaty (Hu3bKa 103a) a0o 40 mr (Bucoka 103a) 1 pa3 Ha 100y. Y 1031, migiOpaHiii 3aexKHO Bijl
MacH Tijla, OIMECapTaHy MEJIOKCOMIJ 3HAYHO 3HMXKYBAB SIK CUCTOJIIYHUH, TaK 1 T1aCTOJMIYHUMA THCK.
SIK IpU HU3BKHX, TaK 1 IPU BUCOKHUX J103aX OJIMECapTaHy MEJIOKCOMLJ 3HAYHO 3HUKYBAB CUCTOIIUHUI
apTepialbHUN TUCK — BIAMOBIAHO Ha 6,6 Ta 11,9 MM pT. cT. (Bix mouaTkoBoro piBHs). lanuii epexr
CIOCTepiraBcs TaKoX MiJ 4ac a3y BiAMIHM, 110 TpUBaJa 2 THXKHI Yy JOJATKOBO PAaHIOMI30BaHHX
rpynax, IMiJ 4Yac sKoi sK cepeiHid CHCTONIYHMH, TaK 1 MIaCTONIYHUM apTepiaibHUil THUCK
JE€MOHCTPYBAJIM CTAaTUCTMYHO 3HAUyIe BiJHOBJIEHHS CHUMIITOMIB Yy Tpymi IUIanebo MOPIBHSHO 3
rpyrolo, Mo OTPUMYBala OJIMECapTaHy MEIOKCOMUL VY meiaTpuuHoi MOMyJISALiil JiKyBaHHS OyJio
e(peKTUBHUM SIK NPH MEPBUHHIN, TaK 1 Mpu BTOPUHHINA apTepiaibHii rineprensii. Tak camo sk 1y
JOPOCIIMX TAlli€HTIB, apTepiaJbHUNA TUCK Y IiTeH HErpoiAHOI pacu 3HMKYBAaBCS MEHIIOK Mipo. Y
TOMY K JOCHi/KeHHI 59 manieHTiB BikoM Bia 1 10 5 pokiB 13 Macoro Tina > 5 Kr y BiakpuTiit dasi
JociiKeHHs: oTpuMyBanu 0,3 MI/Kr oiaMmecapTaHy MEJIOKCOMITY OJUH pa3 Ha A00y mpoTsarom 3
THKHIB, @ MOTIM — y MOJBINHIN cmimiii ¢a3i gociikeHHs — Oyl paHAOMI30BaHi y IpynH, IO
oTpuMyBaiu abo onMecapTaHy Meaokcomin, abo muane6o. Uepes 2 THxkHI michs BIAMIHU cepenHin
CHCTOJITYHUIA/IaCTONIIYHUN apTepialIbHUIM THCK Y HIXKHIHM To4i OyB Ha 3/3 MM pT. CT. HWX4e y TpyTI,
10 OTPUMYBala 3TiJHO paHIOMi3alii oJMecapTaHy MEJIOKCOMLJ; JaHa PI3HUI Yy IMOKa3HUKaX
apTepialbHOTO TUCKY HE SIBJISIAcs CTaTUCTUYHO 3Hauymioro (95 % Al Bix -2 no 7/ Bix -1 go 7).
Inma indopmartis

JIBa BEJIMKHMX PpaHAOMI30BAaHUX KOHTPOJBOBAHUX JOCHikeHHs — pociipkeHHss ONTARGET
(rmobanbpHE MOCTIIKEHHS KiHIIEBOT TOYKM IPU OKPEMOMY 3aCTOCYBaHHI TeJIMicapTaHy 1 NMpH Horo
3aCTOCYBaHHI y MO€JHaHHI 3 paminpuioMm) i gocmikeHHss VA NEPHRON-D (nocnimkxeHHs 110710
Hedpomnartii nmpu niaderi, mo npooauiaocs MiHicTepcTBoM y cripaBax BetepaHiB CIIA), BuBuanu
3aCTOCYBaHHA croiy4eHHs iHrioitopis AII® 3 BPA II.

Hocnimkennss ONTARGET 3nilicHioBanocs 3 3ajlydeHHsIM MAIEHTIB 3 ICTOPIEI0 CEPLIEBO-CYAMHHUX
abo 1epeOpoBacCKyJIIpHUX 3aXBOPIOBaHb, a00 IykpoBoro aiadery Il Tumy 3 o3Hakamu PO3BHUTKY
ycknaanens. Jocaimkenas VA NEPHRON-D 3aiiicHioBanocs 3 3a1y4eHHSAM Malli€HTIB 3 IyKPOBUM
niaberom Il Tumy 1 miabeTnuHOIO HEdpOMATIETO.

L1i mocnimkeHHs oKa3aliy, 110, Y MOPIBHAHHI 3 MOHOTEPAIIi€0, 3aCTOCYBaHHA KOMOIHOBAaHOT Tepartii
HE MIPU3BEJIO 10 OTPUMAHHS 3HAYMMOT'0 KOPUCHOTO €(DEeKTy 100 HACIIKIB 1 JIETAIBHOCTI 3 TPUYHHU
HUPKOBUX Ta/ab0 cepleBO-CYAMHHUX 3aXBOPIOBaHb, aj€ CHPUYMHWUIO MiABUIICHHA PHU3HUKY
rinepkaniemii, TOCTPOro TMOIIKO/PKEHHS HUPOK Ta/abo rinmoreHsii. BpaxoByroun mofiOHI
¢dapmakoanHamiuHi BracTuBocTi iHridiTopiB AII® 1 BPA II, oTpuMaHi BUCHOBKHM € CIIPaBENIMBUMHU
1 JUId 1HIOUX TPEJCTaBHUKIB IHUX KaTeropiil Jikapchbkux 3aco0iB. TakuM 4YWHOM, Malli€eHTaMm 3
niabeTHyHOO HepomnaTielo He MOKHA 3aCTOCOBYBaTH pa3oM iHriditopu AIID i BPA II.
Hocnimkenns ALTITUDE (nocnimxenns anickipeny npu aiaderi Il tuimy i3 3acToCyBaHHSAM KiHLEBUX
TOYOK, TOB’SI3aHUX 13 CEPLEBO-CyIMHHUMM 1 HUPKOBHMH 3aXBOPIOBAaHHSIMHU) OyJIO MPHUCBSYEHO
BHUBYEHHIO KOPHCTI BiJ] 10/1aBaHHS aJliCKIpeHy 10 cTaHAapTHOI Tepamnii iHriditopamu AII® a6o BPA
II mpu nikyBaHHI NMaIi€HTIB 3 IYKPOBUM AiabeToM Il Tumy 1 XpOHIYHOIO XBOPOOOIO HUPOK, CEPLIEBO-
CYJMHHUM 3aXBOPIOBaHHSAM, a00 3 oboma TakuMu marosorisiMu. Lle mocnimkeHHs Oyno HIBHIKO
NIPUIIMHEHO Y 3B’SI3KY 31 3POCTAHHSAM PU3MKY BHUHUKHEHHS HeOakaHMX e(eKTiB. Y MOpPIBHSHHI 3
rpynoro mianedo, y NarieHTiB rpyny aticKipeHy CMepTh 3 IPUYMNHU CEpPLIEBO-CYJMHHUX 3aXBOPIOBAHb
Ta IHCYJBTY y UYMCEIIbHOMY BIJHOIIEHHI Oyia OUTbII 4acTol0, a BIAMOBIAHI HeOaxaHi ePeKTH i
cepiio3Hi HeOaxaHi epeKTH (rinepkanieMis, MIOTEH31s 1 HOPYIIEHHS (YyHKIIT HUPOK) peecTpyBaIUCs
YacTille TaKOXK Y Malli€HTIB IPYIH aJTiCKipeHy.

Dapmaxoxinemuxa.

BcMOKTYBaHHS Ta pO3MOILL.




OnmecapTaHy MeIOKCOMLT — 1€ POJIiKU. BiH MIBUIKO IEPETBOPIOETHCS Y (PapMaKOIOTiuHO AKTUBHUHN
MeTa0oJIIT OJIMecapTaH Mij A€o ecTepa3 y cIU30Bii 000JIOHIII KUIIEYHUKY 1 B TOPTaJIbHIA KPOBI Mij
yac abcopO1ii 3 TPaBHOTO TPAKTY.

VY mna3mi KpoBi YM B MPOAYKTaxX BUAUICHHS OJIMECapTaHy MEIOKCOMIJ, L0 He po3maBcs, abo
HEe3MIHEeHUH OOKOBUI1 JIAHITIOT MEOKCOMUIBHOI IpyNHy He BUSBIISINCS. CepelHe a0COTIOTHE 3HAYSHHS
6100CTYITHOCTI OJIMecapTaHy 3 TabJIeTOBaHO1 JIIKapchkoi (hopMU cTaHOBUTH 25,6 %.

Cepenne makcumanbhe 3Ha4eHHS (Cypax) ONIMecapTaHy y M1a3Mi KPOBI 1OCSTAEThCs TPUOIN3HO Yepe3
2 TOAMHM TMicCls BHYTPIIIHBOTO 3aCTOCYBaHHS Ipenapary, 1 KOHIEHTpalis Horo y mia3mi
30UTBITYETHCS MakKe JIIHIMHO 31 301IBIICHHSM 0THOPa30BOi IEPOpabHOi 1031 110 80 MT.

I>xa mpakTHYHO He BIIMBAE HA 610J0CTYIHICTH OIMECAPTAHY, TOMY OJIMECAPTAaHy MEJTOKCOMIT MOKHA
3aCTOCOBYBATH HE3aJI€KHO BiJ MPUIOMY TXKi.

VY dapmakokiHETHII OJIMEcapTaHy HE CITOCTEPIrajioCh KOMHOI KJITHIYHO 3HAYYIIOT PI3HUIIL 32 CTATTIO.
3B’s13yBaHHS OJIMEcapTaHy MEJOKCOMLTY 3 OUIKaMH IJ1a3MHU KpoBi € 3HauHuM (99,7 %), ajne noreHmian
JUIS KJIIHIYHO 3HAYYIIOro 3CYBY BEJIMYMHU 3B'I3yBaHHA 3 OUIKaMU MpU B3a€MOJIIi oJiMecapTaHy 3
IHIIMMH OJIHOYACHO 3aCTOCOBAHMMHM JIIKAPCHKUMU 3ac00aMH 3 BHCOKHUM CTYIIEHEM 3B’S3yBaHHS 3
OUIKaMM € HU3BKUM (10 MIATBEPKYETHCS (PAKTOM BIJICYTHOCTI KJIIHIYHO 3HAYYIOi B3a€EMOIT MiX
oJIMecapTaHy MeEJIOKCOMiIJIOM 1 BapdapuHOM). 3B’sI3yBaHHS OJIMECapTaHy 3 KJIITHHAMH KpPOBi €
He3HayHUM. Cepe/Hiil 00’ €M po3NoALTy Miciis BHYTPILIHBOBEHHOIO BBEJIEHHS € MaiuM (16-29 ).
MeTta60113M 1 BUBEICHHS.

3aranpHUI TUTA3MOBUN KJIIpeHC, sk mpaBuio, ctaHoBuB 1,3 n/rox (KB, 19 %), i Oy BimHOCHO
MOBUIBHUM MOPIBHSHO 3 KpoBOOOIroM y nevinui (mpubnusHo 90 i/rox). [licas BBeneHHs 0AHOPa30BOi

MepopasibHOT 103U OJIMECApTaHy MEAOKCOMLTY, MOMIUYEHOTO 130TOMOM 14C, 10-16 % BBenenoi
PaZioaKTUBHOCTI BUBOJIMUIIOCH 13 cedeto (TIepeBakHa KIJTbKICTh — IPOTATOM 24 TOAMH IICIIsl BBEICHHS
7I03H), a 3aJIMILIOK PaJl0aKTUBHOCTI BUBOAMBCS 3 (ekanissMu. CUparoyuch Ha MOKA3HUK CUCTEMHOI
nocTynHocTi (25,6 %), MOXHa mifpaxyBaty, o abcopOoBaHMii oIMecapTaH BUBOJUTHCS K HUPKAMHU
(mpubnuzuo 40 %), Tak 1 yepe3 MeyiHKy Ta KOBYOBMBIAHI HULsIXU (mpubnuszHo 60 %). Bes BuBenena
pamioaKTUBHICTh OyJla BU3HAUEHA SK ojMecapTaH. JKOAHOro i1HIIOrO 3HAYYIIOr0 METaboJITy
BHsIBJICHO HE Oyno. KHIIKOBO-TeUiHKOBa PEHMPKYJIALIS OJMecapTaHy € MiHIManbHO. OCKUTBKH
3HaYyHa YacTKa OJIMEcapTaHy BUBOAMTHCS 4Yepe3 >KOBUOBHMBIAHI LUISIXH, 3aCTOCYBaHHsS IpemnapaTy
MamieHTaM 3  OOCTPYKIIEI0 JKOBYOBHBIJHUX IIUISAXIB € TPOTHUIOKA3aHUM  (IMB.  PO3MILT
«IIpotunokaszanus).

Kinnesuii mepioy HaImiBBUBEICHHS OJIMEcapTaHy 3HaxOJMBCs y AianasoHi Big 10 mo 15 roawn micis
6araTopazoBOro nepopaibHOro 3acrocyBanHs. CTaOUIbHUM cTaH AOCATaBCS MICHS MPUHOMY TEpUINX
KUIBKOX 7103 MpenapaTy, IpuyoMy MoAalbluIoro Horo HaKOMMYEHHS He criocTepiranocs yepes 14 nHiB
MOBTOPHOTO IipriioMy. HupkoBwmii kitipeHc ctaHoBHB npuoim3Ho 0,5—0,7 1/roj1 1 0yB HE3aIeKHUM Bij
TI03H.

dapMaKOKiHETHKA B OCOOIMBUX IpyHax MaIli€HTIB.

Ilediampuuna nonynayis

dapMaKOKIHETHKY OJIMECapTaHy JOCIIHKYBAIH Y MAIIEHTIB 3 apTepiaJIbHOIO TIMEPTEH31€10 BIKOM Bijl
1 no 16 pokis. KiipeHc onMecapTany y JaHUX MaIlieHTiB OyB CX0KUM Ha KJIIPEHC JOPOCIIUX TMAIlIEHTIB
3 MOMPABKOIO HAa Macy Tija.

Indopmarnis npo dhapMakoKiHETUKY Yy TEIIaTPUYHUX MAII€HTIB 13 MOPYIICHHIMH (QYHKIIH HUPOK
BIJICYTHSI.

Ocobu nimuvoeo 6ixy (65 pokie i cmapwe)

VY narieHTiB 3 apTepiaIbHOIO TIMEPTEH31€10 BEIMUMHA IO ITi T KPHUBOTO «KOoHIeHTpatlis-4acy (AUC)
y cTabinpHOMY CcTaHi 30UblyBanacs npubauszHo Ha 35 % y nayienmis nimnvozo 6iky (BikoM 65—
75 pokiB) 1 nmpubnusHo Ha 44 % y nayienmis gikom 6i0 75 POKIB, HOPIBHSHO 3 TPYMOIO0 MOJIOIIOTO




BiKy. Lle moHaiimMeHIe 4acTKOBO MOXe OYTH IMOB’S3aHO 13 CEPEIHIM 3HMKEHHAM (PYHKIIT HUPOK Y
i} rpymi Mami€eHTiB.

Topywenna ¢pyukyii Hupok

VY maiieHTiB 3 JIETKUMH, TOMIPHUMH a00 TSDKKMMHU MOPYIIEHHIMU (QyHKIIT HUpOK nokazHuku AUC
y cTabuTpHOMY cTaHi 30UTbIIMIKCA BiAnmoBimHO Ha 62 %, 82 % i 179 % mNOpiBHSAHO 3 TaKHUMH
MOKa3HUKaMM y 3JJ0POBUX JOOPOBOJIBIIB IPyHH KOHTPOJIO (IHUB. po3ain «Crnocid 3acTocyBaHHS Ta
n03u» Ta «OCOOIUBOCTI 3aCTOCYBAHHS» ).

Topywenns ¢pynxyii nevinku

[Ticna oxHOpa30BOro mepopaibHOro 3actocyBaHHsA NokasHUKM AUC osiMecapTaHy y MAalli€HTIB 3
JIeTKUM a00 MOMIPHUM MOPYIIEHHAM (DyHKIIT MediHKu OyiM BiAMOBIAHO HA 6 % 1 65 % BUILMMU, HIK
TaKi MOKa3HUKH Y 30POBUX T0OpOBOJBIIB. Uepes 2 roauHu micist NpuioMy mpernapary y 310pOBUX
JIOOPOBOJIBIIIB 1 MAIIEHTIB 3 JIETKUM Ta MOMIPHUM HOPYILIEHHAM (YHKIIT IEYiHKK HE3B's13aHa YacTKa
onMecapTany craHoBuia BianoBigHo 0,26 %, 0,34 % 1 0,41 %. Ilicna moBTOpHOrO mMpHUiloMy Yy
MAI€HTIB 3 MOMIPHUM MOpYIIEeHHIM (YHKIII nedinku cepeanii nokasHuk AUC onmecaprany OyB
Ha 65 % OLIbIIMM, HIXK Y 310poBHX J00poBonbLiB. CepenHi MokasHUKH Cp,x OJIMecapTaHy Oynu
NMONIOHUMH Yy TAIIEHTIB 3 MOPYLIECHHSAM (QYHKIII MEYiHKU Ta Y 3J0pOBUX J0OpOBOBLIB. OLIHKY
3aCTOCYBaHHS OJIMECAPTAHy MEIOKCOMUILY MallieHTaM 3 TSHKKUMU MOPYLIECHHSIMH (PyHKIIIT EYiHKU He
npoBoAun (1uB. po3aia «Crnocid 3acTocyBaHHS Ta J03U» Ta «OCcOOIUBOCTI 3aCTOCYBAHHSD).
B3zaemoois 3 inwumu nikapcokumu 3acooamu.

Konecesenam (peuoBrHa, 1110 3B'A3Yy€ KOBYHI KUCTIOTH):

OpnouacHe 3acrocyBanHs 40 Mr onMecapTany Meiokcominty 1 3750 Mr koJeceBesnaMmy ripoxIopuLy
npu3Beno A0 3HWKEHHS Cpy,y (MaKCHUMalbHOT KOHILIEHTpAllli) oiMecapTany Ha 28 % 1 10 3MEHIICHHS

nokazHuka AUC onmecaptany Ha 39 %. Cnabmmuii edext (3MeHmeHHs noka3HukiB Cp,,x 1 AUC Ha

4 % 115 %, BiAMOBIAHO) CIIOCTEPIraBCsl IPU 3aCTOCYBaHHI OJIMECApPTaHy MEJOKCOMITY 3a 4 TOANHU
nepe;] 3aCTOCYBaHHIM KOJIeCeBeIaMy TiIPOXIIOpULY.

[lepion HamiBBUBEACHHS OJIMecapTany ckopodyBascs Ha 50—52 %, He3aneXHO BiJ TOrO, SIKUM YHHOM
HOT0 3aCTOCOBYBAITM — OJJHOYACHO 3 KOJIECEBEJIaMy TiAPOXJIOPUAOM abo 3a 4 TOAWHU 10 3aCTOCYBAHHS
poro mpemnapary (auB. po3nil «B3aemomiss 3 1HIIMMH JIKQpCBKUMU 3aco0aMu Ta 1HIIN BUIU
B3AEMOIII).

Jlokniniuni oani 3 6e3neku

VY mociipKeHHSX XPOHIYHOT TOKCHYHOCTI Ha IIypax Ta cobakax epekTu oamecapTaHy MeIOKCOMLTY
Oynau cxoxi 3 1HIIKMMHU aHTaroHictamu peuentopa AT; 1 inriditopamu AII®D: niaBUILEHHS
KOHIICHTpALlli CEYOBUHU B KPOBI (230T CEYOBMHHU KPOBI1) 1 KpeaTuHiHy (BHACTIIOK (DYyHKITIOHAIBHUX
3MiH y HUpPKaX, CIIPUYUHEHUX OJIOKyBaHHSAM perientopiB AT|), 3MEHIICHHS MacH CepIis, 3HUKCHHS
EPUTPOIUTAPHUX ITapaMeTpPiB (KOHILICHTpAIlli epUTPOLIUTIB, TEMOTJIO0IHY, FEMAaTOKPHUTY ), TICTOJIOT14HI
O3HAKH ypPaXKCHHS HHUPOK (OCEpEeIKH pereHepailii HUPKOBOTO EHITeNil0, MOTOBIICHHS 0a3aibHOI
MeMOpaHH, pO3IMIUPEHHS HUPKOBUX KaHAJIBIIIB).

Jlani HeOakaHi e(heKTH, CIPUIMHEH] (apMaKOJIOTTIHOIO JIIE€I0 OJIMECAPTAHY MEIOKCOMLTY, BHHUKATN
TaKOX y JOKITIHIYHUX JTOCHIPKEHHSX 3 IHIIMMH aHTaroHicramu perentopa AT  ta inriditopamu AITD
1 MOXKYTh OyTH 3MEHIIIEH] IUIIXOM OJJHOYACHOTO BHYTPIIIHBOTO 3aCTOCYBAaHHS HATPIIO XJIOPHUILY.

B o000x BHIIB TBapuH CIOCTEpiralyd MiABUIICHY AaKTHUBHICTh pEHIHY Yy TIUIa3Mi KpoBi Ta
rineprpodiro/rinepruiasito IOKCTarIOMepyIApHUX KIITHH HUPOK. L{i 3MiHH, SKi € THIIOBUM e(eKTOM
kiacy iHrioiropiB AII® Tta iHmmX aHTaroHicTiB penentopa AT;, cxoxe, HE MaloTh KIIHIYHOI

3HAYYIIOCTI.

[Toxi6HO Mo iHMMX aHTaroHicTiB penentopa ATj, oamecapTaHy MEJIOKCOMIJI ITiJIBHIINYE YacTOTY
XPOMOCOMHUX PO3PHUBIB Yy KYJIbTYpi KIITHH in vitro. OqHak noai0H1 epekTr He OyIu BIATBOPEHI B
JCKITBKOX JOCIIKEHHSX in Vivo, Ie 0OJIMecapTaHy MEJIOKCOMLI 3aCTOCOBYBAJIM BHYTPIIITHBO Y JIyKE



BHUCOKUX 7A03ax, 70 2000 mr/kr. Y mizoMy AaHi BCeOIYHOTO MOCHIHPKEHHS Ha T€HOTOKCHYHOCTH

CBiUaTh MpO Te, 1110 FTEHOTOKCUYHA sl OJIMecapTaHy IpHu KIIHIYHOMY 3aCTOCYBaHHI MaJoiMOBIpHa.

Kanneporennux e(exTiB onMecapTaHy y ABOPIYHOMY JOCHIHKEHHI Ha ITypax 1 JBOX HIECTUMICSIUHUX

JOCIIJKEHHAX Ha TPAHCTEHHUX MHUIIIAX HE CIIOCTEpIrajy.

VY nochiKeHHIX penpoayKTUBHOI TOKCHYHOCTI Ha IIlypax oJIMecapTaHy MEJOKCOMLI He BILTUBAaB Ha

(bepTUIIBHICTh 1 HE YUHHUB TePaTOreHHOro Mii. SIK 1 y BUMAAKy 3 IHIIMMHU aHTaroHICTaAMU PeLenTopiB

a"rioten3uny II, micis ekcrno3ulii onMecapTaHy MeOKCOMITY BUXKHBAHHS TOTOMCTBA OyJ1a 3HWKEHa,

a 'y CaMoK, sIKl OTpUMYBaJIU [Iperapar Ha IMi3HIX TepMiHaX BariTHOCTI 1 MiJ] 4ac JIaKTallii, BiA3Havauacs

IUaTalis HUPKOBUX MHUCOK. SIK 1 iHIII TiTOTEH3MBHI JIKapChKi 3aCO0H, OIMECApTaHy MEJOKCOMLI

OyB OLIbLI TOKCUYHMN JUIsI BaTiTHUX KPOJIIB, HIXK JUI BariTHUX LIypiB, IPOTE€ HE YUHHUB IPU LILOMY

(beToToKCHYHY Jii.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

JlikyBaHHS eCeHLIIaNbHOI apTepiayibHOI rinepTeHs3ii y 10poCcauX Nali€HTiB.

JlikyBaHHs apTepiaibHOI rinepreHsii y AiTel Ta miaIiTKiB BiIKoM Bix 6 10 18 pokis.

IIpomunokaszanna.

— IligBuieHa 9y TAUBICTb JI0 JIIFOY0i PEUOBUHH 200 JI0 OJTHOTO 3 KOMITOHEHTIB JIIKapChKOTO 3ac00y
(muB. «Cxmamy).

- Baritai abo >kiHKM, sIKI TUIAaHYIOTH 3aBariTHITH (AuB. «OcCOOJMBOCTI 3aCTOCYBaHHS»,
«3acTtocyBaHHs y TIEpi0J] BariTHOCTI a00 TOyBaHHS TPYIIIO» ).

—  OOCTpyKIIist ’KOBUOBUBITHUX NUIAXIB (1B «DapMaKOKIHETHKAY ).

—  OpgHovacHe 3aCTOCYBaHHS OJIMEcCapTaHy MEJOKCOMIY 3 IpenapaTami, 10 MICTATh alliCKipeH,
MIPOTHUIIOKA3aHE MaIliEHTaM, XBOPUM Ha IIyKPOBHUH /1ia0eT Ta HUPKOBY HEJOCTATHICTH (IIBUIKICTh

KIy60ukoBoi dinprpauii (LKD) < 60 mi/xe/1,73 M%) (auB. «B3aeMoist 3 iHIIIME TiKapCHKUMU

3aco0amU Ta 1HII BUAU B3aEMOJii», «PapMakoIuHaMiKay ).
B3aemooia 3 inwumu nikapcokumu 3acoéamu ma inuii 6uOU 63aEMO0iil.
Jlist iHIMX JIIKAPCHKUX 3aCO0iIB HA 0JIMECAPTaHy METOKCOMIL.
Tnwi npenapamu 3 einomen3usHo0 i€t
lNnoren3uBHU eeKT oamecapTaHy MEIOKCOMUTY MOKe OyTH 30UTBIICHHA MPU OJHOYACHOMY
3aCTOCYBaHHI 3 IHIIMMU TITOTEH3WBHUMH IIpeTiapaTaMu.
Ineioimopu AII®, 6roxamopu peyenmopis anciomensuny Il abo anickipen
[MonmpiiiHa Onokama peHiH-aHTIOTeH3UH-ambAocTepoHOBOi cucremMu (PAAC) 3a m0momororo
KOMOIHOBaHOTO 3acTocyBaHHs iHTiIOITOpiB AII®, OnokaropiB peuenTtopiB aHrioTeHsuHy Il abo
aJIiCKipeHy TOB’s3aHa 3 OUTBII BHCOKOK YaCTOTOI MOOIYHUX e(eKTiB, TaKuX K apTepianbHa
TiMOTeH31s, TinepKaieMist 1 3HKEeHHS PYHKIIT HUPOK (y TOMY YHCIIi TOCTpa HUPKOBA HEJOCTATHICTH)
MOPIBHSIHO 3 OKPEMHUM 3aCTOCYBAHHSIM TperapaTis, mo AitoTh Ha PAAC (nuB. «[IpoTtunoka3anHusy,
«Oco01MBOCTI 3acTOCYBaHHS», «DapMaKoJUHAMIKAY ).
Ipenapamu xanito ma xanitizoepiearoui Oiypemuyni 3acoou
[Ipu omHOUAacCHOMY 3aCTOCYBaHHI TperapariB, MO JTIIOTh HA PEHIH-aHTIOTCH3UH-AIBIOCTEPOHOBY
CUCTEeMY 3 KaJii30epiralouynMu JiypeTHIHHUMH 3ac00aMHu, TIperapaTaMu Kallito, 3aMiHHUKaMH COJIi,
10 MICTATH Kaiii, a00 1HIIMMHU TperapaTamMu, 10 MOXKYTh ITiIBUIIYBaTH PiBEHb KaJIit0 (HalPUKIAJI,
TerapruHOM), MOKJIMBE ITiIBUIIEHHS KOHIICHTpALlii KaJlif0 Yy CHPOBATIIl KPOBi, TOMY Take OJIHOYAcHE
3aCTOCYBAaHHS HE PEKOMEHIYEThCs (UB. «OCOOIMBOCTI 3aCTOCYBAHHS).
Hecmepoiouni npomusananeni npenapamu (HI13I1)
HII3I, y ToMy 4mchi aneTwicaminnioBa KUCIOTa B 1031 Oubiie 3 T Ha 100y, a TakoX iHridiTopu
[IOI'-2 Ta aHTaroHiCTH peuenTopiB aHrioreH3uHy Il MOXyTb HisITH CHHEPTiYHO, 3MEHIIYIOYU
KITyOouKkoBY QinbTpariito. OqHOYaCHE 3aCTOCYBAHHS IMX MPENapaTiB MOB’I3aHO 3 PU3UKOM TOCTPOL




HUPKOBOI HEAOCTATHOCTI. Y TaKMX BHIAJKaX Tpeda KOHTPOIOBATH (DYHKIIIIO HUPOK Ha MOYATKY
JKYBaHHS Ta JOCTaTHE HAJIXOKEHHSI PIAMHU B OPraHi3M Mali€eHTa.

Kpim nporo, HIT3II npu ogqHOYacHOMY 3aCTOCYBaHHI MOKYTh 3MEHIIYBAaTH aHTUTINIEPTEH3UBHY 1O
aHTaroHICTIB perenTopiB aHrioreH3uny Il i npu3BOAUTH 10 3HMKEHHS iX €(h)eKTUBHOCTI.
Cexeecmpanm dco84HUX KUCIOM KOJleCesenam

OnHouacHe 3aCTOCYBaHHs CEKBECTPAHTY >KOBUHUX KHCIOT KOJIECEBEIaMy TiIPOXJIOPUIY 3HUKYE
CHCTEMHHH BIUIMB Ha IMIKOBI KOHIEHTpallii olMecapTaHy y IIa3Mi KpOBi Ta CKOpoUYye Hepios Horo
HaIliBBUBEAECHHS. 3aCTOCYBAaHH OJIMECapTaHy MEJOKCOMUILY IIOHAaHMeHIIe 3a 4 TOJMHHU 0 NpUiioMy
KoJIeCceBeJIaMy TiIPOXJIOpUAY 3MEHIIYye iX B3aeMoji0. ToMy ciil 3aCTOCOBYBAaTH OJMECapTaHy
MEJIOKCOMITY UIOHaiiMeHe 3a 4 TOAMHM J0 NpUHOMYy KoJjeceBelaMmy TiIpoXJOopuay (IMB.
«DapMaKOKIHETHKAY ).

Tnwi npenapamu

[TomiueHO TOMipHE 3HMKEHHS OI10AOCTYMHOCTI OJMecapTaHy MEIOKCOMITY IICHs JIKyBaHHS
aHTanmuIaMu (Mar”iro-amoMiHiio rigpokcua). OmHodacHe 3acTocyBaHHS 3 BaphapHHOM Ta
JUTOKCHMHOM HE BIUIMBAE Ha (papMaKOKIHETHKY OJIMECapTaHy MEIOKCOMLITY.

Jlist oMecapTaHy MeJIOKCOMUTY Ha iHII JiKapchKi 3ac0o0u.

IIpenapamu nimiio

ITpu ogHOUACHOMY 3aCTOCYBaHHI JITIiO 3 1HT10ITOpaMH aHT10TEH3UHIIEPETBOPIOBATILHOTO (DEPMEHTY
Ta 3 aHTaroHiCTaMu penentopiB anrioteHsuHy II cmocrepiranocss 000OpOTHE MiABUILEHHS
KOHIIEHTpALi JiTiI0 B CUPOBATII KPOBI Ta MiJABHUIIEHHS TOKCHYHOCTI HOro IMpenapariB, TOMy Taka
KOMOIHaIisl He peKoMeHAyeTbes (IuB. «OCOOMMBOCTI 3aCTOCYBAaHHS»). SIKIIO Take OJHOYACHE
3aCTOCYBaHHS HEOOX1JHE, TO TAKUM MalLll€EHTaM PEKOMEH]Iy€ThCs peTeIbHUNA KOHTPOJIb KOHIIEHTpALi
JITIIO B CHPOBATII KPOBI MiJ] Yac JIIKyBaHHS.

Tnwi npenapamu

He BusBHIM KIIIHIYHO 3HAYYIIOi B3a€MOIT OIMecapTaHy MeIOKCOMLTY 3 Bap(hapuHOM, JUTOKCHHOM,
aHTalUA0M (QITIOMIHIIO T1IPOKCUI/MArHilo TiIAPOKCHI), T1IPOXJIOPOTIa3UAOM Ta MPaBACTATHHOM.
30Kkpema, OJMecapTaHy MEIOKCOMIUI CYTT€BO He BIUIMBaB Ha (dapMakoAWHAMIKy abo
¢dapmakokiHeTHKY BapdapuHy, a00 Ha (papMaKOKIHETUKY JUTOKCHHY.

Takox He Oyno BHSBICHO KIIHIYHO 3HAuymloi iHriOyrouoi Aii ojmecapTaHy MeIOKCOMLTY Ha
depmentu 1A1/2, 2A6, 2C8/9, 2C19/ 2D6, 2E1, 3A4 Ta muroxpom P450 y mrogunu in vitro ta
MOMIYeHU MiHIMaTbHUI 200 HYIHOBUH 1HAYKOBaHUH eekT moao nuroxpomy P450 y mypis. Tomy
JOCIHIJKeHb B3a€MOJIIi in Vivo 3 BIIOMUMH 1HTIOITOpaMHu Ta 1HAYKTOpaMu (EPMEHTIB LIUTOXPOMY
P450 He mpoBoAMIM Ta KJIIHIYHO 3HAYYIIMX B3a€EMOJIM MK oOJMecapTaHOM Ta NpenapaTami,
MeTa0oIi3M SKUX 3a0e3MeuyeThesl BUILIEBKa3aHUMU (pepMeHTaMu nutoxpomy P450, He ouikyeTbes.
Ilediampuuna nonynsayis

JlocmipKeHHST B3a€EMO/IIi 0JIMecapTaHy MEJIOKCOMITY 3 1HIIMMM JIIKAPCHKUMH 3ac00aM# ITPOBOIUIN
JIMILE 3 YYACTIO AOPOCIUX NaiieHTiB. HeBioMo, ui cxoxi JaHi B3aeMOii y JOPOCIMX Ta AiTeH.
Ocobueocmi 3acmocyeanns.

3menwenns 06’ emy yupKyaowuoi Kposi

VY mnauieHTIB 31 3MEHIIEHUM 00’€MOM LUPKYJIIOYOi KpOBi Ta/ab0 HM3BKUM pIBHEM HATpPilO Y
CHpOBATL KpOBI BHACIIJOK IHTEHCHBHOI Teparlii AlypeTHKaMH, 0OMEXEHOro CHOXKUBAHHS COJIi 3
kero, miapei abo OJIOBaHHS MOXKE PO3BUHYTHCS CUMIITOMAaTHYHA apTepiajibHa MoTeH31s1, 0COOINBO
micJIsg 3aCTOCYBAaHHS MepIIoi 103U JiKapchKoro 3aco0y. Taki 3MiHM CIHiJ YCYHYTH JI0 MOYaTKy
JKYBaHHS OJIMECAPTaHy MEIOKCOMIJIOM.

THwi ymoeu, nog ’a3ami 3i CMUMYIAYIEIO PeHIH-AH2I0MEH3UH-AIbOOCMEPOHO80T cucmemu

[TamienTH, y SKUX CyJUHHUN TOHYC Ta (DyHKIIis OLIBIIOI0 MIpPOIO 3aJieKaTh BiJl aKTUBHOCTI peHiH-
aHT10TEH3MH-JIbI0CTEPOHOBOI CUCTEMH, HANPUKIIAJ, MAI€HTH 13 TOKKOIO 3aCTIMHOIO CepleBOIO
HE/IOCTATHICTIO a00 3 MaTOJIOTIE€I0 HUPOK, Y TOMY YHCII 31 CTEHO30M HHUPKOBOI apTepii, MOXYTb




pearyBaTtu Ha iHIIII IpenapaTH, 110 BIUIMBAIOTH HA 10 CUCTEMY, TOCTPOIO apTepialbHOIO IIOTEH3I€E0,

a3oTeMi€ro, oOJirypiero a0o, y pIOKICHUX BHIAJKaX, TOCTPOI0 HHUPKOBOI HEIOCTATHICTIO.

3acTocyBaHHsS aHTAaroHICTIB pelenTopiB aHrioreH3uHy Il Moke CympoBOJKYBaTHCS MOAIOHUMHU
edexramu.

Basopenanvna cinepmensis

3acTrocyBaHHs TpenapaTiB, IO BIUIMBAIOTh HA PEHIH-aHT1OTEH3WH-aJIbJOCTEPOHOBY CUCTEMY, Y

MAIIEHTIB 13 ABOOIYHUM CTEHO30M HHUPKOBOI apTepii €JMHOI HUPKHU, 10 (PYHKIIIOHYE, MOB’sI3aHe 3

PHU3UKOM PO3BUTKY TSXKKOI apTepiasibHOI IMOTeH311 Ta HUPKOBOI HEIOCTATHOCTI.

Topywenus (yHKyii HUPOK Ma MPAHCHIAHMAYIST HUDKU

VY nmamieHTiB 3 TOPYHIEHHSAM (YHKLII HHUPOK, SKI 3aCTOCOBYIOTh OJIMECapTaHy MEIOKCOMII,

PEKOMEHAYETHCS MEPIOINYHO KOHTPOIIOBATH KOHLIEHTPALIIIO KaIii0 Ta KpEaTHHIHY y CHpPOBATIIi KPOBI.

3acTocyBaHHs OJIMECapTaHy MEIOKCOMUTY HE PEKOMEHJOBaHE MallieHTaM i3 TSHDKKUM MOPYLICHHAM

¢yHkuii HUpoK (KiipeHC KpeaTuHiHy MeHme 20 mur/xB) (auB. «Croci® 3aCTOCYBaHHS Ta /103U,

«®PapmakokiHeTHKa»). JloCBi 3aCTOCYBaHHS OJIMEcCapTaHy MEIOKCOMITY Malli€HTaM, sIKi HeIaBHO

MIEPEeHECIN TPAHCIUIAHTALII0 HUPKU a00 y MAI€HTIB 13 TePMiHAJILHOIO HUPKOBOIO HEIOCTATHICTIO

(xyipeHc KpeaTuHiHy MeHIe 12 Mi1/XB) BiACYTHIH.

Tlopywenns ¢pynxyii nevinku

OnMecapTaHy MEIOKCOMUT HE pPEKOMEHIOBaHMH JJisi 3aCTOCYBAaHHS Talll€eHTaM 13 THKKUM

NopyueHHsAM (YHKIT Me4YiHKM Yepe3 BIJCYTHICTb JOCBiLy Horo 3actocyBaHHs (nuB. «Croci0d

3aCTOCYBaHHS Ta J03W» I10JI0 I03YBaHHS IpenapaTy MpH JIETKOMY Ta HOMiIpHOMY NMOPYIIEHH] PYHKIIT

MICYIHKH).

TI'inepxaniemin

[Ipenapaty, 110 BIVIMBAIOTh HA PEHIH-aHT10TEH3HH-AJIbJJOCTEPOHOBY CUCTEMY, MOXYTh IIPOBOKYBATH

rinepkaniemito. Pu3uk ii po3BUTKY 301IbIIY€THCS Y MALIEHTIB JTITHHOTO BIKY 1 MOYKE MaTH JIeTaJIbHUN

pe3yabTaT MpHU HUPKOBIM HEJOCTATHOCTI Ta IyKpPOBOMY Jia0eTi, IpU CYNMyTHbOMY 3aCTOCYBaHHI

IHIIMX TpernapariB, MO0 MPU3BOJAATH JO MIJBUINEHHS pIBHA Kajilo Ta/abo mNpu HASIBHOCTI

IHTEpKYpPEHTHHX 3aXBOPIOBAHb.

Ilepen npu3HaYeHHSM CyIyTHIX Mpenaparis, 1110 BIUIMBAIOTh HA PEHIH-aHT10TEH3UH-aJIbOCTEPOHOBY

CHCTEMY, CJIiJl PETEJIbHO OL[IHUTHU CIIBBIJHOIIEHHS MOXJIMBOI KOPUCTI Ta MOXJIMBOTO PU3UKY IILOTO

JKYBaHHS Ta PO3TJISTHYTH 1HII MOXKJIUBOCTI Tepamnii (Takox AuB. po3in «IloaBiiiHa 61okana peHiH-

aHrioreH3uH-anbaocTepoHoBoi cucreMu (PAAC)»). Jlo ocHOBHHX (akTOPIiB PU3UKY TilepKamieMii

BIJTHOCSTBCS:

- ILyKpoBHii Aiabet, mopyuieHHs GYHKIIIT HUPOK, MAIi€HTH BiKOM Bif 70 pOKiB;

- KOMOIHAIlis 3 OJHUM a0o0 KUIbKOMa IpernaparaMu, 110 BIUIMBAIOTh HAa PEHIH-aHT10TEH3WH-
aJIbJIOCTEPOHOBY CHCTeMy Ta/abo 3 mpemaparamu Kaiito. Jleski mpenapaTH, HaBiTh KIJAcH
IpernapaTriB MOXKYTh CIPHUYMHHUTU TiNepKaTieMilo: 3aMIHHHUKM COJIi, KaJi€eBMICHI Iperaparu,
Kajii3oepiratoui aiyperuuHi 3aco0u, iHri6iropu AIID, aHTaroHicTH peUEenTopiB AHTIOTECH3UHY
II, HecrepoinHi mpoTH3anagbHi 3aco0u, y TOMy 4Mcii cenekTuBHi iHridiTopu L{OI-2, renapuH,
IMyHOZlenIpecaHTH, HAIPHUKJIAJ, IUKIOCIOPUH 200 TaKpoIiMyC, TPUMETOIIPHM;

- IHTepKYpEHTHI 3aXBOPIOBAHHS Ta CTAaHHW, Y TOMY YHCII JeTifpaTallis, rocTpa IeKoMIeHcallis
CepleBOi iSUIbHOCTI, METAa0OMIUHUM anuao3, 30UIBLIEHHS TSDKKOCTI HUPKOBHMX TMOPYIIEHB,
pantoBe MopyumeHHs (YHKIT HUPOK, HANPHUKIAL, NpU 1HQEKIIHHUX 3aXBOPIOBAHHSX, JII3HC
KJIITHH, HaIIPUKJIAJ, IPU TOCTPiH imemii KiHIiBOK, pab1oMioi3i, MoIiTpaBMax.

VY mamieHTiB i3 TaKuMHU (DaKTOpaMu PU3UKY PEKOMEHAYETbCS MOCTIHHMIA KOHTPOJIb KOHIIEHTpaLii

KaJlil0o y CUpOBaTIi KpoBi (auB. «B3aemomnis 3 1HIIMMU JiKapChKUMHU 3aco0aMM Ta 1HII BUAH

B3aEMOIIIY ).

Toosgitina 6nokada penin-anciomensun-arboocmeponosoi cucmemu (PAAC)



Icnye noka3 Toro, mo omHodacHe 3acTocyBaHHsA 1HriOGiTopiB AIID, OnokaropiB perentopis
anrioren3uny Il abo anickipeHy MiJBUILY€E PU3KK apTepiadbHOI MIOTEH311, rinepKanieMii 1 3HUKEHHS
¢byHKUii HUPOK (y TOMY YHCIi TOCTpOi HUPKOBOI HepocTaTHOCTI). ToMmy mojBiitHa 6iokaga PAAC B
MIOB’s13aHa 3 OIHOYACHUM 3aCTOCYBaHH:M iHT10iTopiB AIID, 6;10KaTOPIB peLenTopiB aHrioTeH3uny Il
abo arickipeHy He peKOMEeHJ0BaHa (IuB. «B3aeMois 3 iHIIUMU JTIKapChKUMHU 3ac00aMU Ta 1HII BUIN
B3aeMOii», «DapMakoIuHAMIKAY ).

Sxmo Tepamis moABiHOT OJIOKaAM BBAXKAETHCSI AOCOTIOTHO HEOOXITHOMO, 11 CITiZl MPOBOAUTH TITHKH
i Harjs10M (haxiBIlst Ta 32 YMOBH PETYJISIPHOTO Ta PETEIbHOI0 MOHITOPUHTY (DYHKIIIT HUPOK, PiBHS
€JIEKTPOJIITIB Ta apTEePialIbHOTO THCKY.

Iuribitopu AII® i1 Gmokaropu penentopiB aHrioreHsuHy Il He ciiJy 0OJHOYACHO 3aCTOCOBYBAaTH
MarieHTam 3 1iabeTHYHOI0 HepomnaTi€ero.

IIpenapamu nimiio

SIk 1 3 IHIIMMH aHTaroHiCTaMHu peLEenTopiB aHTioTeH3uHy I, ojgHOYacHe 3acTOCYBaHHS JITIIO 3
OJIMEecapTaHy MEJIOKCOMIIOM He peKOMeHIyeThCsl (IuB. «B3aemonis 3 IHIIMMHU JIKapChKUMHU
3aco0aMu Ta 1HII BUIW B3aEMOIINY ).

Cmeno3 ycms aopmu ab6o MimpanbHull CmeHo3;, 06cmpyKmusHa 2inepmpogiuna xapoiomionamis
OnmecapTaHy MEIOKCOMIT 3 00EPEKHICTIO 3aCTOCOBYBATH MAIliEHTAaM 31 CTEHO30M YCTSl AOpTH YU
MITpaJIbHUM CTE€HO30M 200 3 0OCTPYKTHUBHOIO TiMEepTPODIyHOIO Kap1i0OMIOMATIETO.

Ilepsunnuii anboocmepoHizm

[TamieHTH 3 NEPBUHHUM ajbJOCTEPOHI3MOM HE pearyloTh Ha aHTHUTINEPTEH3WBHI IpenapaTH, L0
JII0Th [UISIXOM 1HTIOyBaHHS pEHIH-aHT1O0TEH3MHOBOi CHUCTEMM. TakUM UWHOM, 3aCTOCYBAaHHS
OJIMEcapTaHy MEJOKCOMITY HE PEeKOMEHY€EThCSI TAKUM IaLli€HTAM.

Cnpy-nooiona enmeponamis

VY nyxe piKICHUX BHUIAJKaX TsSKKa XPOHIYHA Jiiapes 3 ICTOTHOIO BTPATOI0 MAacH Tijia, 1[0 BUHUKAA
cepesl Mali€HTIB, SKi 3aCTOCOBYIOTh OJIMECAPTaH MPOTATOM MEpioay BiJl KUIBKOX MICALIB JIO POKY
micyis  MOYaTKy MpHUiloMy mpemapaTry, MOXIIMBO, CIPUYMHEHE JIOKAJI30BAHOK PEAKII€I0
rinepuyTauBOCTI YHOBUIbHEHOTo THUMy. KuinkoBa O10mCis TakuX MAali€HTIB 4acTO BKa3yBajla Ha
aTpo(iro BOPCUHOK. SIKIIO y Malli€eHTa BAHUKAIOTh TaKi CUMIITOMH ITiJ] Yac JIIKyBaHHs OJIMECAPTaHOM,
HEOOXITHO BMKIIIOYMTH iHIIY eTioyiorito. Crif po3risHYTH NPUIIMHEHHS NpHUIOMY OJMecapTaHy
MEIOKCOMITY B THUX BHIIQJIKaX, KOJH 1HIIA €TIONOTis He BU3HAYEHA. Y BHIAJKaX, KOJIU CHMITOMHU
3HUKAlOTh 1 CHpY-MOJXIOHAa eHTepomnaris MiATBEp/KeHa OloMcielo, JIKyBaHHS OJMecapTaHy
MEI0OKCOMIJIOM HE CJIiJl TOHOBIIIOBATH.

Emuiuni ¢iominnocmi

SIK 1 y BCIX aHTaroHicTiB perenTtopiB aHrioteH3uHy lI, aHturinepTeH3uBHUN edeKT onmecapTaHy
MEIOKCOMLTY JEI0 MEHIINH y MpeCTaBHUKIB HEIPOiHOI pacH, HIX B IHIIMUX MAalli€HTIB, MOXIIUBO,
yepe3 OUIbIY MOIUPEHICTh HU3bKOTO PIBHS PEHIHY B Iiil MOMyJIsLii.

Tnwe

3HayHe 3HIWKEHHS apTepiajibHOrO THUCKY Ha TJII JIKYBaHHSA OYIb-IKMMU aHTHUTiNEPTEeH3UBHUMHU
3aco0aMM y MAIli€HTIB 3 1MIEMIYHOI0 XBOPOOOIO cepiist abo 3 MOPYIIEHHSIM MO3KOBOTO KpPOBOOOIrY
MO>Ke MPU3BECTH 10 iHPAPKTy MiOKap/a Ta iHCYJbTY.

[Ipemapar MiCTUTh JAaKTO3y, TOMY MOro HE€ CIiJi 3aCTOCOBYBATH MaLll€EHTaM 13 BPOIKEHOIO
HEMEePEeHOCUMICTIO TajlaKTO3HM, BPOKEHOI0 HEJOCTATHICTIO JlakTasd abo 3 MOpYLICHHAM
BCMOKTYBAHHSI TJIFOKO3H Ta FaJIakTO3H.

3acmocysanns y nepioo eacimnocmi abo 200y8anHs 2py0oio.

Bazcimnicmo

® nporunoxazaHuii BariTHEM ab0 KiHKaM, SKi MIAHYIOTh 3aBariTHITH. SIKIO Imijx Hac

®

Kapnocan

mikyBaHHs 3aco0om Kappocan™ miATBEpKYEThCS BariTHICTh, HOTO 3aCTOCYBAaHHS HEOOXITHO
HETallHO TPUNMHUATH 1 3aMiHUTH IHIIUM JIKapChbKUM 3ac000M, JO3BOJECHHM JI0 3aCTOCYBAaHHS



BariTHUM. EmizieMionoriyti 1aHi Ipo pU3UK TEpaTOreHHOro BIUTUBY iHTi0iTOpiB AIID y I TpumMecTpi
BariTHOCTI HE MEPEKOHJIMBI; OJIHAK JIesKe 30UIbIICHHS PU3UKY HE MOKe OyTH BUKIIIOUEHUM. X0ua He
ICHY€ KOHTPOJIOBAHUX €M1IeMIOJIOTIYHUX JJAHUX ITPO PU3UK 3aCTOCYBAHHS aHTArOHICTIB PeLeNTOPiB
a"rioren3uny I, moaiOHI pU3HMKU MOXKYTh ICHYBaTH IIPU 3aCTOCYBaHHI IIbOTO KJIacy IpenapaTis. SKIio
TpHBaja Teparisi aHTaroHICTaMM PeLeNnTopiB aHrioTeH3uHy Il ®KUTTEBO HEOOXiAHA, MAIllEHTKaM, SIKi
IUIaHYIOTh 3aBariTHITH, PEKOMEHIYETbCS 3aCTOCOBYBAaTH 1HIII AHTHUTINEPTEH3WBHI Mpemnapari,
Oe3reka 3aCTOCYBaHHS KX [IPU BariTHOCTI JoBezieHa. [Ipu AiarHOoCTyBaHHI BariTHOCTI CIIiji HETaitHO
NPUITMHUTH 3aCTOCYBAHHS aHTArOHICTIB pelenTopiB aHrioreH3uny Il Ta mpu3HaYUTH anbTepHATUBHE
nikyBaHHs. Y II ta Il TpuMecTpax aHTaroHiCTH peleNnTOpiB aHT10TeH3UHY 1] YUHATH TOKCHYHY 110
Ha TUIi (TpUTHIYeHHs (QYHKIIT HUPOK, OJIrOripoamHis, 3aTpuMKa ocu(ikauii KiCTOK ueperna) Ta
HEMOBJIS (HUPKOBA HEJOCTATHICTh, apTepialibHa TIIOTEH31d, TinepKanieMis) (IUB. po3aii «okmiHiuHi
naHi 3 6e3nekn» BUILE). Y BUIAJAKY 3aCTOCYBaHHS aHTaroHicTiB peuenTtopiB anriorensuny Il y II ta
III TpumecTpax Tpeda BU3HAUUTH (DYHKIIIFO HUPOK Ta OCH(]iKalliio KICTOK Yyeperna y Iio/ia 3a JaHUMHU
yIBTPa3BYKOBOI'O JOCHIUKEHHS. 3a HEMOBIATAMH, MaTepi SKHUX 3aCTOCOBYBAJIM AaHTaroHICTH
peuenTopiB aHrioreHsuny ll, cmijg cnocrepiratu yepe3 MOXJIHMBY apTepiajibHy TiNOTEH3iI0 (IMB.
po3ain «IIporunokazanss» Ta «OCOOIMBOCTI 3aCTOCYBAHHSD ).

L'ooysanus epyooio

JloBeieHO, 1110 OJIMecapTaH €KCKPETYEThCs Y MOJIOKO IIypiB, OJHAK aHAJOT1uHI JaHi MO0 JIOJUHU
®

4yepe3 BiJICYTHICTh
®

BigcyTHi. JKiHKaM, sIKi TOAYIOTh TpYAJI0, He ciia 3actocoByBatu Kapmocan

JOCBIly WOTO 3aCTOCYBaHHSA y IEW TmepioJ. 3amicTh Jikapchkoro 3acody Kapmocan™ MokHa
3aCTOCOBYBATH IHIII AaHTHTINIEPTCH3UBHI IIpeTiapaTh, Oe3eka 3aCTOCyBaHHS SKUX Y ITePio]I TO Ty BaHHS
TPYJUIIO TOBENIEHA, OCOOIMBO MPHU TOTyBaHHI HEMOBJIAT a00 HETOHOIIEHUX JiTEH.

30amuicmy enausamu Ha WEUOKICMb pearkyii npu KepyeamHi A8MOMPAHCNOPMOM abO THWUMU

MEXAHIZMAaMU.

Kapnocan® mae HesHauHmit 460 TTOMIPHMIT BIUIMB Ha 31aTHICTh KEPYBATH TPAHCIIOPTHHMH 3aC00aMI

YH IHIIMMH MEXaHIYHUMH 3aco0aMu. 3amaMopodeHHs a00 MiABUIIICHA BTOMIIIOBAHICTh MOKYTh 1HO1
BUHUKATH y NAIIEHTIB, K1 MPUIMAaIOTh aHTUTINEPTEH3UBHY TEPaIlio, 0 MOXKE MOPYIIUTH 3JaTHICTb
710 pearyBaHHSI.

Cnoci6 3acmocysanns ma 0o3u.

Ilopocni

[ToyatkoBa m00OBa M03a oOyJMecapTaHy MeaoKcoMmury cTaHoBuTh 10 mr 1 pa3 Ha nmoOy. SAkmo
3MEHIICHHS apTePialIbHOTO TUCKY HEJIOCTATHE, TO 103y Cif 301mpmuTH A0 20 Mr 1 pas Ha 100y. ko
€ HeoOX1/IHICTh, 103y Mpenapary MoskHa 30u1bmuTH 10 40 mr 1 pa3 Ha 100y (MakcumanbHa 1000Ba
n03a) abo J0aTH 0 JIKYBaHHS T1IPOXJIOPOTIa3H/I.

AHTHUTINEPTEeH3UBHUN e€deKT oIMecapTaHy MEIOKCOMLTY CIIOCTEPIraeThCsl, SIK MPaBUIIO, IPOTITOM

2 TWXKHIB MICJS MOYATKY JIIKYBaHHS, @ MAKCUMaIbHUH e(DEeKT CIIOCTepIiraeThest uepes3 8 THKHIB MICIs
noyatky Teparnii. Lle ciig Matu Ha yBa3i mpH PoO3TJsLAl 3MIHU PEKUMY 03yBaHHS s OyAb-SIKOTO
MaIi€eHTa.

Tlayienmu nimnvoeo 6iky (65 poxis i cmapuie)

3a3Bryail Hemae HEOOX1THOCTI Y KOPUTYBaHHI /103U Malll€EHTaM JITHHOIO BIKY (AMB. peKOMEH0BaHI
703U s TAL€HTIB 13 mopyueHHsM ¢yHKUii Hupok). Ilpum  miaBumieHHi 1000Boi 103U 10
MaKCUMaJIbHOT, 10 CTAaHOBUTH 40 MT, CIiJl pEeTEIbHO KOHTPOIIOBATH apTepiabHUM THCK.

Tayienmu 3 nopyweHnnam yHkyii HUpox

MakcumanbHa 1000Ba 703a JIJIs MAIIEHTIB 13 MOPYIICHHSIM (PYHKIIT HUPOK JETKOro abo MoMIpHOTO
CTyIeHsl TsDKKocTi (kmipeHc kpeatuHiHy 20-60 wmi/xB) craHoBuUTh 20 MI, OCKUIBKHM JOCBI1J
3aCTOCYBAaHHS BMINUX J03 Yy WLiM Tpymi BiAcyTHIH. OnmecapTaHy MEJOKCOMIJT HE MOKa3aHWW MpH
TSHKKOMY MOPYLIEHH] PYHKIIIT HUPOK (KIIipeHe KpeaTuHiny MeHe 20 MJI/XB) yepe3 He3HaUHHM TI0CB1A



Hforo 3acTocyBaHHS TakuUM mamieHtaM (OuB. po3aimd  «OcoOJIMBOCTI  3aCTOCYBaHHS» Ta
«DapMaKOKIHETHKAY ).

Topywenns ¢pynxyii nevinku

ITpu nopymieHHi ¢GyHKLIi NEYiHKU JIETKOTO CTYMEHs TSKKOCTI KOpEKIis 103U He motpibHa. [Tpu
MOMIPHOMY CTYTI€H]1 TOPYIIEHHS MOYaTKOBA /1032 OJMecapTaHy MEIOKCOMiTY cTaHOBUTH 10 Mr Ha
100y, a MakcumasibHa — 20 mr. [Ipu cynmyTHbOMY MpHU3HAYECHHI MALli€EHTaM 13 MOPYIIECHHAM (QYHKIIT
MEYiHKU JIIypeTUYHUX 3ac00iB Ta/ab0 IHIIMX AHTUTINEPTEH3MBHHUX 3aC00IB HEOOXIIHO peTeNbHO
CIIOCTEpIraTé 3a piBHEM apTepialbHOIO TUCKY Ta (yHKIi€0 HUPOK. OnmecapTaHy MEIOKCOMLI He
MOKa3aHUH MpPU TSHKKOMY TMOPYIIEHHI (YHKIIT MEeYiHKHM 4epe3 BIACYTHICTh JAOCTATHBOTO JOCBITY
3acTocyBaHHA (AMB. po3auin «Oco0nMBOCTI 3acTocyBaHHs» Ta «DapmakokiHeTukay). OnmecapTan
MEIOKCOMLJT HE CIIiJ] 3aCTOCOBYBATH MaLll€EHTaM 3 OOCTPYKIII€I0 )KOBYOBUBIIHUX LUIAXIB (IUB. PO3/LI
«[IpoTunokazanusy).

Ilediampuuna nonynsayis.

JliT Ta miATiTKA BiKoM Bix 6 10 18 pokiB

PexomeH0BaHa MOYaTKOBa J103a OJMeEcapTaHy MEJOKCOMUIy MAiTAM BikoM Big 6 1o 18 pokiB
cranoBUTh 10 Mr 1 pa3 Ha 100y. SIKIIo apTepiaibHUI TUCK HE 3MEHINY€EThCS JOCTAaTHBOIO MIpOIO,
103y MoxkHa miaBumuTy A0 20 Mr 1 pa3 Ha 100y. [Ipu HEOOXiAHOCTI OB BUPAKEHOTO 3HUKEHHS
apTepialbHOTO TUCKY, JITSAM 13 Macow Tija > 35 Kr 103y OJMecapTaHy MEJOKCOMLUTy MO>KHa
migsummta 10 40 mr Ha noOy. [ms miteit i3 macor Tima < 35 kr mo6oBa 1032 HE TOBHHHA
nepesuiyBaTu 20 mr.

Crnoci6 3acTocyBaHHS

3 MeTOI JOTPHMAHHS pPEXHMy M03yBaHHS Jikapchkmii 3aci6 Kapmocan® pexomenmyerscs

3aCTOCOBYBATH MPUOIM3HO B OJIMH 1 TOM caMuii 4ac KOXKEH JIeHb, 3 Keto a00 6e3, HalpHUKIIaI i1 9ac

cHimanky. TabneTKu CItiJi 3aMMBaTH JOCTATHHOIO KUTBKICTIO PiIMHU (HAPUKIAA, | CKISTHKOIO BOJIH).

TaGnerky He ciiJ po3:KOBYBaTH.

Jimu.

3acTocoBYBaTH JUIA JIIKYBAaHHS apTepiaibHOI MepTeH311 AITAM Ta ImiUTiTKaM BikKoM Bia 6 10 18 pokiB.

besneka Ta epekTUBHICTH 118 miTel BikoM Bif 1 10 5 pokiB 1ie He BcTaHOBIeHI. HasiBHI Ha chOTOIHI

naHi, HaBeAeHi B po3ainax «I[loGiuni peakmii» Ta «@apmMakoguHaMiKa», IPOTEe PEKOMEHAALIN 11010

J03yBaHHsI CKJIACTH HEMOXKJIMBO. 3aCTOCOBYBATH Mpemnapar IiTsAM 10 | poKy He ciija i3 MipKyBaHb

0e3meKu Ta y 3B’513Ky 3 BIICYTHICTIO IaHUX.

Ilepeoosyeanns.

oo mepeno3yBaHHs € auie ooMexeHa iHGopmarisa. IMoBipHimUM edekTom mpu nepeno3yBaHHi

€ apTepiajbHa TINOTEH3is. Y pasi mepemo3yBaHHS 3a MAIl€EHTOM CIiJI YBaKHO CIOCTEpIraTte i
MIPOBOJIUTH CUMIITOMATUYHY, MIATPUMYIOUY Teparito.

JlaHKMX 00 MOKIIMBOCTI BUBEJICHHS OJIMECapTaHy MEIOKCOMLTY MUISIXOM JIiajlizy HeMae.

Ho6iuni peakuii.

Orasin npodinto 6e3nexn

® _ ronosui 6omi

[ToGiuHi peakiii, o HaiyacTinle BUHUKAIOTh y X0 JiKyBaHHs 3aco0oM Kapaocan
(7,7 %), rpunonoxioui cummnromu (4,0 %) 1 3amamopoderus (3,7 %).

VY mnane60 KOHTPOJILOBAHUX JOCIIKEHHSX MOHOTEpAIIil € JMHOO MOOIYHOI0 PEaKIli€ro, TIOB’ I3aHO0
3 JIIKyBaHHSIM, OyJi0 3amamMopodeHHs (dacrora 2,5 % mpu 3acTOCyBaHHI OJIMEcapTaHy MEIOKCOMITY
10,9 % y rpymi miarne6o).

YacroTa BIAXWICHD TAOOPATOPHHUX MapaMeTpiB Oyiia TPOXHU BUIIIOIO MPH 3aCTOCYBaHHI OJIMecapTaHy
MEJIOKCOMITYy TIOPIBHSIHO 3 IU1ane6o: rineprpuriinepuaemMis — 2,0 % mpu 3acTOCyBaHHI OJIMecapTaHy
MemokcoMiny mopiBHsHO 3 1,1 % mnpu 3acrocyBaHHI Tutane®o, MiABHIICHHS pIiBHS KpeaTHH
docdokinazn — 1,3 % mpu 3acTocyBaHHI oiMecapTaHy Meaokcominy mopiBHsSHO 3 0,7 % mpu

3aCTOCYBaHHI 1ame0o.



Hebaxani edexTu 3a pesynpTaTaMu KIIHIYHHUX AociikeHb Kapnocamny®, nocmipkeHb Oesnexu

mpermapary, 10 BUMIIIOB HA PHHOK, Ta CIIOHTAHHUX TIOB1IOMJICHb HaBeleH1 B Ta0wii. [1o614Hi peakiii
PO3MOUIAIOTHCS 32 YaCTOTOK BUHMUKHEHHS TaKUM YHHOM: JTy’ke 4acTto (=1/10); acto

(= 1/100, < 1/10); inoxi (= 1/1000, < 1/100); pinko (= 1/10000, < 1/1000); my>xe pigko

(< 1/10000); yacTora HeBigOMa (HE MOXe OyTH OI[IHEHA 13 HasIBHUX JDKEpE).

Cucremu oprasin
3a knacudikariero MedDRA [To61uHi peakirii Yacrora

3 00Ky cucTeMH KpoBi Ta JiMpaTHIHOT TpomOouuToIEH s Hewacrto

CUCTEMH

3 6OKy iMyHHOI cUCTeMU AnadinakTHYHA peaKiis Heuvacro

3 00Ky MeTaboJ1i3My Ta TpaBJICHHS [Nneprpurminepunemis Yacto
INinepxonecrepunemist Heuacto
[Ninepypukemis YacTto
INnepxkaniemis Pigxo

3 O0Ky HEpBOBOI CUCTEMU 3anaMopoYeHHs Yacro
['onoBHuii 61116 Yacto

3 00Ky OpraHiB CIyXy Bepruro Heuacto

3 Ooky cepriis CreHokapis Heuacto
Taxikapmis Heuacto

3 OOKy cyauH ApTrepianbpHa TirnoTeH3is Pinko

Pecmiparopsi, TopakanbHi 1 Bbponxit Yacro

MelacTUHAIbHI TOPYIIEHHS ®apuHrit YacTo
Kamens Yacto
PuniT Yacto

3 OOKYy IITYHKOBO-KHIIKOBOTO TPAKTY I'actpoenTepur Yacto
Hiapes Yacto
binp B )xuBOTI Yacro
Hynora Yacto
Jucnencis Yacro
biroBaHHsA Heuacto
Crnpy-noniOHa eHTepomnaris Jlyxe pigko
(muB. «OcobimBOCTI
3aCTOCYBaHHS»)

3 OOKy LIKIpH Ta MiJMIKIPHUX TKAHUH Ex3anrema Heuwacrto
AnepriuyHuii AepMaTuT Heuvacro
Kponus’sHka Heuacro
Bucunanns Heuacto
CaepOix Hewacro
Anonertis Hesinomo
AHT10HEBpPOTHUYHUIN HAOPSK Pinxo




[TopymienHs 3 60Ky CKeJIeTHO-M'30BO1 Aptpur Yacto
CUCTEMH 1 CIIOJTyYHOT TKAHUHH Binb y crmi YacTo
binb y kicTkax Yacro
Mianris Hewacro
Aptpanris Hewacro
M's130B1 cyiomu Pinxo
[TopymieHHs 3 60Ky HUPOK Ta ['emarypis Yacto
CEYOBMBITHUX IIIAXIB Indexuis ce40BUBITHUX Yacro
HUISAXIB
I'octpa HupKoBa Pinko
HEIIOCTATHICTH
[Topymenss ¢pyHKUii HUPOK Pinxo
3aralibHi OPYIIEHHS binb Yacro
Bine y rpyanii kmiTmi Yacro
[epudepuyunnii HaOpsiK Yacro
I'puno3ni cumnromu Yacro
[TinBUIIICHa BTOMIJTFOBAHICTh Yacro
Habpsx o6nnyust Heuacto
AcreHis Heuacto
3araibHe HE3AYyKaHHS Heuacto
JleTapriunuii ctaH Pigxo
3miHu 1abopaTOpHUX MapaMeTpiB [TinBumenns piBHs dhepmenTiB | Yacto
MIEYIHKU
[TinBuIIEHHS PiBHS CEYOBUHU Yacrto
y KpOBi
[TigBuIeHHS piBHS Yacto
KpeaTuHpocOoKiHa3U Y KPOBi
[TigBuIieHHS piBHS Pinxo
KpEaTHHIHY y KPOBI

[ToBimomistocss MPO TMOOAMHOKI BHUMAIKKA pPadaoMioNi3y, MOB’s3aHI B dYacl i3 3aCTOCYBaHHSAM
O1okaTopiB penenTopis anrioteH3uHy 1.
Jlooamkosa ingpopmayis npo ocobauei epynu nayicHmis
Ilediampuuna nonynayis
VY xo#i ABOX KIIHIYHUX JOCTIKEHb 3 YUacTIO JiTei Ta miniTkiB (361 ocoba) BikoMm Bix 1 mo 17 pokis
OyB TMpOBEICHUI MOHITOPHHI OE3MEKH OJMecapTaHy MeTOKcoMilry. Y TOH dYac Koiu mpupoja i
TSOKKICTh TMOOIYHMX peakiii Oyna aHaJori4HOI0, K 1 Yy JOpOCIMX TWAIli€HTIB, YacToTa
HIKYCHABEICHUX MOOIYHUX PEaKIliil y AiTel Oyia BUIIOK, HIXK Y JOPOCIHX:
—  HOCOBI KPOBOTEHYi Y JIiTeH € MOmUpeHoto modiuHoro peakuieto (> 1/100 mo < 1/10), mpo siki He
MOB1IOMJISUTA BITHOCHO JIOPOCIIUX MAIli€HTIB.
—  IpOTATroM 3 THXKHIB MOABIMHO CIINOro JOCTIKEHHS 4acTOTa BUHUKHEHHS 3allaMOPOYEHHS Ta
TOJIOBHOTO 0OJIIO, 110 BUMAarajiu JiKyBaHHs, Oyyia Maiixke B JIBa pa3u BUIIOKO y JITEH BIKOM Bif
6 10 17 pokiB y rpymi, 1110 3aCTOCOBYBajIa OJIMECAPTaHy MEJOKCOMLI y BUCOKHX /103aX.
3arasiom npodis 6e3meKku onIMecapTaHy MEAOKCOMUTY Yy MeAlaTpUYHMX Halli€eHTIB HE BIAPI3HABCA
3HAYHOIO MIpOIO BiJ Mpodinro Oe3MeKu T0pOCIUX Malli€HTIB.



Tayienmu nimuvoeo 6ixy (65 pokie i cmapuie)

VY narieHTiB JITHBOTO BIKY T1IIOTEH31sl MOXKE CIIOCTEPIraTUCS AEII0 YacTille (Bi «PLAKO» A0 «IHOAI»).
IToBioMJIEHHS ITPO MOXKJIMBI OO1YHI peakiii

[ToBiomiIeHHS PO MOXJIMBI MOOIYHI peakiii € AyXe BaXJIMBHUMHU Y MicCIspeecTpauiiHuil nepion
3aCTOCYBaHHA JIIKapchbkoro 3aco0y. Lle mgae 3Mory mpoIOBXyBaTH CIIOCTEPEKEHHS 32
CMIBBIAHOIIEHHIM KOPHCTI/PU3HUKY 3aCTOCYBAaHHs JIKapchbKoro 3acoly. Jlo mpariBHUKIB OXOpPOHU
3JI0POB’sl 3B€PTAIOTHCS 13 MPOXaHHIM MOBIIOMIISATH PO OyAb-sSKI MOXJIMBI MOOIYHI peakiii.

Tepmin npuoammuocmi.

3 poku.

YMoBHu 30epiranus.

CremnianpHi yMOBH 30€epiraHHs HE BUMararoTbcs. 30epiratu B HEJOCTYITHOMY JUTSL TITeH MiCIIi.
YnakoBka.

14 tabnerok y Gmicrepi, o 1 ab6o mo 2 6icTepu B KapTOHHIHM KOpOO1i.

Kareropis Bigmycky.

3a pelenTtom.

Bupoonuk.

bepnin-Xemi Al

Micue3Haxo/:keHHsI BUPOOHMKA Ta aJpeca Micls NPOBA/>KeHHS HOro AisIbHOCTI.
I'nminikep Ber 125, 12489 bepnin, Himeuuuna.

Bupoonuk.

Haiui Cankio FOpoyn I'm0X.

Micue3Haxo/:keHHsI BUPOOHMKA Ta aJpeca Micls NPOBA/>KeHHS HOro AisIbHOCTI.
Jlyinonsamrpace 1, 85276 Ilpadenxoden, Himeuunna.

Bupoonuk.
JlaGopatopioc Menapini C.A.

Micue3Haxo/:keHHsI BUPOOHMKA Ta HOr0 agpeca Micusi IPOBA:KEHHS TilJIbHOCTI.
Anwdonc XII, 587, baganona, bapcenona, 08918, Icnanis.

3asiBHUK.

Menapini [ntepremonan Onepeiimonc JlirokcemOypr C.A.

Micue3Haxo:KeHHS 3asiBHMKA.
1, ABento ne na I'ap, JI-1611, JlrokcemOypr, JIrokcemOypr.



