IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

OJIMETEK MJ1HOC
(OLMETEC PLUS)

Cknag:

Ait0Yi PevOBUHK: 0NIMecapTaHy MeAOKCOMIf; FiApoXnopoTiasng;

1 TabneTtka, BKpMUTa N1iBKOBOK 060/I0HKOH0, MICTUTbL ONIMecapTaHy Mefokcominy 20 Mr, rigpoxnopoTiasugy 12,5 mr

abo onmecapTtaHy Megokcominy 20 Mr, rigpoxnopoTiasnay 25 Mr;

abo onimecapTaHy megokcominy 40 mr, rigpoxnopoTtiasngy 12,5 mr;

abo onmecapTtaHy Megokcominy 40 mr, rigpoxnopoTiasngy 25 Mr;

[OMOMIXKHI PEeHOBMHW: LieNton103a MiKpOKpUCTanivyHa; rigpoKcunponinuentonosa ManosamilleHa; 1akrosa, MOHOrigpar; ripoKCUnponisLentonosa; MarHito cteapar,;
nniskosa 060noHKa: Onagpain 02A22352 a60 Onagpari O2A24576, WO MICTUTb:

rigpokcunponinmetunuentonosy 2910, TanbK, TUTaHy giokena (E171), 3anisa okemg xosTuii (E 172), 3aniza okemg yepBoHuii (E 172).

JlikapcbKa thopma. TabneTku, BKPUTI NTIBKOBOK 060/IOHKOHO.

OCHOBHI (pi3nMKO-XiMiYHi BNacTMUBOCT:

AN fosyBaHHA 20 Mr/12,5 Mr: 4epBOHO-XXOBTI, KpYT i TabNeTKM, BKPUTI NIIBKOBOK 060/10HKOLO, AiiaMeTpom 8,5 MM, 3 HanncoM «C22» Ha ogHOMY 60Li;
Ana nosyeaHHa 20 Mr/25 Mr: poxxeBi, Kpyrni TabneTku, BKPUTI NTIBKOBOK 060/I0HKOHO, iaMETPOM 8,5 MM, 3 Hanucom «C24» Ha ofgHOMY 60Li;
Ana no3yeaHHa 40 Mr/12,5 Mr: 4epBOHO-XKOBTI, OBa/IbHi TabNeTKM, BKPUTI NTIBKOBOKO 060/10HKOHD, AiaMeTpoM 15%7 MM, 3 HanmcoM «C23» Ha ogHOMY 6OLii;
Ana [o3yBaHHA 40 Mr/25 Mr: poxxeBi, 0BasibHi TabneTKu, BKPUTI NIIBKOBOK 000/I0HKOHD, AilaMeTPOM 15X7 MM, 3 Hanncom «C25» Ha oHOMY 60U;

dapmakoTepaneBTUYHa rpyna.
3acobw, L0 BN/MBAKOTL HA PEHIH-AHTIOTEH3VNBHY CUCTEMY.
AHTaroHictu aHrioteHsuHy Il ta giypetukn. Kog ATX C09D AQ08.

dapmaKosoriyHi BNacTMBOCTI.

PapmakognHamika.

OnmMeTeK MOC € KOMOIHOBaAHUM rpernapaTtom 6/10kaTopa peLenTopiB aHrioTeH3nHy |l onimecapTaHy MefOKCOMIify Ta Tia3uAHOro AiypeTuka rigpoxsopotiasugy.
Komb6iHauis UMX KOMMOHEHTIB YAHUTb afWTUBHY aHTUTINEePTEH3MBHY Ait0, BHACNIJOK YOro apTepianbHUIn TUCK 3HMXKYETHCA CUbHILLE, HIXK MPWU 3aCTOCYBaHHiI
KOXXHOr0 3 KOMIMOHEHTIB OKPEMO.

Mpwitom npenapaty OnmeTek ntoc 1 pa3 Ha fo6y 3a6e3neyye ePeKTUBHE Ta M’AKe 3HVKEHHS apTepialbHOro TUCKY Ha 24 rofMHM A0 HACTYNHOro npuiomy.
OnmecapTaHy MeJOoKCOMIN.

OnmecapTaHy MeLOKCOMI/I — Lie CEeNeKTUBHUIA 6NOKATOP peLenTopiB aHrioTeH3uHy Il (tuny AT;), NpusHadyeHWin AN 3aCTOCYBaHHSA BHYTPILWHLO. AHTIOTEH3UH Il —
OCHOBHWIA Ba30aKTMBHWIA TOPMOH PeHiH-aHri0TeH3MH-a/IbA0CTEPOHOBOI CUCTEMU, SKWUIW Bigirpae BaXKNMBY Po/b Yy natodisionorii apTepianbHOI rinepTeHsii. BiH
CMPUYMHIOE 3BY)KEHHA CYAWH, IHOYKYE CUHTE3 Ta CeKpewilo anbJoCTepOHYy, CTUMY/IOE CepueBy AifNbHICTL Ta peabcopbuito HaTpito Hupkamu. OnmecaptaH
MPUrHivye eeKTn aHrioTeH3uHy |1, cnpsAMoBaHi Ha 3BY)XKEHHS CYfIMH Ta CEKpeLito anbAocTepoHy, 611oKytoun AT -pelenTop Y TKaHWHax, y TOMY Yucni B rnagKii



MYCKynaTypi CyMH Ta B HafHMPKOBMX 3an03ax. [is onmecapTaHy He 3a/leXuTb Bif mpkepena abo WAsXy CUHTEe3y aHrioTeHsuHy Il. CenekTuBHe 3B’A3yBaHHS
onmMecapTaHy 3 ATq-peLentTopamu aHrioTeH3uHy |1 NpM3BOAWTDL A0 MiABULLEHHS PIBHA PeHIHY Ta KOHLUEHTpauii aHrioTeH3nHy | Ta aHrioteHsuHy |l B nnas3mi KpoBi, a

TaKO0XX 10 NMEBHOI0 3HKEHHSA KOHLEHTpaL,iT abOCTEPOHY B M1a3mi KpPOBi.

Y nauieHTiB 3 apTepiasibHOK rinepTeH3iel0 oiMecapTaHy MefOoKCOMIN 3abe3nevye CTiKe 3HVKEHHS apTepiaibHOro TUCKY, CTYMiHb SKOro 3aneXuTb Bif f03Kn. O3HaK
apTepianbHOI TINOTEH3IT MICNA MepLloro 3acTtocyBaHHA (e(PeKTY «mepLuol Ao3w»), Taxiginakcii Ha TAi TPMBa/IOrO 3acTOCYBaHHA Ta PUKOLLETHOT apTepiasibHOT
rinepTeHsii nicna pi3koi BigMiHW npenapary BUSBIEHO He 6yno.

Mpuiiom 1 pa3 Ha foby ofiMecapTaHy MefoKCOMify 3abe3nedye eieKTVBHE Ta M’SKe 3HUXKEHHS apTepiasibHOro TUCKY NPOTArom 24 roguH Ao HacTYMHOro nNpuiiomy.
Mpwv 3acTocyBaHHI Npenapaty 1 pa3 Ha 406y Oro aHTUrinepTeH3MBHUIA edeKT 6yB NPUGAM3HO TaKMM CamMKM, WO | B pe3y/bTaTi Moro 3acTocyBaHHS ABiYi Ha A06y
B Tl camili 4060BIN [03i.

Y pasi 6e3nepepBHOro NikyBaHHA MaKCUMaslbHe 3HUXKEHHS apTepialbHOro TUCKY AOCAracTbCA Yepe3 8 TWDKHIB MIiCNs Mo4yaTKy NiKyBaHHS; Npu LbOMY iCTOTHUIA
aHTUTINepTEH3MBHUIA e(heKT CNOCTEPIracTbCs BXKe Yepes 2 TUXKHI NiKyBaHHS.

Bnnve onmecapTaHy MefoKCOMIly Ha CMEPTHICTb Ta YaCcTOTY YCK/1aAHEHb He BCTaHOB/IEHUIA.

PaHaoMi30BaHe AOC/IIXeHHs 3aCTOCYBaHHA O/IMecapTaHy Ta NpodinakTuky AiabetnyHoi MikpoansoymiHypii (ROADMARP), nposefeHe 3a yyacTio 4447 nauieHTiB 3
fiabeToM 2 TUMNy 3 HOPMalbHUM PiBHEM a/lbOYMIHYpIT i AK MIHIMYM O4HUM A0AAaTKOBMM (PakTOPOM PU3UKY BUMHUKHEHHS CepLEeBO-CYAMHHUX 3aXBOPHOBaHb,
MPOBOAWIOCA 3 METOK 3’ACyBaTW, Y MOXe Teparif O/MecapTaHOM 3aTpuMaTy 4Yac MosiBv MiKpoasibOymiHypii. Tif yac cepefHbOro nepiofy BifCTEXEHHS
TPUBAICTIO 3,2 POKY NauieHTV OTPMMYBaIM ofiMecapTaH abo nauebo Ha A04ATOK A0 IHLWMUX aHTUTINePTEH3UBHIX 3aC00iB, 38 BUHATKOM iHri6iTopiB Ald abo BPA.
Y MepBUHHIN KiHUEBIN Touui AOCNi[KeHHS 6YN10 NPOAEMOHCTPOBAHO 3HAUYHE 3HMKEHHS PU3UKY NOSBM MIKPOasbOyMiHYpIT Npu 3acTocyBaHHI onimecapTaHy. Ilicns
KOpWIryBaHHS BiMIHHOCTE Yy NOKa3HUKax apTepiasibHOro TUCKY AaHe 3HVKEHHS PU3MKY Nepectano 6yTu CTaTUCTUYHO 3HauyLWmMM. Y 8,2% (y 178 3 2160) nauieHTis
rpynuv onmMecaptany iy 9,8% (y 210 3 2139) — rpynu nnaue6o po3BMHynacs MikpoaiboymiHypis.

Y BTOPWHHIN KIHLEBIW ToYLi cepueBo-CyANHHI ABULLA Bia3Havanucs y 96 nauieHTis (4,3%), aKi oTpUMyBanu ofiMecapTaH, i y 94 nauieHTiB (4,2%), SKi 0TpUMyBau
nnaue6o. Yactota CMepTHOCTI Bif, CepLEeBO-CYAMHHNX 3aXBOPIOBaHb Oyna BULLOK B rpymi onmMecapTaHy, HixX y rpyni nnaue6o (15 nayieHTiB (0,7%) i 3 nauieHTH
(0,1%)), He3Baxatoun Ha MofibHy 4acTOTy BUHWKHEHHS iHCYNbTY 6e3 neTanbHOro Hacnigky (14 nauieHTiB (0,6%) i 8 nauieHTiB (0,4%)), iH(hapKTy Miokapaa 6e3
netasnbHOro Hacnigky (17 nauieHTiB (0,8%) i 26 nauieHTiB (1,2%)) Ta CMepPTHOCTI, He MOB’A3aHOI 3 CepLeBo-CyAMHHUMK npudmnHamu (11 nayieHTis (0,5%) 1 12
nauieHTis (0,5%)). 3arasibHa CMePTHICTb Y rpyni ofiMecapTaHy Oyna ymcenibHO 6isibll BUCOKOK (26 nauieHTiB (1,2%) i 15 nauieHTiB (0,7%)), FONOBHUM YMHOM, 3a
paxyHOK GiNbLLI BUCOKOT CMEPTHOCTI i3 CepLeBO-CYANHHUX MPUYMH.

Y sunpobysaHHi ORIENT (The Olmesartan Reducing Incidence of End-stage Rena Disease in Diabetic Nephropathy Trial) BuByanu BnavB ofiMecapTaHy Ha
pe3ynbTaT HUPKOBUX i CepLeBO-CYAUHHMX 3axBOptOBaHb Yy 577 paHLOMI30BaHMX MauieHTiB B ANOHIT i B KuTal 3 fiabetom 2 Tuny i ACKPaBO BUPaXKEHOH
HetbponaTieto. Mig yvac cepeAHbLOro nepiody BIACTEXeHHS TpuBanicTio 3,1 POKy MauieHTM OTpMMyBain oOfiMecapTaH abo nnauebo Ha [0JaTOK [0 IHLLMX
aHTUTINepTeH3NBHMX 3aC006iB, BK/IOYaouu iHridiTopu Ald.

MepBMHHa 06’€fHaHa KiHUEBa TOYKa (Y4ac MepLUOi MOsIBM MOABOEHHS CMPOBATKOBOrO KpeaTWHIHY, HUPKOBI 3aXBOPKOBaHHA B TepMiHa/IbHIi CTagii, cMepTb 3 YCiX
npu4YnH) 6yna JOCArHyTa Yy 116 nauieHTiB rpynu onmecapTtany (41,1%) i y 129 nauieHTiB, AKi oTpumyBanu nnaue6o (45,4%) (HR 0,97 (95% Al Big
0,75 po 1,24); p = 0,791). BropnHHa 06’efjHaHa CepLieBO-CyAMHHA KiHLUEeBa Touka Oyna gocarHyta y 40 nauieHTiB, Aki oTpumyBain onmMecaptaH (14,2%), i y 53
nawuieHTiB, AKi oTpumyBany nnaue6o (18,7%). [laHa 06’eaHaHa cepLeBO-CyAMHHA KiHLEBa TOUKA BK/OYaia CMEPTHICTb BHACNIJOK CepLeBO-CyANHHMX 3aXBOPHOBaHb
y 10 (3,5%) nauieHTiB, AKi OTpUMyBann onimecapTaH, iy 3 (1,1%) nauieHTiB, AKi 0TpuMyBanu nnayebo; 3araibHWin MOKa3HWK CMePTHOCTI fopiBHtoBaB 19 (6,7%) i 20
(7,0%), iHcynbT 6e3 neTanbHOro pesynbtaty — 8 (2,8%) 1a 11 (3,9%), iHdapKT miokapaa 6e3 netasbHoro pesynbtaty— 3 (1, 1%) i 7 (2,5%) BignosigHo.
ligpoxnopoTiasung.

Figpoxnopotiasng — € TiasugHUM [LiypeTMKOoM. MexaHi3M aHTWUrinepTeH3UBHOT AiT TiasuAHWUX AiyPeTUKIB MOBHICTIO He BMBYEHWA. Tia3nau BNIMBatOTb Ha
peabcopbLito eNeKTPONITIB Y HUPKOBMX KaHa/bLAX, TUM CaMUM MOCWU/IHOKOUM eKCKpeLito HaTpito Ta xnopudy (MpubnansHo Ha OfgHaKoBOMY piBHI). itoun §K



LIYPETUK, TiLpOX/opoTia3ng 3MeHLYe 06°eM NasMu KPOBi, BHACMIAOK 4Oro MiABULLYETHCA aKTMBHICTb PEHIHY B Ma3Mi KpPOBI Ta CeKpeuis aibLoCTepoHy,
36iNbLUYOTLCS BTPATW Kasito Ta GikapboHaTy i3 ceyetd Ta 3HMXKYETLCA TXHA KOHUEeHTpauis B cupoBaTli. OCKINbKN 3B’A30K MK PIBHEM PeHiHY Ta CeKpeLjieto
a/Ib[JOCTEPOHY OMOCEPEeAKOBYETLCSA aHrioTeH3MHOM |1, Ha TAi 3acTOCYBaHHSA rigpoxnopoTiasnay B KOMOiHauii 3 6/10KaTOpOM peLenTopiB aHrioTeH3uHy |l BTpaTtu
Kasito i3 ceyeto Nif Ai€t0 TiasugHUX AiyPeTUKIB MOXYTb 3HMXKyBaTucA. Ipy 3acTocyBaHHI Tifpox/iopoTiasugy Aiype3 HacTae NMpPUOGIN3HO Yepe3 2 roAMHK Mnicns
NpUIoMy, MakCUMa/ibHUI e(heKT [OCATaETbLCA NPUBAN3HO Yepe3 4 roAuHK, a Ais 36epiraeTbCcs BNPOLOBXK 6-12 roAuH.

3a faHvMK enigemionioriyHnX AoCifpkKeHb, TpMBase 3aCTOCYBaHHA TiAPOXI0POTiasngy fK 3aco0y MOHOTepanil CrpUSE 3HUKEHHIO PU3UKY CepLeBO-CYANHHUX
YCK/agHeHb Ta CMepTi Bif HUX.

KniHiuHa ed)eKTUBHICTbL Ta 6e3neka

KombiHoBaHa Tepanis onmMecapTaHy MeLOKCOMINOM Ta rigpoxnopoTiasvuaom.

Mpn KoM6IHOBaHI Tepanii oiMecapTaHy MefOKCOMIZIOM Ta TigpoXnopoTia3naoM aHTUTINePTEH3UBHNIA eDEKT aaMTMBHO MOCWU/IKOETLCA i, IK NPaBWO, NepeBuLLye
eeKTN KOXHOr0 3 KOMMOHEHTIB OKpemo. 3a 06’eHaHUMMN JaHUMK NJiaLe60-KOHTPOIbOBaHNX AOCNILXKEHb, Y Pe3yNbTaTi 3aCTOCYBaHHA OfIMecapTaHy MefoKCOMiny
/rigpoxnopoTiasngy B fosax 20/12,5 mr ta 20/25 Mr cepefiHE 3HMXKEHHS CUCTOMIYHOr0/A4iacTONIYHOIO apTepiasibHOro TUCKY HanpuUKIHLUi iHTepBasly [03yBaHHA (3
KopeKUieto Ha edekT nnauebo) CTaHOBMMO BigNOBIAHO A0 -12/-7 MM pT.CT. Ta -16/-9 MM pT.CT. Bik Ta CTaTb K/iHIYHO 3HaA4YyLOro BNAMBY Ha e(eKTUBHICTb
KOMGIHOBaHOI Tepanii osimecapTaHy MefOoKCOMI/IOM Ta rigpoXn0poTia3naoM He BUABANN.

Mpu 3acTocyBaHHI rigpoxiopoTiasugy y gosax 12,5 Mr ta 25 Mr y nauieHTiB, y AKUX e()eKTUBHICTb MOHOTepanii o/iMecapTaHy MefoKcoMiniom y aosi 20 mr 6yna
HeA0CTaTHbOK, CMOCTepiranocs [A0AAaTKOBE 3HMXKEHHA CepefHbOL000BOro CUCTOMIYHOMO/A4IaCTONIYHOIO apTepialbHOro TUCKY, AKUA BUMIPHOETHCA  LUISAXOM
ambynaTopHOro MOHITOPUHIY apTepiaibHOro TUCKY (Ha -7/-5 MM pT.CT. Ta -12/-7 MM PT.CT. MOPIBHAHO 3 MOYATKOBUMMW 3HAYEHHAMMW, JOCATHYTUMU B
pesynbTaTi MOHOTepanii ofMecapTaHy MeAoKCOMiNoM). Mpu BUMIpHOBaHHI apTepiasibHOr0 TUCKY TpaguuiiHUM MeTO4OM [0[aTKOBe 3HUXKEHHS CcepefHbOro
CUCTO/TIYHOr0/AiaCcTONIYHOIO apTepiaibHOr0 TUCKY HaNPUKIHLI iIHTepBasly 403yBaHHA CTaHOBW/O BIAMOBIAHO 40 -11/-10 MM pT.CT. Ta -16/-11 MM pT.CT. (MOPIBHSAHO 3
NOYaTKOBMMM 3HAYEHHSAMMN).

KombiHoBaHa Tepanisi oniMecapTaHy MefOKCOMINIOM Ta Tifpox/1opoTiasuaoM 3anuianacs eeKTUBHOK BMPOAOBXK TpuBanoro nepiody nikyeaHHs (1 pik). Y pasi
BiAMiHM ONMecapTaHy MeOKCOMiNy (SIKWMI1 3aCTOCOBYBaBCA AK Yy KOMOIHALi 3 rifpox/opoTia3nioM, Tak i OKpemo) PUKOLLETHOT apTepiaiibHOT rinepTeHsii He
crnocTepiranocs.

Bnnue kombiHOBaHOro npenapaty O/fMecapTaHy MeAOKCOMINy Ta rigpoxnopoTiasniy Ha CepLeBO-CYAMHHI YCKNaAHEHHS | CMEPTHICTb Bif, HMX Ha CbOrofdHi He
BiJOMMIA.

ligpoxnopoTiasng

HemenaHOMHWIA pakK LLKipW

3a JOCTYNHUMW JaHUMK enigeMioNoriYHNX JOCNIAXKEHb, ICHYE KYMYNATUBHUI 40303a/1€XKHNI B3aEMO3B 30K MiXK 3aCTOCYBaHHSAM Fifpox/opoTiasuay Ta pO3BUTKOM
HeMeNMaHOMHOrO0 paky LWKipu. 3adikcoBaHo 71 533 Bnagkn 6a3abHOKMITUHHOIO paKy LKipy Ta 8 629 B1MNaaKiB NNOCKOKNITUHHONO paKy LKipW Yy AOCNIMKEHHI 3a
yuacTio 1 430 833 Ta 172 462 0cob6iB BifMnoBifAHO. 3aCTOCYBaHHA BUCOKUX 03 rigpoxsiopoTiasugy (=50 000 Mr KyMynsaTMBHO) 6yno NOB’A3aHO 31 CKOPUIOBaHWM
KoedilieHToM pu3nky 1,29 (95 % Al: 1,23-1,35) ans 6a3abHOKMITUHHOIO paky LWKipu Ta 3,98 (95 % Al: 3,68-4,31) ans NAOCKOKMITUHHOIO
paky LWKipn. CnocTtepirascs YiTKAN BNAUB KyMYNATUBHOI 03U K NPU 6a3aibHOKNITUHHOMY paky LUKipW, Tak i NpW NJOCKOKNITUHHOMY paky LKipy. IHLe
[OCNIHKEHHSA NOKAa3a/10 MOX/IMBUIA 3B’A30K MiXK BUHUKHEHHSM paKy ry6 (M10CKOKNITUHHWI paK LIKipK) Ta eKCrno3uuieto rigpoxnopoTiasugy: 633 BunaLku paky ry6
y AocnifkeHHi 3a yyacTio 63 067 0co6iB, 3 BUKOPUCTAHHAM CTpaTerii BUOIpKM pu3nKy. Bnave KymynsaTvBHOI 4031 6yN0 NPOAEMOHCTPOBAHO 3i CKOPUIOBaHUM
KoewiLieHToM pusnky 2,1 (95 % Al: 1,7-2,6), 3 nigsuLleHHAM JaHoro koegiuieHta fo 3,9 (3,0-4,9) npu 3actocyBaHHiI B1COKOT fo3un (~25 000 mr) Ta go 7,7




(5,7-10,5) npu BUKOPUCTaHHI HanBiNbLLOT KyMynAaTUBHOI 4031 (~100 000 Mr) (amB. po3ain «Oco6IMBOCTI 3aCTOCYBAHHS»).

IHWa iHopmauis

CninbHe 3acTocyBaHHs iHri6iTopis AlN® Ta 610KaTOPiB pPeuenTopiB aHrioTeHsuHy |l 6yno [ocnigkeHO Yy [ABOX LUMPOKOMACLUTabHMX, paH4oMi30BaHMX,
KOHTponboBaHMX gocnigpkeHHsAX (ONTARGET (ONgoing Telmisartan Alone i B kom6iHauii 3 Ramipril Global Endpoint Trial) i VA NEPHRON-D (The Veterans
Affairs Nephropathy in Diabetes)).

ONTARGET sBnsino coboto foCNiMKeHHs, NpoBeeHe 3a y4acTo NauieHTIB i3 cepLeBo-CyANHHUMN abo LepebpoBacKyNAPHNUMIY 3aXBOPHOBAHHAMY B aHaMHe3i abo
LYKPOBMM AiabeToM 2 Tuny, WO CYNpPOBOMAKYETLCSA 03HAKAMU YpaxKeHHs opraHy-miweHi. VA NEPHRON-D aBnsno coboto A0CNiIpKeHHS, NpoBefeHe 3a y4acTto
nauieHTIB i3 LyKpoBMM fiabeToM 2 Tuny Ta AiabeTUYHOK Hethponartieto. [OCNi[KEHHA He BUSBWM 3HAYMMOTO CMIPUATIMBOIO BI/IMBY Ha pPe3ybTaT HUPKOBMX Ta/abo
CepLeBo-CyANHHMX 3aXBOPHOBaHb | HA CMEPTHICTb Bif HUX, TOAI AK Y NMOPIBHAHHI 3 MOHOTepanieto MigBULLMBCA PU3NK PO3BUTKY TinepKanieMii, FOCTPOro ypaKeHHs
HMPOK Ta/abo rinoToHIT. BpaxoBytoum CXOXICTb (hapMakoAMHaMIYHUX BNaCTUBOCTEN, AaHi pe3y/bTaTh TaKoX 3aCTOCOBHI ANs iHWKX iHri6iTopis AlN® Ta 6nokatopis
PeLenTopiB aHrioTEH3MHY II.

CninbHe 3acTocyBaHHS iHri6iTopis AlN®d Ta 6/10KaTopiB PeLenTopiB aHrioTeH3unHy |1 NPoTUNoKasaHo nauieHTam 3 4iabeTUYHOK HeghponarTieto.

ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal Disease Endpoints) sB1s/10 cO60t0 A0CNIIKEHHS, NPOBEAEHE 3 METOK BUSBNEHHS
MO3UTUBHOIO eqpeKTy Bif LOLaBaHHA aniCKipeHy J0 CTaH4apTHOI Tepanii iHribiTopamu AMN® abo 6/10kaTopaMuy peLenTopiB aHrioTeH3nHy |1y nauieHTIB 3 LyKpOBUM
AiabeTom 2 TUMy Ta XPOHIYHMM 3aXBOPHOBAHHAM HUPOK, CepLEeBO-CYAUHHUMY 3aXBOPHOBaHHAMM abo 060ma 3axBOptoBaHHAMU. [laHe focnifkeHHs 6yno nepepsaHo
paHille y 3B’A3KYy 3 MiABULLEHUM PU3NKOM HebakaHUX HacnifgkiB. CMepPTHICTb Bif, CepLEBO-CYANHHMX 3aXBOPHOBaHb | BUHWKHEHHS THCYNbTY OynM YacTiluMMmn B
rpyni, Wo npuiiMana anickipeH, HX y rpyni, Lo npuinMana nnaue6o, Ta NoBiZOMIEHHS NPO HebaxaHi ABMLLA | Cepino3Hi HebaxKaHi ABMLLA (rinepkaniemMis, rinoTeH3is
| nopyLUeHHs (YHKLIT HUPOK) 6ynn YacTilmmMuy B rpyni, ska npuiAMana anickipeH, HXX y rpyni nnaye6o.

dapmakoKiHe TVKa.

BCMOKTYBaHHS Ta pO3nogis.

OnmMecapTaHy MeJoKCOMIN.

OnmecapTaHy MefOKCOMIN — uUe Mponiki. BiH LWBWAKO NEpeTBOPHOETLCA Ha (PapMaKoioriyHO akTMBHWUIA MeTaboniT onmecapTaH Mig Ai€t0 ecTepa3 y CAU30BIM
060/10HLi KMLWIEYHMKY Ta B NOPTa/bHiil KPOBI Mif Yac BCMOKTYBaHHS 3 TPaBHOro TpakTy. AHi y nnasmi, aHi B NPOAyKTax BUAINEHHS ofiMecapTaHy MeaoKCoMin abo
60KOBa MeJOKCOMi/IbHa rpyna y He3MiHeHOMY CTaHi He BusBnsnucsa. CepefHs abcontoTHa Bi04OCTYNHICTL OMecapTaHy Y (hopMmi TabneTok cTaHoBuna 25,6 %.
CepefHsa MakcumasibHa KOHLUeHTpaLisd (Cyax) 0/IMecapTaHy B Mia3Mi KPOBi AOCAraETbeca NpubnsHo Yepes 2 rOAUHY Nicns 3aCTOCYBaHHA BHYTPILWHBLO. Y

pa3i 0[HOPa30BOro 3aCTOCYBAHHSA BHYTPILUHLO B [03i [0 80 MI KOHLEHTPALLiS 0MecapTaHy B Nnas3mi 36iMbLIyeTbCA NPUGIU3HO NPOMNOPLIAHO A03i. IXKa YMHUTL
MiHIMa/IbHWUIA BNAMB Ha 6i040CTYMHICTL O/IMecapTaHy, TOMy O/fiMecapTaHy MeLOKCOMIST MOXHA 3aCTOCOBYBATW HE3a/1eXHO Bif, BXMBaHHSA iXKi. KMiHIYHO 3HaYyLLMX
BiAMIHHOCTEN Yy (hapMaKOKiHETUL ofiMecapTaHy B OCi6 pi3HOI cTaTi He BUsiBNeHO. OnmecapTaH aKTUBHO 3B’A3YETbCA 3 GinkaMu nnasmu (99,7 %), NpoTe pu3mnK
K/MHIYHO 3HauyLLMX B3aEMOZIN 3 iHLUMMK NpenapaTamy BHACNILOK KOHKYPEHLIT 3a 3B8’A3yBaHHA 3 6inkaMu nnasmm HeBefMKUA (NigTBEPIXKEHHS TOMY — BifiCYTHICTb
KNiHIYHO 3HauYyLL0l B3aEMOMii Mi>K 0/iMecapTaHy MeOKCOMINOM Ta BapdapuHom). 3 KNiTUHaMKM KPOBI O/IMecapTaH 3B’3y€eTbCA HE3HaYHOK Mipoto. CepefiHin 06°em
pO3MnoAiNny nicns BHyTPiLLHLOBEHHOIO BBEAEHHS HEBENNKMIA (16—29 n).

ligpoxnopoTiasug,.

Y pasi 3aCTOCyBaHHsA BHYTPILUHLO O/IMecapTaHy MeJOoKCOMilly B KOMOiHaLii 3 rigpoxnopoTiasnupomM MediaHa yacy AOCATHEHHA Cygx TiApoXnopoTiasniy B nnasmi
KpoBi cTaHOBMNa 1,5-2 roamHu. MigpoxnopoTiasung 38’A3yeThesa 3 6inkamu naasmm Ha 68 %, a 1ioro ysBHWUIA 06°em po3noginy ctaHoBuTb 0,83-1,14 n/kr.
BioTpaHchopmaLlis Ta eniMiHaLLis.

OnmecapTaHy MeOKCOMi.

CymapHWiA KipeHC onMecapTaHy Afs naa3Mu KpoBi CTaHOBUTb npu6nusHo 1,3 n/rogmHy (koediuieHT Bapiayii 19 %) Ta MOPIiBHAHO 3 NeYiHKOBUM KPOBOTOKOM
(npn6nmsHo 90 N/roanHy) BiHOCHO HEBMCOKMIA. Micns 0HOPa30BOr0 3aCTOCYBaHHS BHYTPILLHLO O/IMEcapTaHy MeJOKCOMiny, MiueHoro izoTornom 14C, 10-16 %




PasioaKTUBHOT MITKV BUSIBIANWCSA B Cedi (Be/IMKa YacTUHA — BMPOLOBX 24 TofMH Nicns NpuiioMy); pagioakTUBHA MITKa, L0 3a/MLIniacs, BUABNSAIAcA B
Kasni. BpaxoBytouu, Lo cuctemHa 6iofoCTynHICTb Npenapaty cTaHoBUTL 25,6 %, MOXHa po3paxyBaTy, L0 O/IMecapTaH, L0 BCMOKTABCA, BUBOAUTLCA AK HUPKaMU
(npn6nunsHo 40 %), Tak i renatobiniapHoto cuctemoro (NpnbamnsHo 60 %). Bcsi pagioakTvBHa MiTKa, BUSIBEHA Y NPOAYKTaxX BUAINEHHS, 3Haxoaunacsa y cknagi
onmecapTaHy. IHWKUX 3HaYyLMX MeTaboniTiB BUSABMIEHO He BYN0. Y KULLKOBO-NEYiHKOBOMY KpPYroobiry onimecaptaH yyacTti NpakTuyHO He 6epe. OCKiNbKN Bennka
YyacTMHa O/IMecapTaHy BUBOAMTLCA 3 XKOBYHO, 3aCTOCOBYBATU MOr0 nawieHTaM 3 06CTPYKLIEH YXOBUYHMX MPOTOK NpoTMnokasaHo. KiHuesuid nepios HanisBUBELEHHS
onMecapTaHy nicns 6araTopasoBoro 3acToCyBaHHS BHYTPILLHLO 3MIHIOETbCA B AianasoHi Big 10 go 15 r. CrauioHapHWiA cTaH focAraBcs Micns neplumx KinbKox
npuitomis; nicna 14 gHiB 6aratopasoBoro 3acToCyBaHHS NOLANbLLOr0 HAKOMMYEHHS NpenapaTy He cnoctepiranocs. Hupkosuid KnipeHc ctaHoBMB Npu6ansHo 0,5-0,7
n/roguHy Ta Bif, 403M NpenapaTy He 3a/1eXKas.

ligpoxnopoTiasug,.

ligpoxnopoTiasug B opraHiami OAUHN He MeTaboni3yeTbCA Ta Maike MOBHICTIO BUBOAUTLCA B HE3MIHEHOMY CTaHi i3 ceyeto. [Ticns 3acTOCyBaHHS BHYTPILLHbO
npnéamsHo 60 % [03M BUBOAMTLCA B HE3MIHEHOMY CTaHi BNPOAOBX 48 roauH. HUpPKOBWIA KNipeHC CTaHOBMTb Mpu6an3Ho 250-300 mn/xB. KiHUeBWiA nepiog,
HaniBBMBEAEHHS — 6/11M3bK0 10-15 roauH.

Komb6iHauisi onMecapTaHy MeoKCoMiny 3 rifpoxnopoTiasuaoMm.

Y pasi 3aCTOCYyBaHHA Tifpox/iopoTiasuay B KOMOIHaLIT 3 oiMecapTaHy MeAOKCOMIIOM CUCTeMHa 6I0A0CTYNHICTb MEPLLIOro 3HMXKYETLCA NPM6an3HO Ha 20%, npoTe
nofibHe 3HMKEHHSA He Mae KNiHIYHOro 3HavyeHHs. ®apMaKoKiHeTMKa OfIMecapTaHy Yy pasi oro 3aCToCyBaHHA B KOMOiHaL,iT 3 FiApOX/10poTias3naoM He 3MiHHETLCS.
PapMaKOKIHETMKA B OKPEMUX IPYyN NALLIEHTIB.

MayieHn TV NiTHLOrO BiKy (BIKOM Bif 65 POKiB).

Y nauieHTiB NiTHLOro BiKy (65-75 poKiB), XBOPUX Ha apTepiasibHy rinepTeHsito, naowa nig gapmakokiHeTMuHO KpuBoto (AUC) onmecaptaHy B CTaliOHapHOMY
cTaHi 6yna npn6an3Ho Ha 35 % BULLOKO, HIXX Y NauieHTiB MOMOALIOrO BiKy, a Y NauieHTiB BIKOM =75 pOKiB — NpM6/n3HO Ha 44 % BULLOHO.

3BaXarounm Ha HasiBHI fAaHi, MOXHa BBaXaTu, WO B 0Ci6 NiTHLOM0 BiKY (fK 340POBMUX, TaK i XBOPWMX Ha apTepiasibHy TFiNepTeH3it0) CUCTEMHMWIA KipeHc
riApoxnopoTiasnay HKUNIA, HiXK Yy 340p0BMX A06POBO/BLLIB.

MopyLUeHHs (hyHKLIT HUPOK.

Y nauieHTiB 3 NOpyLIeHHAMM (YHKLIT HUPOK Nerkoro, cepeHbLOro Ta TsXkKkoro ctyneHs AUC oniMecapTaHy B CTalioHapHOMY CTaHi 6yna BignoBigHo Ha 62 %, 82 %
Ta 179 % BULLOIO, HIXX Y 30pOBUX A06POBO/LLIB. [Nepiof HaniBBMBEAEHHS TiApOXN0poTia3nay Y NauieHTiB 3 NOpyLUeHHAMM QYHKLIT HUPOK 36ibLUEHNIA.
MopyLueHHs hyHKLIT NeYiHKK.

[Micns of4HOPa30BOro 3acToCcyBaHHS BHYTPiWHL0 AUC onmecapTaHy Y NauieHTiB 3 NOpYLUIEeHHAMN QYHKLIT NeYiHKM Nerkoro 1a cepefHboro CTyneHs TSHXKOCTI byna
BIAMOBIAHO Ha 6 % Ta 65 % BULWOKD, HDK Y 340p0OBUX L0OPOBO/bLIB KOHTPOMILHOI FPyny 3 TakMMKM CaMUMKU [eMorpagiyHvMM MOoKasHUKaMun. Y 340pOBUX
[06pOBONBbLIB Ta Y NAUIEHTIB 3 NOPYLUEHHAMM (DYHKLIT NeYiHKM Nerkoro Ta CepefHbOro CTyneHs TAXXKOCTI He3B A3aHa (PpakLis oiMecapTaHy yepe3 2 rofuMHN nicns
npuinomy ctaHoBmna BignosigHo go 0,26 %, 0,34 % Ta 0,41 %. T[licna 6araTopa3oBOro 3actocyBaHHs cepefHs AUC onimecapTaHy Y MauieHTiB 3 NOPYLUEHHSAMMN
(DYHKLIT MeYiHKM CepefHbOro CTymneHs THXKOCTI 6yna Ha 65 % BUWLLOK, HIX Y 300POBMX AOOPOBO/LLIB KOHTPO/ILHOT FPYNX 3 TaKUMW CamnMK AeMorpadivyHnMm
MOKasHUKamm. 3HaueHHA Cyyax O/IMEcapTaHy Y MauieHTiB 3 NOPYLUEHHAMMW (DYHKLIT NMeYiHKN Ta 3[40p0BMX A06POBO/bLLIB OY/IM CXOXUMU. Y MaLEHTIB 3 TAXKKAM
MOPYLUEHHAM (PYHKUIT NMeYiHKM eqleKTUBHICTb OfIMecapTaHy MefOoKCOMisly He BM3HayeHa. Ha (apmakoKiHEeTUKY rigpox/iopoTiasugy NopyLieHHA PYHKLIT NeviHKu
iICTOTHO He BMNVBaIN.

B3aemogifi 3 iHWMMU NiKapCbK1uMm 3acobamm

NikapcbKuii 3aci6 Konecesenam, WO 3B’A3YE XOBYHI KACNOTK

OfHouacHuiA npuiiom 40 Mr onMecapTaHy mMefokcominy i 3750 Mr Konecesenamy rifpoxnopuay y 340poBuX LO6POBONLLIB MPU3BOANB A0 3HUKEHHA Crax HA 28% |
10 3HWKeHHs AUC Ha 39% ans onmecapTaHy. MeHLWniA BNvB, 3HMXKeHHA Crg | AUC Ha 4% i 15% BifnoBsifHO, CrocTepirascs, Kon onmecaptTaHy MeLoKCOMis

npr3Ha4anu 3a 4 roauHu Ao NpuiioMy Konecesenamy rigpoxnopuiy. Yac HaniBBMBeAEHHS ofiMecapTaHy 3HMKYBaBCst Ha 50-52% He3aneXHo Bif, Toro, NpusHadanmcs




npenaparu chisibHO Y1 NPUInOM onIMecapTaHy BifbyBaBcs 3a 4 rogvHN Lo NPUIAOMY KOseceBesiamy rigpoxnopuay.

JLOKNiHIYHI gaHi 3 6e3neku

TOKCUYHWUIA BNAMB KOMOGIHaLiT onimecapTaHy MefOKCOMifly Ta rigpoxnopoTiasniy OuiHoBanM Yy AOCHIMKEeHHSX i3 6araTopa3oBMM MepopasibHUM BBELEHHSM
npenapary Lypam Ta cobakam (po 6 micauis).

AK | Npu 3aCcTOCyBaHHI npenapaTty OKPemo, Tak i Yy pasi 3aCTOCyBaHHS 3 IHLWMMMK NiKapCbKMMKU 3aco6amMu TOro X Knacy, TOKCUYHWIA BNAUB LAHOT KOMOiHaLiT
HanpaeNeHUA roNI0BHUM YMHOM Ha HUPKW. Ha (hoHi 3acTocyBaHHS KOMOIHaLiT ofiMecapTaHy MeAoKCOMiNy Ta rifpoxsopoTiasuay cnoctepiraimcb QyHKLiOHabHI
3MiHM HUPOK (MiABULLEHHSA a30TYy CEYOBUHW Ta KpeaTUHIHY CMpOBaTKW). Y LWypiB Ta cobak, SKMM 3aCTOCOBYBa/I KOMOIHALiHO 3 BUCOKMMW [03aMN KOMMOHEHTIB,
crnocTepirannch gereHepayis i pereHepanis HUPOK, MOX/IMBO, Yepe3 NopYLUEHHS! HUPKOBOI reMOAMHaMiKM (3HUYKEHHS HUPKOBOMO KPOBOTOKY BHAC/I0K apTepiasibHOT
riNOTeH3IT Y NOEAHaHHI 3 TIMOKCIEH Ta AereHepauieto KaHabLEeBMX KNiTUH). Kpim TOro, 3acTocyBaHHSA KOMOIHALIT 0/iMecapTaHy MefLOoKCOMify Ta rigpoxnopoTiasnay
MPU3BOANNO [0 3HUKEHHSA MOKa3HWKIB epUTPOLUTIB (YMCNa epUTPOLMTIB, reMoriobiHy Ta reMaToKpuTy) Ta 3MEHLLEHHA Macu cepus y wypis. JaHi pe3ynbtatu
crocTepiran1cs i y pasi 3acTocyBaHHs iHLLMX 6/10KkaTopis AT;-peLenTopis Ta iHri6itopis AMN®. AIMOBIpHO, BOHM 3yMOB/IEHI (hapMaKo/IOriuHOK fick0 0OnMecapTaHy

Me[0KCOMIify Y BUCOKMX [103aX | He COCTepiralnTbCs Y pasi 3aCTOCyBaHHSA npenapaTy y peKOMeH40BaHNX TepaneBTUYHMX [03axX.

Y [ocnifpKeHHAX reHOTOKCUYHOIO BM/IMBY KOMOIHALIT 0/IMecapTaHy MeLOoKCOMINy Ta rigpox/opoTiasuniy, a TakoX LMX KOMMNOHEHTIB OKPEMO »KOLHMX 03HAK K/IHIYHO
3HaYyL0i FeHOTOKCUYHOCTI He BYN0 BUAB/IEHO.

KaHLeporeHHUin BNIMB KOMOIHaLiT onimecapTaHy MeAoKCOMIy Ta Fiipox/opoTiasuay He BMBYABCA, OCKIfIbKM B KNIHIYHIA NPaKTULi 03HaK KaHLEPOreHHOro BnavMBy
OKPeMuX KOMIMOHEHTIB Mnpenaparty He 6y/10 BUSBMEHO.

Y MuLelt Ta LWypiB, SKMM 3aCTOCOBYBa/IM O/IMecapTaHy MeAOoKCOMIN Yy KOMGiHaUiT 3 rigpoxnopoTia3naom, 03HaK TepaToreHHOro BnamMBy He 6y/0 BUSBNEHO. AK i crij,
Oyno o4ikyBaTn A1 NiKapCbKMX 3ac06iB AaHOro Knacy, Yy LiypiB, AKMM 3acTOCOBYBa/iM KOMOiHALUiO OfiMecapTaHy MeOKCOMiny Ta rigpoxnopotiasuay nig vac
BariTHOCTI, CMOCTepirasiacs TOKCUYHa fif Ha NJij, WO BUABNANACA B 3HAYHOMY 3HVDKEHHI Macu Tina nnoja (aus. po3gin «poTunokasaHH:a» Ta «3aCTOCYBaHHSA Y
nepiog BariTHOCTI ab0 rofyBaHHS rpyaaLo»).

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

EceHujianbHa rinepreHsis.

Kom6iHoBaHuiA npenapaT OnMeTeK NAOC NPU3HaYeHU 419 JOPOCINX NALieHTIB, Y AKMX 3aCTOCYBaHHA OAHOMO NWLIe OoNMecapTaHy MefoKCOMINy He 3abe3nevye
3HWKEHHSA apTepiaibHOro TUCKY A0 HEOOXiAHOr0 PiBHSA.

MpoTuUnokasaHHs.

- MigBuLLeHa YyTAMBICTb L0 AIKOUNX PEYOBUH, [0 OY/4b-AK0i 3 JOMOMDKHMX PEHOBUH ab0 [0 IHLWMX NOXIAHWUX CyNb(aHinamiais (rigpoxnopoTiasng Takox € NoXigHUM
cynbaHinamigis).

- TSOKKi nOpyLUEeHHS PYHKLUIT HAPOK (KnipeHC KpeaTuHiHY < 30 MA/XB).

- CTilika rinokaniemis, rinepkasbLjieMis, rinoHaTpieMis Ta KNiHIYHO BUPaXKeHa rinepypukemis.

- TSHKKI nopyLeHHs (YHKLIT NeYiHKK, Xonectas Ta 06CTPYKTUBHI 3aXBOPHOBAHHSA YKOBYHUX LUNSXIB.

- BariTHicTb ab0 nnaHyBaHHS BariTHOCTI.

CyMicHe 3acTocyBaHHS fliKapcbkoro 3acoby OsfiMeTek M/tOC i Mpenaparie, WO MICTATb afiCKipeH, MPOTUMOKAa3aHO MauieHTaM i3 LyKpoBUM fAiabeTom abo
MopyLLIEHHAM (YHKLiT HUpoK (LLUK® <60 Mn/xB/1,73 M2).

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAW B3aEMOZIN.



Mo TeHLiHO MOXK/IMBI B3AEMOZIT NMOB’A3aHi i3 3aCTOCYBaHHAMAK O/IMecapTaHyMeLOKCOMINY Tak i rigpoxnopoTiasugy.

OfiHoYaCHe 3aCTOCYBAHHSA He PEKOMEHYETLCS

MpenapaTu NiTitO.

Mpn ogHOYaCHOMY 3aCTOCYBaHHI MpenapariB NiTit0 3 iHri6iTopaMn aHriOTEH3VMHMEPETBOPIOHOYOro PepMeHTY Ta iHOAI 3 6/10KaTopamMy PeLenTopiB aHrioTeH3MHY 1l
crnocTepiranocst 060poTHE 36i/bLUEHHS KOHLEHTPALIT NiTito Yy CMpOBaTL KPOBI Ta MOro TOKCUYHOT Aii. KpiM TOro, 3a HasiBHOCTI TiasufiB HUPKOBWUIA KNipeHC NiTito
3HUXYETHCA, TOMY PU3MK MOro TOKCUYHOI AiT Ha TNi 3aCTOCYBaHHSA rigpoxXiopoTias3ugy Moxe 36inbluyBaTucs. Y 3B’43Ky 3 MM 3acTocyBaHHA npenapaty OnmeTek
NAKC Y NOEAHaHHI 3 NITIEM He PEeKOMEeHAYETbCA. Y MauieHTiB, SKAM Ui npenapat¥ Heo6XigHO MpM3HayvaTh OAHOYACHO, Mif Yac JiKyBaHHA CNif peTesibHO
KOHTPO/IHOBATM KOHLEHTpaLito NiTiko B CUMpoBaTLi.

OfiHoYaCHe 3aCTOCYBaHH4, L0 BUMarae 06epeXxHoCTi

BaknodeH.

Mo>ke nocuIoBaTUCA rinOTeH3NBHA 4if.

HecTepoigHi npoTu3ananbHi nikapcbki 3acobu (HIM13).

HMN3 (Hanpuknag auetuncaniumnosa Kucnota (>3 r/aoby), iHri6itopy LIOIM-2 Ta HecenekTuBHI HIMJ13) MOXKyTb NOCNabnsTU aHTUTINEPTEH3NBHY Ait0 TiasngHnX
AIYpeTrKiB Ta 6/10KaTopiB peLenTopiB aHrioTeH3uHyY I1. Y aeaknx nauieHTiB 3 NOPYLUEHHAMU (DYHKLIT HUPOK (Hanpuknag y 3HeBOLHEHMX NauieHTiB abo nauieHTIB
NITHLOrO BIKY i3 3aXBOPHOBAHHAMW HWPOK) Ha TNi 3acTOCyBaHHA 6/10KaToOPiB peuenTopiB aHrioteHsuHy |1 oAHoOYacHO 3 npenapataMu, SAKi iHriOYHOTb
LMKNOOKCUIeHasy, Lji NOPYLUEHHS MOXYTb MOCW/IIOBATUCA, 30KpeEMa MOXe BUHMKATU rocTpa HUPKOBA HeJOCTATHICTb, fKa, Y GiNbLIOCTI BUNaAKiB Mae 060pOTHMI
XapakTep. ToMy 3a3HayeHi npenapaTi B KOMOIHALIT OAMH 3 OAHMM C/lij Npu3HayaTy 3 06epeXHICTI0, 0CO6/IMBO NalieHTaMm MiTHLOrO BiKy. auieHTV nNpu Lbomy
MOBMHHI BXWBATW AOCTATHIO KiNbKICTb pignHK. Kpim Toro, nicns novyaTky KOM6iHOBaHOI Tepanil Ta NoTiM 3 perynspHUM iHTepBasioM (OYHKLiO HAPOK Yy MauieHTiB
NMOTPIGHO KOHTPO/HOBATMW.

OfiHoYaCHe 3aCTOCYBaHHS, LU0 BUMAarae ocobvBOI yBaru

AMIhOCTUH.

Mo>ke nocunoBaTUCH aHTUTINepTeH3MBHA Ais.

[HLWIi rinoTeH3VBHI 3ac06y.

AHTUrINEpTeH3NBHWIN epeKT npenapaTy ONMETeK NOC MOXe MOCUIOBATUCA Y pasi MOro 3acToCyBaHHS OLHOYACHO 3 iHLWIMMW npenapaTaMu, AKi 3HUKYHTb
apTepiaibHWIA TUCK.

ETunosuin cnupT, 6apbiTypaTy, HAPKOTUYHI aHAITe TUKM Ta aHTUAenpecaHTw.

MOXyTb NOCUANTICA MPOSBU OPTOCTATUYHOT TNOTEH3II.

MO TeHLiHO MOXK/MBI B3aEMOLIT 3 0O/IMecapTaHy MeLOKCOMI/IOM.

OfHoYacHe 3aCTOCYBAHHSA He PEKOMEHAYETHCA

IHri6iTopun Ald, 6rokaTOpK peLlenTopis aHrioTeH3uHy 11 abo anickipeH.

[aHi KniHiYHMX BUNPO6YBaHb MOKa3yoThb, WO NoABiiHa 6/10Kada peHiH-aHrioTeH3H-anbaocTepoHoBol cnuctemm (PAAC), noB’s3aHa 3i CNiflbHUM 3aCTOCYBaHHAM
iHridiTopie AMN® Ta 6/10KaTOPIB PELENTOPIB aHrioTeH3UHy |l abo anickipeHy, NPM3BOAWUTbL A0 MIABULLEHHS 4acTOTU HebaaHUX SBULL, TaKMX SK TiNOTeH3is,
rinepkaniemis i 3HWKeHHA (DYHKLIT HAPOK (B TOMY YMC/i FOCTPa HUPKOBA HEAOCTATHICTL), B MOPIBHAHHI 3 BUKOPUCTaHHAM OLHOrO 3aco6y, akuii fie Ha PAAC.
Jlikapcbki 3aco6u, Lo BNAMBAKTh HA KOHLEHTpaLit0 Kanito B KPOBI.

3 ornfay Ha [oCBif, 3aCTOCYBaHHA IHLIMX NIKAPCbKMX 3ac06iB, AKI NPUTHIYYOTh PeHiH-aHTIOTEH3MHOBY CUCTEMY, KOHLEHTpaLif Kanito B CUpoBaTLi KPOBi MOXe
36inbLUyBaTMCA NPU OLHOYACHOMY 3aCTOCYBaHHI Kanilizbepiratoumx AiypeTukis, npenapaTtis Kaito, KanieBMiCHUX 3aMiHHMKIB XapyoBOi CONi Ta iHWMX npenaparis,
3[aTHMX NiABMLLYBaTN KOHLIEHTPaLit0 Kaito B KPOBi (TakMX SiK renapuiH, iHriitopu Ar®). MNpu npusHadeHHi npenapaty ONMeTeK NC 04HOYACHO 3 NpenapaTamu,
AKi BNIMBaKOTb Ha PiBEHb Kaslito, PEKOMEHAYETHCA KOHTPO/IHOBATU CUPOBATKOBY KOHLIEHTPAL, IO Kanito.




NikapcbKuin3acio konecesenam, Lo 38°A3ye XKOBYHI KUCNOTW.
CnifibHe 3aCTOCYBaHHA KONeceBeiamy rifpoxniopuay, Lo 38’A3YeE XXOBUHI KAC/IOTU, 3MEHLLYE CUCTEMHWIA BM/IMB i MiKOBY KOHLEHTPALLit0 0/IMecapTaHy B n1a3mi, a Takox
3HUXYE Nepiof HaniBeuBeeHHS. [puitom onmecapTaHy MeAOKCOMINY K MiHIMYM 3a 4 rOAMHN J0 NPUIAOMY KoneceBenamy rifpoxnopuay 3HUXyBaB eqeKT NiKapcbKoT
B3aemogil. Cnif po3rnsHy TMMOX/IUBICTb NPMInOMY OfIMecapTaHy MeAOKCOMINYSiK MiHIMyM 3a 4 FOAVMHKU A0 NPUIAOMY KO/leceBenamy rigpoxaopuay.
JlogaTkoBa iHhopMmaLis.
BigsHayasnocq nomipHe 3HMXXeHHS 6i040CTYMHOCTI O/fIMecapTaHy MeAOKCOMINY MicnA MiKyBaHHA aHTauugamy (MarHito-atoMmiHito rigpokcungom). OnmecapTaHy
Me[OKCOMI/1 He BUSB/SE 3HAYHOI O BM/IMBY Ha (hapMaKOKIHETUKY Ta (hapMakoAMHamiKy BapapuHy abo hapmMakoKIHETUKY AUTOKCUHY. Y 340p0BMX A06POBO/BLIB, SKi
npUiMann onvecapTaHy MeAoKCOMIN OAHOYACHO 3 NPaBacTUHOM, KNiHIYHO 3HaUYLLMX 3MiH (hapMaKOKIHETUKM UMX NpenapaTiB He Bifg3Hayanocs. Y AOCNIMKEHHSX in
Vitro K/IiHIYHO 3Ha4yLLOro NPUrHiYeHHs O/IMecapTaHOM aKTMBHOCTI i3ogepmeHTiB |AL/2, [1A6, 11C8/9, 11C19, 1ID6, IIEL Ta I11A4 untoxpomy P450 y noavHu
BUAB/IEHO He BY/10; BIAHOCHO i30epMeHTIB uuToXpomy P450 y TBapuH ofiMecapTaH abo YMHMB He3HaYyHy IHAYKYHUY Ait0, ab0 He YMHMB XKOAHOI. TaKMM YMHOM,
KMIHIYHO 3HaYyLLMX B3aEMOAIA MK O/IMecapTaHOM Ta NiKapCbKMMK 3acobamu, siKi MeTaboni3yroTbCs 3a y4acTi 3a3HayeHuX i30()epMeHTIB CUCTEMMU LUTOXPOMY
P450, He o4iKyeTbCA.
MoTeHLiiHO MO>K/MBI B3aEMOSIT 3 FigpOX10pOTiasniom.
OfiHoYaCHe 3aCTOCYBaHHSA He PEKOMEHYETLCS
Jikapcbki 3aco6u, L0 BNAMBAKTh HA KOHLEHTpaLit0 Kanito B KPOBI.
inokaniemiyHa Ais rigpoxnopoTiasnay MoXke NocuIOBaTUCA NPU MOro 0AHOYAaCHOMY 3aCTOCYBaHHI 3 IHLWMMK NiKApCbKMMKM 3aC06aMu, L0 CIPUYNHIOTb BTPaTy
Kanito Ta rinokaniemito (Hanpuknaz 3 KanilypeTuuHUMK giypeTukaMmu, NpoHOCHUMK 3acobamu, KopTukocTepoigamu, AKTI, amhoTepuLMHOM, Kap6eHOKCOIOHOM,
neHiuuniHom G HaTpito Ta NOXiAHMMU CaniLMUIoBOi KACMOTK). TOMY 3aCTOCOBYBATM rifpoX/1I0p0oTia3ng O4HOYACHO 3 LMY NpenapaTtamy He PeKOMeHAY€EThCA.
OfHOoYaCHe 3aCTOCYBaHHS, LLIO BUMArae 06epeXkHOCTi
Coni KasbLjito.
3a paxyHOK YMOBINIbHEHHS eKCKpeLiT KanbLito TiasuaHi AiypeTuky MOXKYTb 30iNbLUYyBaTK AOr0 KOHLEHTPALit0 B CMPOBaTLL KPOBI. AKLLO He0OXIi[AHO 3aCTOCOBYBaTU
npenapaTy KasbLito, PiBeHb MOr0 KOHLEHTpaLiT B CMpoBaTLi MOTPIGHO KOHTPONIOBATK, & BIANOBIAHY [03Y KaslbLito — KOpUryeaTu.
XonecTupamiH Ta KonecTunon.
Ha Tni 3acTocyBaHHS aHIOHOOOMIHHMX CMOJT BCMOKTYBaHHS FiApoxopoTiasuay ynoBiflbHHETLCS.
Cepuesi rnikosugu.
3acTocyBaHHS CepLeBMX FMiKO3uAiB MPU3BOANTL A0 TOTO, L0 FinoKaniemis Ta rinomMarHiemisi, cnpuyvHeHi Tiasngamu, 36iNbWYHTb PU3MK apUTMIl.
JlikapcbKi 3ac06m, epeKTUBHICTb SKUX 3a/1eXKNTb Bif 3MiH KOHLUEHTpaUii Kanito B CMpoBaTLi KPOBi. Y pasi 3acTocyBaHHs npenapaTty ONMeTeK NAKC OAHOYACHO 3
NIKapCbKMK  3ac06amu, e(IeKTUBHICTb AKUX 3aMeXUTb Bif 3MiH KOHLUEHTpauii Kaiito B CUMpoBaTWi KpOBi (Hampuknag i3 cepueBumy rnikosugamm Ta
aHTVapUTMIYHMMK 3acobamMm), a TakoX i3 npenapaTamy, WO CrPUYUHIOTb apuUTMit0 NipyeTHOro Tuny (LW/IYHOYKOBY TaxikapAito), y TOMY YUCAi 3 [AesKUMU
aHTUapUTMiYHUMUK 3ac06amMm, PEKOMEHAYETLCA MPOBOANTY PEryNAPHUIA KOHTPO/b KOHLIEHTpaLiT Kanito B cupoBarLi Kposi Ta EKI:

- aHTMapuUTMiYHi 3aco6u Knacy la (Hanpuknag XiHiguH, rigpoxXiHigvH, gusonipamis);

- aHTWapuTMiYHi 3acobu Knacy Il (Hanpuknag amiofapoH, cotanon, godetunig, ibyTunia);

- [edKi aHTUMCUXOTUYHI 3acobu (Hanpukniag TIOPUAA3WH, X/IOPNPOMasuH, SIEBOMENPOMAa3VH, TPU(TOPrepasnH, LiaMmemasuH, Cynbnipug, CynbTonpus,

amicynbnpug, Tianpug, niMosua, ranonepuaon, Aponepuaon);
- iHWIi (Hanpuknag Genpuann, umsanpui, AUdemaHin, epuTPOMIUMH BHYTPILWHLOBEHHO, rasotaHTPUH, Mi301acTUH, MEeHTamiAuH, cnapgIoKCaLWH,
TepdeHaavH, BIHKaMiH BHYTPILUHbOBEHHO).

Hepaenonspuaytodi penakcaH T CKeneTHUX M’53iB (Hanpuknag Ty60KypapuH).
igpoxnopoTias3ng MoXKe NOCU/IHOBATY ePEKTUBHICTL HEAEMONAPU3YOUNX PEAKCAHTIB CKENETHUX M’ A3IB.




AHTWUXOMIHEPriYHI 3aC00M (HaNpyKnag aTponiH Ta binepuaeH).

SHKYHOUN MOTOPUKY LLTYHKOBO-KULLKOBOIO TPaKTy Ta LUBWUAKICTb CMOPOXHEHHS LWAYHKA, aHTUXOMIHEPriyHi 3acobu MOXYTb 306i/bluyBaT 6iOAOCTYMHICTb
Tia3nAHWX AlYPeTuKiB.

AHTMAIabeTUNYHI nikapcbKi 3acobm (MepopanbHi NpenapaTy Ta iHCYNiH).

Tepanis Tia3ngoM MOXe Br/IMBATV Ha TOMEPaHTHICTb A0 M10K03U. Moxe 6y TV He0bXifHa KOPeKLis 403U LyKPO3HMKYBa/IbHUX 3ac06iB.

MeTopMiH.

MeTdgopmiH cnif 3acTOCOBYBaTU 3 06EPEXHICTIO Yepe3 PU3MK PO3BUTKY NlaKTOALMA03Y, CMPUYMHEHOTO (YHKLIOHa/IbHOK HWPKOBOK HELOCTATHICTIO, KA iHOAI
BMHMWKAE BHACNIOK 3aCTOCYBaHHSA rigpox/iopoTiasngy.

beTa-6nokaTopKn Ta giasokcua,.

lMineprnikemiyHa gis 6eta-aapeHO6/10KaTOPIB Ta Aia30KCuay MOXKe NocUNoBaTUCA Nif BNVBOM Tia3niis.

MpecopHi amiHu (Hanpuknag HopagpeHaiiH).

E(eKTMBHICTb MPECOPHUX aMiHIB MOXe 3HMXKXYBATUCH.

Jikapcbki 3aco6u, SKi 3aCTOCOBYHOTbCA A5 NiKyBaHHA nogarpn (npobeHeuuns, cynbgiHnipasoH Ta anonypuHon).

OcKinbKu rifpoxnopoTiasug iHOAI CrpUYMHAE 30i/bLUEHHA KOHLIEHTPALLT CeYOBOI KMUC/IOTU B CUPOBATLL, MOXe 6yTV HeobXigHa KOpPeKLis 403U YPUKO3YPUYHUX
npenapatis Ans nikyBaHHA nogarpu. Kpim Toro, iHogi HeobXxifHO 36inblWMTK 03y npobeHeumay abo cynbiHMipa3oHy. Y pasi 3aCTOCYBaHHSA asionypuHONY
OAHOYACHO 3 TiasnAoM YacToTa alepriyHnX peakLiri Ha anonypuHoa MoXe 36i/bLyBaTHCS.

AMaHTauH.

Tia3nam MoXyTb 306iNbLLYBaTU PU3MK PO3BUTKY MOBIYHMX peakLiil, CNPUYNHEHNX aMaHTaANHOM.

LinTocTaTukv (Hanpuknag umknoocamig, MeTOTpekcaT).

Tiasanan MoXXyTb 3HMXKYBATN BUBEAEHHS HPKaMW NPOTUMYXIMHHMX NPenapariB Ta NOCUAKOBATK TXHIO MPUTHiYyBabHY [it0 Ha KiCTKOBMIA MO3OK.

CaniumnaTwu.

Y pa3i npuitomy caniunnatis y BUCOKMUX [03aX rifpoxXnopoTiasng MoXe NMoCU/IHOBATU IXHIO TOKCUYHY Ait0 Ha LieHTpaibHY HEPBOBY CUCTEMY.

MeTungona.

Y ny6nikawisix onucaHo oKpeMi BUNafAKy reMofliTU4HOT aHeMil B pe3y/ibTaTi 3aCTOCYBaHHA rifpox/opoTiasuay B KOMOiHaLiT 3 METUIA0MNOLO.

LIvKnocrnopuH.

OfiHoYaCHe 3aCTOCYBaHHSA Tia3niB 3 LMKIOCMOPMHOM MOXe 30i/bLUyBaTV PUSKK FiNepypuKeMmil Ta YCKNafHeHb, aHafIoriyHuX nogarpi.

TeTpayukniH.

3actocyBaHHs Tia3ufiB OLHOYACHO 3 TETPaUMK/IIHOM 36i/bLUye PU3MK YpeMii, WO CMNPUYUHIOETLCA TeTpauMKIiHOM. [OKCULMKNIHY Lein eekT, AMOBIPHO, He
CTOCYETbCA.

KapbamaseniH. 3 ornsigy Ha pu3nMK BUHUKHEHHS CUMITOMHOT FinoHaTpiemil He06XiHO MPOBOAUTM KNIHIYHMIA Ta 6i0N0rIYHNIA MOHITOPUHT.

loaoBMicHI KOHTpacTHi 3aco6u. [liypeTuyHi 3acobu MOXyTb NPWU3BECTW A0 Aeriapatauii XBoporo, ToMy MOTPIGHO MPOBECTU perifpaTauilo naujieHTa nepes
3aCTOCYBaHHAM BEMKUX 403 NOAOBMICHUX KOHTPACTHUX 3aC06iB [/19 3MEHLLEHHS PU3MNKY PO3BUTKY rOCTPOT HUPKOBOT HEAOCTATHOCTI.

Oco6MBOCTI 3aCTOCYBaHHSA.
3MEHLLEHHSA 06°EMY LIMPKY/HOHOUOT KPOBI.
Y nauieHTIB 3i 3HKEHUM 06°€EMOM LMPKY/IHOHOYOT KPOBI Ta (260) HWU3bKMM PiBHEM HATPit0, 06YMOBNEHUMY IHTEHCMBHOKO Tepanieto 4iypeTukamu, H13bKOCO/IbOBOK



AieToro, faiapeeto abo GOBaHHAM, MOXE BUHMKATW KNIHIYHO BMpaXKeHa apTepiasibHa FinoTeH3id, 0CO6/MBO NiCMs NepLLIoro npuinomy npenapaty. Jo noyatky
3acTocyBaHHA npenapaty ONMeTeK MKC 3a3HayeHi BULLe ABULLA CAif YCYHYTH.

IHWI SBMLLA, LLO CYNPOBOAKYOTHCA CTUMYNALIEID PEHIH-aHri0TeH3VH-a/IbA0CTEPOHOBOI CUCTEMM. MalieHTH, Y AKUX CYAUHHWUIA TOHYC Ta (PYHKLA HUPOK 3HAYHOO
MipOLO 3a/1eXaThb Bif aKTUBHOCTI PEHIH-aHri0TEH3UH-a/IbA0CTEPOHOBOI CUCTEMI (HanpUKnag, y pasi TSXKKOT 3acTiliHOI cepLeBOi HeAOCTaTHOCTI abo NaToNorii HUPOK,
BK/IOHAlOUM CTEHO3 HMPKOBOI apTepil), MOXYTb pearyBaTv Ha iHWI npenapaTy, WO BMIUBalOTb Ha L0 CUCTEMY, BifuyBatoun roctpy aptepiasibHy rifnoTeH3ito,
asoTeMito, onirypito abo, B OKpeMUX BUMNaLKax, rocTpy HUPKOBY HEAOCTATHICTb.

PeHoBackynspHa rinepTeH3is.

3acTocyBaHHSA npenaparis, L0 BN/INBalOTb HA PEHiH-aHMi0TeH3H-a/1IbJOCTEPOHOBY CUCTEMY, MauieHTam i3 ABOGIYHMM CTEHO30M HUPKOBUX apTepiit abo CTEHO30M
apTepii €4VHOIT (hYHKLIOHYHOUOT HUPKM MOB’A3aHO 3 NiABULLEHM PU3MKOM PO3BUTKY TAXKOT apTepiasibHOT MinoTeH3il Ta HUPKOBOT HELOCTATHOCTI.

MopyLeHHs (hyHKLIT HUPOK Ta TpaHcnnaHTawis HUPKW.

MauieHTaM 3 THKKAMU NOPYLUEHHAMU (PYHKUIT HMPOK (KnipeHc KpeaTuHiHy <30 MA/XB) Nikapcbkuil 3acié OnmMeTeK NAKC NPOTUMNOKasaHWi (4MB. po3fin
«[poTMnoKasaHHs»). MNauieHTaM 3 NIerkuMn abo MOMIPHUMW MOPYLUEHHAMU PYHKLUIT HUPOK (KnipeHC KpeaTuHiHy 330 mi/xB, ane <60 m//XB) Kopurysatu O3y
npenapary He NOTPi6HO. OHaK TakMM navljieHTaM NiKapCbKWiA 3aci6 Cnif 3aCTOCOBYBATW 3 00EPEXHICTIO, MPY LIbOMY PEKOMEHAYETHLCA NEPIOANYHO KOHTPO/IHOBATYU
KOHLEHTPALit0 Kanito, KpeaTUHIHY Ta CeYoBOT KMCNOTU Yy CUPOBATL KPOBI. Y NauieHTIB 3 MOPYLUEHHAMWU (PYHKLIT HUPOK MOXE BUHUKATK a30TeMisl, CrpuynHeHa
Tia3ngHVMKN AiypeTrkKamun. AKLLO NPorpecytoya HUPKOBa HELOCTATHICTb CTaE OYEBUAHOK, HEOOXIAHWI PeTeNbHUIA Nepernag cxemu nikyBaHHS i, MOX/IMBO, BiAMiHa
AiypeTukis. KniHivHMIA 4OCBIA 3aCTOCYBaHHA NiKapcbKoro 3acoby OnmeTeK NAKC nauieHTaM, SKi HewWwo4aBHO NepeHec v TpaHCnaHTawito HUPKK, BIACYTHIMN.
MopgiliHa 6n10KaAa peHiH-aHrio TeH3MH-anbAoCcTepoHoBoT cucTemu (PAAC).

OpHoyacHe 3acTocyBaHHA iHri6iTopiB AlM®, 6nokaTopiB peuenTopiB aHrioTeH3nHy |l abo anickipeHy 36iMblUye PU3NK PO3BUTKY apTepianbHOI FinoTeHsil,
rinepkaniemii i 3HVWKEHHSA (OYHKLUIT HUPOK (B TOMY YmMCAi FOCTPOT HMPKOBOT HefocTaTHOCTI). Tomy noggiiiHa 6nokaga PAAC Ha OHI 04HOYACHOr0 3aCTOCYBaHHS
iHridiTopis AlMN®, 6nokaropis peLenTopiB aHrioTeH3nHy |1 abo anickipeHy He peKOMeHAYETbLCS.

AKLLo Tepanis 3 NoABiNHOW 6710Kaf0K0 € abCOMOTHO HEOOXi4HO, TO BOHA MOBWHHA MPOBOAUTUCA TifIbKW Mif HArnsagoM gaxisus, a TakoX Ha (DOHI peTesibHOro
CMOCTEPEXEHHS 3a (DYHKLIEI0 HUPOK, PIBHEM €/IEKTPONITIB | apTepia/lbHUM TUCKOM.

MayieHTaM i3 AiabeTUUYHOO HedpponaTieto He Cij 0AHOYACHO 3aCTOCOBYBATM iHri6iTopn AMN® Ta 6/10KaTOPU PeLenTopiB aHrioTEH3NHY 1.

MopyLUeHHs hyHKLIT NeYiHKK.

JocBifg 3acTocyBaHHs OnMecapTaHy MeAOKCOMiNy NauieHTam 3 TSHXKKUMK MOpYLUeHHSMU (OYHKLIT NeYiHKK BiACyTHI. Kpim Toro, y nmauieHTiB 3 MOPYLUEHHSAMM
(hYHKLIT MeYiHKM abo NporpecyroymMm 3aXBOPHOBaHHAM MeYiHKM HE3HAYHI NOPYLLUEHHSA BOAHO-eNEKTPONITHOro 6anaHcy Ha TAi Tepanii TiasugaMm MOXYTb CNPUUUHUTY
MeyiHKoBYy KOMy. 3 Ui€i NPMUMHM NauieHTaM 3 MOpYLUeHHAMM (PYHKLIT MeYiHKU Nerkoro ta cepefHbLOro CTYrMeHs TAXKOCTI npenapar Cchif 3acTocoByBaTu 3
06epexxHicTIo. TMauieHTaM 3 TSXKKMMU MOPYLUEHHAMU (YHKUIT MeYiHKK, X0MecTa3oM Ta OOCTPYKLIE >XOBYHMX MPOTOK NiKapcbkuid 3acié OnmeTek Mtoc
NPOTUMOKa3aHWA.

CTeHOo3 yCcTH aopTu Ta MiTpasbHUI CTEHO3, rinepTpodivHa 06CTPYKTVBHA KapaiomionaTis.

AK 1y pa3i 3aCTOCYBaHHA iHLLIMX Ba30AMNaTaTOPIB, O/IMecapTaHy MeLOKCOMI/ 3 06epeXHICTIO NPU3HaYatoTh NPY CTEHO3i YCTA a0pTh abo Npu MiTpasIbHOMY CTEHO3I, a
TaKOX Y pa3i 06CTPYKTMBHOI rinepTpodivHOi Kapaiomionarii.

MepBUHHUIA anbA0CTEPOHI3M.

MauieHT 3 MepBMHHMM anbJOCTEPOHI3MOM 3a3BMYall He pearytoTb Ha aHTUTINEePTEH3MBHI 3ac006M, IO MPUrHIYYKOTb PeHiH-aHrioTeH3MHOBY cucTemy. Tomy
nikapcbKuii 3acié6 OnmeTeK NNOC TakKMM NalieHTaM He PEKOMEH0BaHWA.

MeTaboniyHi Ta eHAO0KPUHHI edpekTN.

MpenapaTy rpynu Tiasngis MOXyYTb CNPUYNHIOBATU NOPYLLEHHS TOMEPAHTHOCTI A0 rNOKO3W. MauieHTaM 3 LyKpoBMM fiabeToM NOTPiGHO KOPUryBaTu f03Y iHCYNiHY
ab0 nepopasibHNUX LyKPO3HMXYBa/IbHINX 3aC00iB. 3aCTOCYBaHHA TiasnAiB MOXe CMPUATY PO3BUTKY MPUX0OBAHOIO0 LLyKPOBOTO fiabeTy.



Ha Tni npuioMmy TiasugHux AiypeTukiB MOXYTb BUHMKATW Taki MOGIYHI peakuii, AK MiABWLLEHHS PIBHA XONeCTepuHy Ta TPUrniLepuais. Y pagi Bunagkis
3aCTOCYBaHHA Tia3nAiB MOXe CnpuUATU PO3BUTKY rinepypukemii abo nogarpu. IigpoxnopoTiasng 34aTHUIA NigBULLYBaTK PiBeHb BiNlbHOro 6inipy6iHy y cupoBaTLi
KpOBI.

EnekTponiTHI NOPYLUEHHS.

AK i y pasi 3acToCyBaHHsA Oyab-AKUX AiyPeTUKiB, NPV 3aCTOCYBaHHI rigpoxnopoTiasuay cnif 3 NeBHWM IHTEpPBa/IOM KOHTPO/IHOBATU CUPOBATKOBI KOHLIEHTpaLiT
enekTponitie. Mpenapaty rpynu Tiasugis, y TOMY YUC/i TiAPOXI0POTia3ng, MOXYTb CMPUYMHATA MOPYLUEHHS BOLHO-EMEKTPONITHOro 6anaHcy (y ToMy yuchi
rinokaniemito, rinoHaTpieMito Ta rinoxaopemivyHuii ankanos). O3Hakamu NopyLUeHb BOAHO-NEKTPOITHONO 6anaHcy €: CyXicTb Y pOTi, crnpara, CnabkicTb, TpUBanuii
COH, COH/IMBICTb, 3aHEMOKOEHHS, M’A30BM1i 6inb abo Cy0MM, M’130Ba CTOM/IOBaHICTb, apTepiasibHa FinoTeH3is, oNirypis, Taxikapgis Ta NopyLUeHHs 3 60Ky TPaBHOIO
TpakTy, 30KpeMa HyfoTa Ta O/0BaHHA. PU3MK pPO3BUTKY TinoKaiemil Halbinbll BUCOKUIA MpU LMPO3i NeYiHKW, Npu piskomy 36iblIeHHI giypesy, npwu
He0CTaTHLOMY MPUIAOMI eNeKTPONITIB BHYTPILLUHLO, a TaKOX MpPK 3acToCcyBaHHI KopTUKocTepoigi Ta AKTI sk cynyTHiX npenapatiB. 3 iHWOro 60Ky, BHACMiA0K
6nokaay peuenTopiB aHrioteHsuHy Il (AT;) onmecapTaHy MeLOKCOMIIOM, LLLO BXOAWTL A0 cKady npenapaty OnmeTek natoc, MOX/MBA rinepkaniemis, 0co611Bo y

navuieHTiB 3 NOPYLUEHHSAMMN (YHKLIT HUPOK Ta/abo i3 cepueBO0 HeJOCTATHICTIO, a TaKoX Yy MaLieHTIB i3 LlyKPOBMM fiabeToM. MNaLjieHTam L€l rpyny KOHLEHTpaLito
Kaslito B CMPOBATL,i KPOBI CNif KOHTPOMOBATU HANIEXXHUM YMHOM. [penapat OnmeTeK NKC CNif 3 06epeXxHICTIO 3aCTOCOBYBATM O4HOYACHO 3 npenaparamun Kanito,
Kaninzoepiratounmm aiypetrkamu, KanieBMiCHUMM 3aMiHHMKaMK Xap4oBOi COMi Ta IHLLIMMK npenapaTaMu, SiKi MOXKYTb NiABMLLYBaTN KOHLEHTPAL,it0 Kasito B KPOBI.
[aHnx npo Te, WO ofIMecapTaHy MeAoKCOMIN MOXe rnocnabntoBaTy abo 3anobiratv rinoHaTpieMii, WO CNPUYMHIOETLCA AiypeTukamm, Hemae. dediunt xnopuais, Sk
MpaBuo, XapakTepusyeTbCA HU3bKUM CTYMeHeM TSXKKOCTI | He BMMarae CrewiasibHoro fikyBaHHA. Tia3nan MOXYTb 3HVXYBATW BUBELEHHS KasibLito i3 Ceyero Ta
CMPUYMHATA NIerke Ta CKOPOMUHYLLE MifBWLLEHHS MOro KOHLUEHTpaLil B CMpOBaTLi KpOBI 3a BIACYTHOCTI OyAb-AKMX MNOpyLUeHb MeTaboniamy Kasblito.
linepkanbUiemia MOXe CBIiYMTU MPO MPUXOBaHWUA NapaTMPeOTOKCMKO3. Mepesd AoChimpKeHHAM (YHKLIT NapawuToBUAHMX 3a103 Tiasuanm noTpibHO BigMIHWUTHK.
Tia3uayM NOCWNOOTb BUBELEHHA i3 Ceyetd MarHito, WO MOXKe MpuM3BOAUTU A0 rinoMarHiemii. Y nauieHTiB 3 HabpskaMu MOXe B XXapKy Morofgy BUHUKATU
rinoHaTpiemisi pO3BefeHHS.

MpenapaTu NiTitO.

AK 1 iHWI NiKapcbKi 3acobu, WO MICTATb 6/10KaTOpPU peLenTopiB aHrioTeHsnHy Il y komb6iHauii 3 Tiasumgom, npenapaT ONMETEK MIOC He PeKOMEHAYETbCA
3aCTOCOBYBAaTW OAHOYACHO 3 MpernapaTaMu NiTito.

Cnpy-nogibHa eHTeponaTis

Y pyxe pigKiCHMX BUNagKax MoBIiAOMAANN MPO TSXKKY XPOHIYHY Aiapeto 3i 3HA4YHOK BTPATOK Macu Tina, WO Po3BMHYNaca vyepes Kifibka MicsuiB abo pokis nicns
noyartKy /liKkyBaHHS y MauieHTIB, AKi NpuiMann onMecapTaH; NPUYMHOIO 11 BUHWKHEHHS €, IMOBIpHO, MicLieBa BiACTpOYeHa peakLis rinepyyTaMBocTi. PesynbTaTu
6ioncii CNM30BOT KMLLIEYHMKY Y TakMX MauieHTIB 4acTO AEMOHCTPYBa/M aTpodito KULWKOBUX BOPCUHOK. AKLWIO AaHi CUMMNTOMM BMHWKHYTH Y NauieHTa nif yac
NiKyBaHHS 0/IMecapTaHOM i SIKLLLO MOXKHa BUK/THOUUTY iHLLY AMOBIPHY €TioNorito, Tepanito oiMecapTaHoOM CAif HeraHo BiAMIHUTW Ta He cnif BigHOBNOBATU. AKLLO
Aiapes He 3HVWKHE BMPOAOBX O4HOI0 TVDKHA NIicNs 3aKiHYeHHs NPUiAoMY NiKapcbKoro 3acoby, cnif, 3BepHyTUCA [0 cneuianicTa (Hanpuknag 40 raCTpOeHTeposora).
CocTpa Mionis Ta BTOPUHHA 3aKpUTOKy TOBa rnaykoma

MigpoxnopoTiasng € cynbHoHamifoM Ta MOXe BUKIMKATK peakuii i4i0CMHKPa3IT, Lo Npu3B0AATb 40 rOCTPOT nepexigHoi Mionii Ta roCTPOro Hanagy 3akpUToKYTOBOI
rnaykomu. CAMNTOMM BK/HOYatOTb FOCTPUIA PO3BUTOK KOPOTKO30POCTi ab0 MosiBM 60/10 B 04Yax Ta, K MPaBW/o, BUHMKaOTb NPOTArOM NPOMIXKKY Yacy Bif, AeKifbKOX
rOAVH [0 AEKiNbKOX TXKHIB NIiCNs noyaTky NiKyBaHHA. HenikoBaHMin Hanag, rocTpoi 3aKpUTOKYTOBOT I1ayKOMU MOXKe MPU3BECTU [0 CTIAKOT BTpaTK 30py. Y nepLuy
yepry cnif SKHalwBsuawe BIAMIHUTK TiAPOXI0POTiasng. AKLLO BHYTPILHLOOYHWUIA TUCK He NiAAAETHCA KOHTPO/IO, MOXE BUHMKHYTU HEOOXiAHICTb NPUIAHATTA
piLLIEHHA NPO HeraliHe TepaneBTUYHe ab0 XipypriuHe flikyBaHHA. PaKTOPOM PU3MKY PO3BUTKY 3aKPUTOKYTOBOT r11ayKOMMMOXe 6y TN HasiBHICTb B aHaMHe3i aneprii Ha
cynboHamiam abo neHiLmniH.

ETHiuHi BIAMIHHOCTI.

AK i y pa3si 3aCTOCyBaHHS HLWMX 610KATOPIB PELLENTOPIB aHriOTeH3UHY |I, aHTUrinepTeH3MBHA Ais ONIMecapTaHy MeAOoKCOMIy Yy NpeacTaBHUKIB HErpoigHOT pacu



BMpaXXeHa feLLo cnabLue, HiXK Y NpeACTaBHUKIB IHLIMX pac (MOX/IMBO, Yepes Te, L0 Y NpeACTaBHUKIB HErpOigHOT pacyt YacTilLUMM € HU3bKWI PiBEHb PEHIHY).
AHTUWIONIHIOBUIA TECT.

ligpoxnopotiasung, Wo BXOANUTb IO CKNafy LbOro npenapary, MoXe AaBaTu NCeBA0N03NTUBHUIA pe3ynbTaT B aHTUAOMIHIOBOMY TECTI.

BariTHICTb.

OnMeTeK N/IKC NPOTUMOKa3aHWIA BariTHAM abo XKiHKaM, SKi NAaHyTb 3aBariTHITU. AKLLO BariTHICTb NiATBEPMKYETLCA Mif vac NMikyBaHHA npenapatom OnMeTek
NAKC, NiKyBaHHS CNifj HeranHoO NPUNMHATK i B pasi HeOOXiAHOCTI 3aMIHUTK iHLLIMM NiKapCbKUM 3aC060M, 03BO/IEHMM A0 3aCTOCYBaHHS B Nepioj BariTHOCTI.

IHWi 3ano6i>KHi 3axoau.

HagmipHe 3HMXeHHS apTepiasibHOro TUCKY Y NaLieHTIB 3 reHepasi3oBaHNM aTepoCKIepO30M, iLLEMIYHOK XBOPOOOD cepus abo iLUeMiYHUM YPaXKEHHAM rOfI0BHOI0
MO3KY MOXe MPU3BECTU [0 iH(hapKTy MioKapza abo iHCY bTy.

PU3nK anepriyHnX peakLin Ha rigpoxnopoTiasng BALMIA y NaLieHTiB 3 aneprieto abo 6poHXiabHOK acTMOKO B aHaMHe3i, NpoTe Taki peakuii MOXYTb BUHUKATU i Y
nauieHTiB 6e3 TakuxX 3aXBOpPOBaHb B aHaMHe3i.

3a JaHnMK HayKOBOIT NiTepaTypu, AiYPETUKY TiasugHOro pAay MOXYTb BUK/IMKATK 3aroCTpeHHs abo akTuBaL,ito CUCTEMHOI0 YepBOHOI 0 BOBYAKa.

MMig yac 3acTocyBaHHS AiyPeTUKIB TiasugHOro psgy MOXIMBUIA PO3BUTOK peakuiin (hoToceHCMbiNi3auii. Y Takux BuMnafgkax peKoMeHAYeTbCS BifMiHa npenaparty.
AKLLIO Nlikap BBaXKAaE 3a MOTPIOHE MOBTOPHO MPU3HAYMTK MpPenapaTt, TO XBOPOMY PEeKOMEHAYETbCA 3axuLiaTh LINAHKU Tina, fKi Nig4ar0TbCsA BMIUBY COHAYHUX
NMPOMEeHIB abo WITYYHOr0 YNbTPagioNeToBOro OrnpoMiHeHHS.

HemenaHoMHMIA pak LKipw.

MigBULLEHNIA PU3NK BMHUKHEHHS HEMEeNaHOMHOro paky LKipy (6a3a/lbHOKMITUHHOT KapuuHOMKM Ta MIOCKOKMITUHHOT KapuMHOMM) MiCNs 3aCTOCYBaHHA OinbLu
BUCOKMX CyMapHWX 03 rigpoxnopoTiasugy 6yB BUABIEHWUI Y ABOX enifeMioNioriyHMX JOCNIMKEHHSX, Lo 6a3yBainca Ha AaHnx [aHCbKOro HaliOHaIbHOrO PeecTpy
OHKO/IOTYHMX 3aXBOPIOBaHb. POTOCEHCUOINI3yHOYa A riApoX1opoTiasnay Moxe 6yTy MexaHi3MOM PO3BUTKY HEMETAHOMHOTO paKy LLUKIpW.

MauieHTiB, AKi NpUAMalOTb rigpoxnopoTiasug, NoTPibHO NPOiHGOPMYyBaTK NP0 MOX/IMBUIA PU3NK BUHUKHEHHS HEMENAHOMHOTO paky LUKipU. PeKoMeHAYyeTbCS
nepioanyHO NepeBIPATH CTaH LUKIPWU Ha HafABHICTb HOBMX YPaXXeHb Ta HeraimHo NoBiZoOMAATY NPo Oy ab-AKi Mif03pini ypaxKeHHs LWKipK.

MayieHTiB NOTPIGHO NPOIH(OPMYBaTU NPO MOX/MBI NPOMINAKTUYHI 3aX0AM, Taki K OOMEXEHHS BM/IMBY COHAYHOrO CBiT/a Ta Y®-MPOMEHIB, a TaKoX Mpo
HeoOXiAHICTb B pa3i TaKoro BM/MBY afieKBATHOI0 3aXUCTY LUKIPWU 419 MiHIMI3auiT pUsnKy BUHUKHEHHS Paky LLUKIpW.

Heo0bXxifHO HerainHo NPOBOAUTU AOCNIMKEHHS, B TOMY YMCAI FICTONOrIYHI AOCNIKEHHS GIONCIMHOro Matepiany, NPy BUHUKHEHHI BYb-AKUX Nif03PINNX LWKIPHUX
peakLiii.

MayieHTaM 3 HeMeNnaHOMHMM PaKoM LLUKIPWU B aHaMHe3i MoXe 6y Tun AoLiNbHUM NepernsHy TN 3aCTOCYBaHHS rigpoxnopoTiasugy (AvB. po3ain «MobivHi peakuii»).
NikapcbkniA 3aci6 MICTUTb NakTo3y, TOMY MOro He c/if Npu3HavaTy NauieHTam 3 YPOPKEHOH HenepeHOCUMICTIO ranakTo3u, HeAoCTaTHICTIO nakTasu abo 3
MOPYLUEHHAM BCMOKTYBaHHS I/1F0K03M | ranakTo3u.

3acTocyBaHHS y nepiof BariTHOCTI abo rofyBaHHS rpyaato.

BariTHicTb.

OnmecapTaHyMeL0oKCOMIN.

3acTocyBaHHA 6/10KaTOPIBPELLENTOPIBAHTIOTEH3MHY || NpOTMNOKa3aHeBariTHUM abo XIiHKaMm, SiKi M1aHyHTb BariTHICTb

Enigemionoriyni faHi, LWo CTOCYHTbCSA PU3MKY TepaTOreHHoT AiT, 06yMOBEHOT 3aCTOCYBaHHAM 6/10KaTopiBpeLenTopiBaHrioteH3nHy Il y | TpumecTpi BariTHOCTI, He
[at0Tb 3MOrM 3p06UTK MEBHUX BUCHOBKIB, NPOTE He3HaYyHe 36i/bLUEHHS PU3MKY He BMK/IHOYEHO. Y KOHTPO/IbOBAHUX enifeMioNoriyHnX LOCNIIKEHHAX YKOAHUX
[aHNX, WO CTOCYIOTLCA PU3MKY TepaToreHHoI it 610KaTopiB peLenTopiB aHrioTeH3uHy |l, 0TpMMaHo He 6y0, NPOTE He MOXKHA BUK/TKOUNTU, L0 Ha T/ 3aCTOCYBaHHS
npenapaTiB LbOro Knacy pu3nK aHasioriyHol Ail Moxke 36iNblUyBaTUCA. 32 BUHATKOM BUMafKiB, KoM 610KaTopu peLenTopiB aHrioTeH3nHy |l 3acTOCOBYOTLCS i3
YXUTTEBO BX/IMBUX MPUYUMH, NauieHTKaM, fKi NiaHyrTb BariTHICTb, PEKOMEHAYETLCA MEpenTy Ha iHWI rinoTeH3MBHI 3acobu, Gesneka 3acTOCyBaHHS AKUX Mpu



BariTHOCTI AoBefeHa. Y pasi fiarHoCTyBaHHS BariTHOCTI 6710KaTOpyU peLenTopiB aHrioTeH3uHy Il cnif HeraHO BIAMIHWTY i, AKLWO HEO6XiAHO, NOYaTK NiKyBaHHS
IHLWMMW npenapaTamu.

BcTaHoBMeHO, WO y pasi 3acTocyBaHHA 6nokartopiB peuenTtopiB aHrioteHsuHy Il nig yac Il i 1l TpumecTpiB BariTHOCTI He BMK/IKOYEHA MOSBA E(EKTIB
(PETOTOKCUYHOCTI (NOTipLUEHHSY HUPKOBOI (DYHKLIT, ONirorigpaMHioH, YMOBISIbHEHHS Ocudikalil KICTOK 4Yepera) Ta HeOHaTa/lbHOI TOKCMYHOCTI (HMpKOBa
HeoCTaTHICTb, apTepiasibHa rinoTeHsid, rinepkaniemis).

AKWOo 6nokaTtopu peuenTopiB aHrioteH3nHy Il 3actocoByBannca B |l TpumecTpi BariTHOCTI, peKOMeHAYETLCA npoBecT Y3/ WoAo (MYHKUIT HUPOK i PO3BUTKY
yepenay nnoga.

3a HOBOHAPOKEHNMU, MaTepi AKNX 3aCTOCOBYBA/IN 6/10KaTOPW PeLLeNTOpPiB aHrioTeH3nHy |1, cnig nuibHO cnocTepirat WoAo BUHUKHEHHS apTepiasibHOT rinoTeH3il.
ligpoxnopoTiasug,.

[ocBig 3acTocyBaHHA rigpoxaopoTiasugy nig vac BariTHOCTI, 0c06/MBO B | TpuMecTpi, 06MeXeHWA. Pe3ynbTaTiB eKCrepuMeHTa/IbHUX AOCiIKEHb HA TBapuHaX
HeaocTaTHbO. [MigpoxnopoTiasng NPOHMKaE Kpisb NnaueHTy. 3 ornsay Ha MexaHism gii rigpoxnopoTtiasungy, horo 3actocysaHHs B |1 i 111 TpumecTpax BariTHOCTI MOXe
BUK/IMKATK NOPYLUEHHS (heTonnaleHTapHOro KpOBOTOKY Ta LUKIAAMBO AIATU Ha NNif i HOBOHAPOKEHOIrO, BUK/IMKAKOUMN YKOBTAHULIO, €NeKTPO/ITHI NOPYLUEHHS i
TPOMOOLMTOMEHIO.

Figpoxnopotiasng He NPU3HAYeHWn AN NliKyBaHHA BOLAHKM Y BariTHUX, apTepiasibHOT rinepTeHsii BariTHUX abo Mpeeknammncii, OCKifIbKN BiH MOXe BUK/IMKATU
3MeHLLEeHHS 06°eMy niasmMu i rinonepysito NiaLeHTn Ta Npy oMY He NMPUHOCUTU HauIeXXHOT KOPUCTI A1 NiKyBaHHSA 3aXBOPHOBaHHS.

ligpoxnopoTiasng TakoX He PeKOMeHAYETLCA 3aCTOCOBYBATW A/15 JliKyBaHHS eCeHLia/IbHOT TiNepTeHsii y BariTHWX, 38 BUHATKOM TUX OKPEMUX BUMAAKIiB, KON He
MO>XXHa NPpW3HaYvaTy iHLLI npenapaTu.

Kom6iHoBaHUIA NiKapCbKuWii 3acib onmecapTaHy MefoKCOMIN/rigpoxnopoTiasna npoTMNnoKasaHWiA BariTHUM abo XKiHKaM, SKi MnaHyrTb BariTHICTb.

[epiof roflyBaHHs rpyaato.

OnmecapTaHy MeloKCOMi.

IHhopMmaLlisa LLoLo 3acTocyBaHHA npenapaty OnMeTeK MtC Mif vac rofgyBaHHSA rpyAAto L0 UbOro Yacy BifCYTHS, TOMY XXiHKaM, SiKi rofytoTb rpyaato, npenapar
nMpu3HavaTu He cnif. 3amiCTb HbOr0 MOXKHa 3aCTOCOBYBATM IHLWI NpenapaTy, 6e3neka AKUX y nepios rogyBaHHA rpyAato AoBeAeHa, 0CO6/IMBO NpKU rofyBaHHI rPYAL0
HOBOHapPOKEHVX 260 HeJOHOLLIEHUX AiTeN.

ligpoxnopoTiasuna.

FigpoxnopoTiasng y HeBENMKMX KiNIbKOCTSX MOTpanase B rpyaHe MOMOKO. BMCOKI [03K Tia3ngis, WO BUKNNKAKOTb IHTEHCUBHUIA [iype3, MOXYTb MPUrHivyBaTu
YTBOPEHHS rPyAHOI0 MOIOKa. AKLLO MOro 3aCTOCYBaHHA BKpai HeoOXifHe, rogyBaHHSA rpy a0 NOTPI6GHO NPUMUHATH.

3actocoByBatu npenapat OnMeTeK MAOC B Nepiof roflyBaHHSA rpyLAl0 He PeKOMeHAYeTbes. pu 3acTocyBaHHI NiKapcbkoro 3acoby OnmMeTek Mtoc Mnif vac
roflyBaHHs rpyAAHo f03a NOBUHHA Oy TN MaKCUMa/lbHO HU3bKOLO.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI a8 TOTPAHCNOPTOM abo 3 IHLIMMM MexXaHi3mamu.

Mpenapat OnMeTeK NIOC MOXE CNPUYMHAT He3HaYHUIA a60 NOMIpPHWUIA BM/IMB Ha 3[4aTHICTb KepYBATW TPAHCMOPTHUMY 3ac06amu Ta NpauoBaTy 3 iHLLIUMK
MexaHi3mamu. IHoZi y XBOPWMX, AIKi 32CTOCOBYOTb aHTUTiNePTEH3MBHI 3aC06M, MOXYTb CMOCTepiraTucsa 3anaMopoYeHHs Ta niAsuLleHa BTOM/IHOBaHICTb, BHACNILOK
4Oro MOXKE 3HMXKYBATUCH peakLis.

Cnoci6 3acTocyBaHHs Ta [03W.

[lopocni.

OnMeTeK NIKOC He € NpenapaTom NepLloro Bn6opy. BiH NpusHaveHWin ana nawyieHTiB, Y AKNX 3aCTOCYBaHHSA OAHOIO IMLLE OfIMecapTaHy MeAoKCOoMiny B f03i 20 Mr He
3abe3neyvye HeOOXIAHOrO PiBHA apTepPia/lbHOro TUCKY.



TabneTkun npenapaty OnMeTeK MOC NPUAMaroTb 1 pa3 Ha A06Y He3aeXHO Big NPUIAOMY TXi.

3a HasfABHOCTI K/iHIYHMX MOKa3aHb A0MYCKAaETbCA MepeBefeHHs MauieHTa 3 MOHoTepanii onmecapTaHy MefoKcoMinom y fgo3i 20 mr Bigpasy Ha KOMGIHOBaHWi
npenapart, NpoTe Npu LbOMY CAifl BPaxX0BYBaTN TOM (PaKT, L0 MaKCMMasibHa rinoTeH3vBHA Aisi ofiMecapTaHy MefoKCOMINy JOCAraeTbCs yYepes 8 TWXKHIB
nicNs NoYaTKy NiKyBaHHS.

PeKOMeHAYETLCS TUTPYBaHHSA 403U KOXKHOI0 3 KOMMOHEHTIB

OnmecapTaHy Mefokcomin/rigpoxnopotiasngy fosi 20/12,5 mr abo 40/12,5 Mr MoxxHa npusHavaTy nayieHTam, y SKMxX 3aCTOCYBaHHA OAHOrO TiflbKW OnIMecapTaHy
MefoKcoMminy B fo3i 20 Mr abo 40 mr He 3abe3neyvye AOCArHEHHA HeOOXIAHOro PiBHA apTepiasibHOro TUCKY.

OnmecapTaHy MefoKcoMmin/ rigpoxnopoTtiasmg y aosi 20/25 mr a6o 40/25 Mr MOXXHa Mpu3HayvaTy nauieHTaM, Yy SIKUX 3aCTOCYBaHHS ofimecapTaHy MefoKcomin/
rigpoxnoportiasuay B fo3i 20/12,5 mr a6o 40 mr/12,5 mr He 3a6e3neyvye LOCATHEHHSA HEOOXIAHOrO PIBHA apTepiaslbHOro TUCKY.

MauieHTW NiTHLOrO BiKy (BIKOM Bif, 65 POKiB).

MawieHTaM NiTHLOrO BiKy KOMOIHOBaHWIA NpenapaTt peKoOMeHAYETbCA 3aCTOCOBYBATHW B Tiil caMiil 03I, WO 1 JOPOC/IUM NaLieHTaM.

MopyLUeHHs (hyHKLIT HUPOK.

Y pas3i 3acTocyBaHHs npenapaTty OnmeTeK NOC nauieHTaM 3 NnopyLUeHHAMN PYHKLIT HUPOK NIErKOro Ta CepefHbOro CTYNeHs TAXXKOCTI (KnipeHe KpeaTuHiHy 30-60
M/I/XB) PEKOMEHAYETLCA NEePIoANYHO KOHTPOMOBATU (PYHKLIHO HUPOK. MauieHTam 3 THKKUMU NOPYLUeHHAMWU (DYHKUIT HUPOK (KnipeHC KpeaTuHIHY < 30 M//XB)
OnmeTeK NKC NPOTUNOKa3aHWiA (AnB. po3ainn «MpoTunoKasaHHA», «OC06/IMBOCTI 3aCTOCYBaHHS», «DapMaKooriyHi BNaCTUBOCTI»).

MopyLUeHHS OYHKLIT NEYiHKW.

MayieHTaM 3 MOPYLUEHHAMWU (DYHKLIT NMEeYiHKM Nerkoro ta CepefHbOro CTyneHs TAXKOCTI OfIMeTeK MtOC Chif 3acTocoBYBaTU 3 06epexHicTio. MauieHTam 3
MOPYLUEHHAMY (DYHKLT NeYiHKN CepejHbOro CTYNeHs TSXXKOCTI 0iMecapTaHy MeOKCOMI/T PEKOMEHAYETLCA 3aCTOCOBYBATM B NOYATKOBIN 03I 10wmr 1
pa3 Ha o0y, a MakCMMabHa [i03a He MoBMHHA nepeBuLLyBaTy 20 Mr 1 pa3 Ha fo6y. MNMauieHTaM 3 NOpYLUEHHAMU PYHKLIT NeYiHKK, AKi BXe NpuiAMatoTb AiypeTuyHi
3acobu Ta (abo) iHWI aHTWUrinepTeH3UBHI 3ac06U, PEKOMEHAYETbLCA PETe/IbHO KOHTPOIOBATW apTepiabHWMIn TUCK Ta (DYHKLiH0 HUPOK. [lOCBif 3acTOCyBaHHS
onmMecapTaHy MefoKCOMiNy nauieHTaM 3 TSHKKUMMW MOPYLUEHHAMM (PYHKLIT NeYiHKK BiaCyTHIN. MNauieHTaM 3 TSHKKMMU NOPYLUEHHAMM (DYHKLUIT NeYiHKKM, a TakoX i3
X0/1eCTa30M Ta 06CTPYKLiE0 XOBYHMX NPOTOK OfIMEeTEK N/IKOC NPOTUNOKa3aHUA (AUB. POo34inv «poTUNOoKaszaHHs», «PapmMaKkosIorivyHi BlaCTUBOCTI»).

Cnocib 3acToCyBaHHS.

TabneTky KOBTalOTb LiIMMK, 3anmBatoymn JOCTATHLOK KifbKICTHO pigvHK (Hanpuknag cKNAHKOK Boaw). TabneTku He chif po3xoByBaTu. [NpenapaT peKoMeHAYeTbCA
npuiAMaTK WOAHS B O4MWH | TOW e Yac.

aiTn.
besneka Ta e)eKTUBHICTb 3aCTOCYBaHHA MiKapcbKoro 3acoby OnMeTeK natoc AiTam (BiKOM A0 18 pokiB) He BCTaHOB/NeHI. [aHi BiACYTHI.

Nepeno3yBaHHSA.

CneuiasibHa iH(opmaL,is, L0 CTOCYETLCA CUMNTOMIB ab0o NiKyBaHHA nepefo3ysaHHs npenapaty O/IMETeK MNAC BiACYTHS.

3a mauieHToM cnif peTesibHO CrocTepirat Ta NPOBOAUTY CUMNTOMATUYHE MIATPUMYOYe NliKYyBaHHSA. JTiKyBaHHA CUMMNTOMATUYHE | 3a/1eXUTb Bif Yacy, L0 MUHYB 3
MOMEHTY NpuinoMy npenapaTty, Ta Bif CTyNeHs TSHXKKOCTI CMMNTOMIB. MOXYTb 6yTV peKoMeHA0BaHi 6/110BOTHI 3aC00M Ta/abo NPOMUBaHHS LWYHKa. Mpy iKyBaHHi
nepefo3yBaHHA IHOAI PEKOMEHAYETbCA aKTVWBOBaHe BYrifng. Cnif perynsipHoO KOHTPO/IOBATU PIBEHb E/IEKTPOJITIB Ta KpeaTUHIHY Yy cupoBaTtLi KpoBi. Y pasi
apTepiasibHOI TiNOTeH3iT nawieHTa Cnif NOKNacTU y ropuU3oHTa/IbHE MOSIOXKEHHSA Ta LUBWUAKO NPOBECTU BHYTPILHLOBEHHY iH(Y3it0 iI30TOHIYHOIO PO3YMHY HaTpItO

xnopuay.



HaiiMOBIpHILLMMK nposiBamMK Nepefo3yBaHHsA O/IMecapTaHy MeLOKCOMiNly € apTepiasibHa rinoTeHsia Ta Taxikapgis, KpiM TOro, MOXe BUHMKATW Gpagukapais.
Mepefo3yBaHHS TiApPOX/I0POTIa3NAOM CYMNPOBOMKYETLCA €NEKTPOMITHUMU MopyLleHHAMM (FinoKaniemieto, rinoxnopemieto) Ta 3HEBOAHEHHSIM, 00YMOB/IEHUM
HagMipHUM aiype3om. HainvacTilmmMmn nposisaMun nepefo3yBaHHs € HyoTa Ta COHAMBICTb. MinokaniemMis MOXe CNpUYMHIOBaTM M’S30Bi cnasMun Ta/abo nocunosaTtu
apuTMItO, L0 BMHUKAE B Pe3y/bTaTi 3aCTOCYBaHHA CyNyTHIX npenaparis (CepueBnx rniko3uniis abo AesKnx aHTUapuTMivyHNX 3acobiB).

Yn BMBOAMTLCA O/IMecapTaH abo rigpoxnopoTia3ng npu remoAianisi, HeBiLOMO.

Mo6iyHiI peakuil.

HaliuacTile npy 3acTocyBaHHI NpenapaTty BUHUKAKOTh TakKi NOGIYHI peakLii, SK FON0BHWUIA 6iNb (2,9 %), 3anamopoueHHs (1,9 %), nigBMLLEeHa BTOM/THOBaHICTb
(1,0 %).

igpoxnopoTiasng MoXxe CPUYMHATY abo NOCUIIOBATM FNOBOMEMIO, L0 MOXE MPU3BOAUTY [0 NOPYLUEHHS eIEKTPONITHOrO 6asiaHcy.

Y KNIHIYHUX JOCNIKEHHAX, Y AKX 6pann yyacTb 1155 nauieHTis, fKi npuilMann onmecapTaHy MefoKcoMmin/rigpoxnopoTiasngy gosax 20/12,5 mr a6o 20/25 mr, Ta
466 nayieHTiB, Ki oTpuMyBann nnauebo (TprBanicTb 3aCTOCYBaHHA NpenapaTiB cTaHoBMAA A0 21 micsAus), 3arasibHa YacTtoTa No6iYHMX peakLiin Ha TNi KOMBGIHOBaHOT
Tepanii ofiMecapTaHy MeAoKCOMINIoM/ rigpoxnopoTia3naom 6yna npubamM3HO Takok X, WO i Ha TAi 3aCTOCyBaHHA nnauebo. YactoTa BUNaaKiB BiAMiHM npenapaty y
3B’A3KY 3 NOGIYHMMK peakLisamu B rpyni ofiMecapTaHy MeLoKcoMiny/ rigpoxnopoTiasnay 20/12,5 mr — 20/25 mr (2 %) Ta B rpyni nnayebo (3 %)
TakoX Gyna nNpmbnn3HO 0AHaKOBOK. B ULinomy, yacToTa NO6GIYHMX peakuin Ha Tni KOMOiIHOBaHOI Tepanii onmecapTaHy MeAOKCOMINOM/ rigpoxnopoTia3naom
(nopiBHSHO 3 NNaue60) He 3anexxana Bif BiKy (XBopi BikoM 0 65 poKiB MOPIBHSHO 3 XBOPUMM BiKOM Bif 65 pokKiB), cTaTi abo pacu NauieHTiB, X04a 3anaMOpPOYEHHS Y
nawieHTiB BIKOM Bif, 75 POKIB BUHMKa/0 AELL0 YacTiLle.

Kpim TOro, 6esneka npenapaty npu 3acTOCyBaHHI BMCOKUX [03 BMBYa/iacs B K/IHIYHMX AOCNIMKEHHAX, Y AKX 6pany yyacTb 3709 nauieHTiB, siKi npuiimManm
onmMecapTaHy MefoKCOMiN 'y KombGiHauii 3 rigpoxnopotiasngom y gosax 40 mr/12,5 mr 1a 40 mr/25 mr. Mo6iyHi peakuil, Lo cnocTepiranmcs nif vyac npoBefeHHS
KMIHIYHUX JOCNILXKEeHb, Y MOCTMAPKETUHIOBUX LOCNIIKEHHAX abo iH(hopmMaLis npo Aki 6yna oTprMaHa 3a ClIOHTaHHUMM MOBILOM/IEHHAMM, & TaK0X MOBIYHI peakuil,
LLL0 crocTepiraincs npy 3acTocyBaHHI OKPEMUX KOMMOHEHTIB Npenapary — o/iMecapTaHy MefoKCOMINy Ta rigpox/iopoTiasngy — HaBefieHo B TabNuLLi HUXYe.

[na knacugikauii YacToTM BUHUKHEHHS MOBIYHMX peakLiii BUKOPUCTOBYBa/1acs Taka TepMiHoMoris: fyxe yacto (=1/10), yacto (=21/100, <1/10), HevacTto (=1/1000,
<1/100), pigko (=1/10000, <1/1000), ay»xe pigko (<1/10000), HeBiLOMO (HEMOX/IMBO OLLiHUTW HA OCHOBI HasfBHUX AaHWX).

OpraHu i cuctemmn Mo6iuHI peakuit UacTtoTta
3a MedDRA OnmeTek OnmecaptaH | Nigpoxsopo-Tiasng
nnawc
IHeKUinHI Ta CianageHit Pigko
napasuTapHi
3aXBOPIOBaHHS
HoBoyTBOpeHHS HewmenaHOMHWIA pak LwKipu Hesigomo
[06POsKICHI Ta (6a3a71bHOKNITMHHA KapuMHOMa Ta
3M0SIKICHI, Y TOMY MNOCKOK/ITUHHA KapLMHOMa)
ymcni Kictn Ta
noninu
3 60Ky KpOBOTBOPHOI | AnniacTUyHa aHeMmis Pigko
Ta NiMgaTUyHOT MpUrHiYeHHSs KICTKOBOr0 MO3KY Pigko
CUCTEM "emoniTMyHa aHeMis Pifko




JleiikoneHis Pigko
HeliTponeHis/arpaHynoynTos Pigko
TpomboUMTOMEHIS HeyvacTo Pigko
3 60Ky iMyHHOT AHainakTnuHi peakuii HeyvacTo HeuvacTo
cuctemu
MopyLueHHA AHOpeKcis HeuacTto
XapyyBaHHA Ta [ noko3ypist Yacto
06MiHY peyoBuMH linepkasbLiemis YacTo
MinepxonecTtepuHeMis HeuacTto Ly>xe yacTo
lineprnikemis Yacto
inepkaniemis Pigko
[inepTpurniyepnaemis HeyvacTo Yacto [yxXe yacTto
linepypukemis HeuacTto YacTo Ly>xe yacTo
Minoxnopemis Yacto
inoxnopemiyHuiA ankanos [yxe pifko
Minokaniemis YacTo
linomarHiemis YacTo
inoHatpiemis YacTo
inepaminasemis YacTo
3 60Ky NCUxiku Anaris Pigko
[Jenpecis Pigko
Hecnokii Pigko
MopyLLeHHs CHY Pigko
3 60Ky HepBOBOI CnnyTaHicTb CBIAOMOCTI Yacto
cucTemu Cynomu Pigko
MopyLUEHHS CBifOMOCTI, Pigko
Hanpwknag sTpara CBi4OMOCTI
BiguyTTa 3anamopoyeHHs/ YacTo YacTo YacTo
3arnamopoyeHHs
"0noBHWMI 6inb YacTto YacTto Pigko
BTparta anetuty HeuacTto
MapecTesii Pigko
MocTypanbHe 3anaMopoYeHHs HeuacTto
CoHNMBICTb HeyvacTo
HenputomHicTb HeuacTo
3 60Ky opraHiB 30py | 3HMXXEHHS CIbO30BUAINIEHHS Pigko
MuHyLLa PO3MUTICTb 30pYy Pigko




MMocuneHHs icHyr4OT MioniT

HeyacTo

["ocTpa mionis, rocTpa Hesigomo
3aKpUTOKYTOBA rnaykoma
KcaHToncis Pigko

3 60Ky opraHis cnyxy | Bepturo HeuacTo HeuacTo Pigko

Ta NabipuHTy

3 60Ky cepus CreHokapgis HeyvacTo
MopyLueHHa puTMy cepus Pigko
ManbniTayis HeuacTo

3 60Ky cyanH Em60nis Pigko
ApTepiasibHa rinoTeHsis HeuacTo Pigko
HeKkpoTu3yroumnii aHriiT (BackyniT) Pigko
OpTocTaTuyHa rinoTeHsis HeuacTto HeuacTto
Tpom603 Pinko

3 60Ky AnXanbHUX BpoHxiT YacTo

LUNAXIB, OpPraHis Kawesnb HeuacTto YacTto

rPYAHOT KNITKK Ta 3agnika Pigko

CepeAoCTiHHS IHTepcTULiaIbHA MHEBMOHiS Pigko
dapuHriT Yacto
Habpsk nereHb Pigko
[nxanbHa HefoCTaTHICTb HeuacTto
PUHIT Yacto

3 60Ky TpaBHOro Binb y gingHLi XxnBoTa HeuacTo YacTto YacTto

TPaKTy 3anop YacTo
[Liapes HeuacTo Yacto Yacto
MoapasHeHHs CM30B0OT 000/TIOHKM YacTo
LLYHKA
[ucnencis HeuacTto YacTo
["acTpoeHTepUT YacTo
MeTeopusm YacTo
HypoTta HeuacTto YacTo YacTo
MaHKpeaTuT Pigko
MapaniTMyHa KMLWKoBa [yxe pigko
HenpoXifgHICTb
bntoBaHHA HeuacTo HeuacTo YacTo
Cnpy-nogibHa eHTeponaris [y>xe pigko




3 60Ky MeYiHKKM Ta
YKOBYOBUBILHUX
LUNAXIB

CoCTpUii XONeuucTuT

Pigko

YKoBTaHMUA (Ha TAi
BHYTPILLHbOMNEYiHKOBOIO
X0necTasy)

Pigko

3 60Ky LLKipKn Ta
NiALWKIPHOT XXMPOBOT
TKaHVHK

AnepriuHuii gepmatuT

HevacTo

AHa(iNakTUUHI WKIpHI NposBn

Pigko

AHTIOHEBPOTUYHUIA HAOPAK

Pigko

Pigko

Peakuii TMNY LWKIPHWX NPOSABIB
CUCTEMHOIO YepPBOHOr0 BOBYaKa

Pigko

Ek3ema

HevacTo

Eputema

HevacTo

Ek3aHTEMA

HevacTo

Peakuii hoToceHcmbinizayii

HeyacTo

Csepbix

HeyacTo

HeyacTo

"emopariyHi BUCMNaHHsA (Nypnypa)

HeyacTo

BucunaHHs

HeuacTo

HeuacTo

HeyacTo

3arocTpeHHs LWKipHOT (hopmu
CVYCTEMHOIO YepPBOHOr 0 BOBYaKa

Pigko

TOKCUYHWIA enigepManbHUT
HeKponi3

Pigko

Kponue’aHka

Pigko

HeuacTo

HevacTo

3 60oKy
CKeNeTHO-M’A30BOI
cucTemu Ta
CMONYYHOI TKaHMHN

ApTpanris

HevacTo

ApTput

YacTo

Binb y cnuHi

HevacTo

YacTto

Cypomu m’a3iB

HevacTo

Pigko

CnabKicTb y M’A3ax

Pigko

Mianris

HeyacTo

HeyacTo

Bifb y KiHUiBKax

HeyacTo

Mapes3

Pigko

Bifib y KiCcTKax

YacTo

3 60Ky HMPOK Ta
CeYOoBMBI4HUX
Lnaxis

"ocTpa HMPKOBA HEAOCTATHICTb

Pigko

Pigko

emaTypis

HeuacTo

YacTo

IHTepcTULiaNbHNUIA He(pUT

Pigko

HupkoBa HeflOCTaTHICTb

Pigko

OnchyHKU IS HUPOK

Pigko

IH(heKLia ceHoBUX LLNAXIB

YacTo




3 60Ky cTaTeBux EpekTunbHa gnuchyHKLis HeuacTto HeuacTto
OpraHiB Ta MOJIOYHOI
3a103u
3aranbHi nopyLueHHs | CnabkicTb Yacto HeyvacTo
Ta peakyi’ y micui Binb y rpyasx Yacto YacTo
BBE/EHHS Habpsk 06nmnyus HeuacTto
BTomntoBaHicTb Yacto Yacto
BiguyTTa xapy Pigko
I"punonogibHi cumnTomMm Yacto
CoHNmBICTb Pigko
He3gy»aHHs Pigko HeyvacTo
Binb Yacto
MepugepnyHnii HabpsK Yacto Yacto
CnabkicTb HeuacTo
Pe3ynbTatu MiABULLEHHA aKTUBHOCTI HeuacTto
[04aTKOBUX afaHiHamiHoTpacdepasu
[OCNiKeHb MigBULLEHHA aKTUBHOCTI HeuacTo
acnaptatamiHoTpacgepasu
MigBULLEHHA aKTUBHOCTI Yacto
KpeaTuMH(pOCHOKiHa3M y KPOBI
MinepkanbLiemis HeuacTo
MinepkpeaTnHiHeMmis HeyvacTo Pigko Yacto
ineprnokosemis HeyvacTo
SHWXKEHHS PiBHA reMaToKpuTy Pigko
KpOBI
"inoremorno6iHemis Pigko
lMinepninigemis HeuacTo
Mnokaniemis HeyvacTo
inepkaniemis HeyvacTo
MiaBULLEHHS PIBHS CEYOBUHM Y HeuacTto YacTo YacTo
KpOBI
MigBULLEHHA PiBHA a30TY Pigko
CEYOBMHW Y KPOBI
linepypukemis Pigko
MigBULLEHHSA PIBHA ramMma - HeuacTo

rnyTaminTpaHchepasu




MiABULLEHHS PIBHA (PepMEHTIB
MeYiHKu
Bynun noBigoMIEHHS NPO KinbKa BUNaaKiB pabLomionisy, Wo nepebysas y TUMYACOBOMY B3aEMO3B’A3KY i3 3aCTOCYBaHHAM 0/10KaTOPIB PELEenTopiB aHrioTeH3nHY Il.
Bynn nosigomieHHA Npo Taki NOGIYHI peakuil, WO MOXYTb CroCTepiratuca npy 3acToCyBaHHI Tifpox/iopoTiasugy: CyXiCTb Yy POTi, BIg4yTTS criparu,
aHaiNaKTUYHUIA LWOK, Koma, cnHapoM CriBeHca—[KOHCOHa, Ae30pieHTaLis, 3MiHa HacTpok, MHEBMOHIT. 3acTOCyBaHHS AiypeTuKiB TiasuAHOro psay MOoxe
MPU3BECTN A0 3HVXKEHHSA TONIEPAHTHOCTI A0 [/IHOKO3M, L0, Y CBOKO Yepry, MOXe Nnpu3BecTy 40 MaHithecTauil naTeHTHOro LyKpoBoro giabety. Ipu 3acTocyBaHHI
rifpoxnopoTiasuay MoX/IMBa Nnosisa rinox/10peMiYHOro afikanosy, AKUA MOoXe iHAYKYBaTU Hanaam nogarpy y XBopux 3 it aCUMNTOMHUM Nepebirom.
MoBifOMNEHHA NPO Nifo3ptoBaHi NOGIYHI peakLii.
[y>XXe BaX/MBO NOBILOMMATA NPO Mifo3proBaHi NOBGIYHI peakuii nicng peectpauii npenapaty. Lle gae 3mory 6e3nepepBHO criocTepirat 3a CniBBigHOLIEHHAM
KOPUCTL/PU3NK 3aCTOCYBaHHS NTIKaPCbKOr0 3ac00y.
Y pasi BUHMKHEHHA HebaxXaHUX MposBiB, MOBGIYHMX peakLuiil abo y pasi BIACYTHOCTI TepaneBTMYHOI Aii HeobXxigHO nmosigomuTy 3a agpecoto TOB «3EHTIBA
YKPAIHA», 02660, M. KuiB, BpoBapcbKuii NpocnekT, 5 «», Ten./akc +38 044 517-75-00, enekTpoHHa agpeca PV-Ukraine@zentiva.com Ta uepe3 HaLioHa/IbHY
CUCTEMY MOBIJOM/IEHD.

‘ YacTo

TepMiH NpugaTHOCTI. 5 pokiB.

YMoBM 36epiraHHs.
He noTpebye cnewiasibHUX YMOB 36epiraHHs.
36epiratny HefOCTYNHOMY AN15 AiTei MicLi.

YnakoBKa.
14 TabneToK, BKPUTMX NIIBKOBOK 060/10HKOH0, Y 61icTepi; No 2 6AiCTepn Yy KaPTOHHIN nadLi.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
[Oaiui CaHkio FOpoyn M'm6X.

Micue3HaxomkKeHHA BUPOOHMKaA Ta afpeca Micua NpoBafyKeHHS NOro 4issNIbHOCTI.
NyitnonsawTpacce 1, 85276 MdaddeHxomeH, HimeuunHa.
[laTa ocTaHHbLOr o nepernsgy.


mailto:PV-Ukraine@zentiva.com

