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PeecTpaniiine nocBigueHHs
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IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHA JiKapPChKOro 3aco0y

KJIOCAPT®
(KLOSART®)

Cknao:

diroya pevosuna: losartan;

1 TabneTka MiCTUTH JocapTany Kamito 25 mr, 50 mr a6o 100 mr;

00ONOMIICHI peyosuHU. TICII0JI03a MIKPOKPUCTAIIYHA, HATPIIO KPOCKapMeo3a, MarHilo creapar, KPeMHII0
J1OKCH KosoigHui 6e3Boaamii, Onaapait O3B 52014 sxoBTuii*.

*Omampait O3B 52014 >xoBtmii: 3amiza okcun xoBtuil (E 172), xinominoBuit >xoBtuii (E 104),
T1IPOKCUIPOIIIMETHIILIEII0II03a, TT0JIIeTHIICHTTIKOb, TUTany niokeun (E 171).

Jlikapcbka gopma. TabieTku, BKpUTI ITIBKOBOKO 000JIOHKOIO.
OcHosHi izuxo-ximiuni eracmusocmi. KPyTJi JBOOMYKIl TaOJICTKH, BKPUTI TUIIBKOBOI OOOJIOHKOIO
YKOBTOTO KOJILOPY.

®apmakoTepaneBTHYHA rpyna. [IpocTi npenaparu aHTaroHicTiB aHrioteH3uny II.
Kon ATX C09C AOL.

Dapmakono2iuni eracmugocmi.

Dapmaxoounamixa.

JlocapTan — 1€ CHHTETHYHUHN aHTAroHicT perentopiB aHrioTeH3uny Il (tumy ATi) mis mepopaibHOTO
3actocyBaHHA. AHrioTeH3uH Il — moTy)XHUI BAa30OKOHCTPUKTOP — € OCHOBHUM aKTMBHUM T'OPMOHOM PEHiH-
AHTIOTEH3WHOBOI CHCTEMH Ta BaXKJIWBHM BHU3HAYAJbHUM (akTopoM marodizionorii apTepiabHOI
rineprensii. Anriorensun Il 3B’s3yerbesa 3 penentopom AT, skuii 3HaineHo y 0OararboX TKaHWHAX
(HampuKIaa, y TIaJeHbKUX M 3aX CYJIWH, HAJHUPKOBUX 3aJ103aX, HUPKAX 1 CepIli), BABHAYAIOUU HHU3KY
BOXJIUBUX Ol0OJOTIYHUX €(EeKTiB, y TOMY YHCII BA30KOHCTPUKIIIO 1 3BUIBHEHHS aJbJOCTEPOHY.
AmnriotensuH Il Takox cTuMyITto€ postideparrito r1agkoM s30BUX KITITHH.

Jlocapran cenektuBHO Osiokye peuentop ATi. B ymoBax in vitro Ta in vivo nocaptan Ta #oro
(dhapMakoJIOTiYHO aKTUBHUM METa0oJIT KapOokcuiabHOI Kuciaotu E-3174 — GnokyroTh yci (i310JI0TT9HO
BaroMmi BILUTUBH aHTrioTeH3uHY Il He3anexxHo Bix axepena abo IUIIXy CHHTE3Y.

JlocapraH He MpoOsBIsiE€ aH1 aTOHICTHYHOI, aH1 OJIOKYIOYOi JIii Ha YKOJIHI 1HIII TOPMOHAJIBHI PEIEnTOpH ado
10HHI KaHaJIM, 110 BiIrPalOTh BaXKJIMBY POJIb Y PETYJIIOBaHHI (DYHKIIIN cepLieBO-Cy IMHHOI cucTeMu. bisbie
toro, yocapran He npurHiuye AIID (xininazy II) — depment, mo chnpuse po3naay OpaguKiHIHY.
BianosigHo, He BiAOYBa€THCS MOCUICHHS He0akaHUX €(EeKTiB, OMOCepeKOBAaHNX OpaTuKiHIHOM.

[Tix gac 3acTocyBaHHS JIocapTaHy YCyHEHHsI HEraTUBHO1 000pOTHOI peakiiii anrioteH3uny Il Ha cekperrito
PEHIHY NPU3BOAUTH A0 MiJBUIICHHS aKTUBHOCTI peHiHY y mia3mi KpoBi. Take migBUIIEHHS aKTMBHOCTI
MPU3BOJIUTE A0 3pocTaHHs aHrioTeH3wHy Il y mmasmi kpoBi. Xoda BiOyBaeTbCs TaKe 3pOCTaHHA,
AHTUTINEPTEH3MBHA aKTHUBHICTD 1 CyTpecist KOHIIEHTPaIlii allbOCTEPOHY Yy TIa3Mi KPOBi 30€piraroThcs, o
CBITUUTH Mpo eheKTuBHY Onokamy penentopiB anrioteHsuny Il. Ilicas BiamiHu JocapTaHy aKTHBHICTH



peHIHYy y Iula3Mi KpOBi 1 NMOKa3HUKM piBHIB aHrioTeH3uHy Il mporarom 3 1HIB HOBEPTAIOTHCS 10
MOYaTKOBUX 3HAYEHb.

Sk nocapTtaH, Tak i HOro OCHOBHMN MeTa0O]IT MarOTh BUILY CIOpPiIHEHICTh A0 perentopa ATi, HiX 10
peuenrtopa AT,. AxktuBHHI MetabomT y 10—40 pa3iB akTUBHIIIMKA, HIXK JocapTaH (y MepepaxyHKy Ha
Macy).

Dapmakokinemuxa.

AbcopOrtis.

[Ticns mepopalbHOTO MPUWOMY JOCapTaH T00pe BCMOKTYETHCS 1 MiAIsATae MeTaboJi3My TMEpIIoro
MPOXO/DKCHHST 3 (OPMYBAHHSIM aKTHMBHOTO METa0OJNITy KapOOKCHIBHOI KHUCIOTH Ta HEAKTUBHUX
MeTabomitiB. CucTeMHa 010I0CTYNHICTh TaOJETOK JocapTaHy cTaHOBUTH mpubmusHo 33 %. Cepenni
MiKOBI KOHLIEHTpAIl JIocapTaHy Ta HOro akTUBHOTO MeTaloJiTy JocsraioTbes uepe3 1 roauny i 3—4
TOJMHY BIAIIOBITHO.

Posnoin.

Jlocaprtan 1 #floro akTUBHUN MeTabomT Ha > 99 % 3B’sA3y10ThCA 3 OUIKaMHU IJIa3MU KPOBI, MEPENYCIM 3
anpOyminoM. O6’eM po3noaiTy JTocapTaHy CTaHOBUTH 34 1.

biorpancdopmariis.

[Mpubmuzuno 14 % nocapraHy Tnpu BHYTPINIHBOBEHHOMY ab0 MEpopalbHOMY 3acTOCYBaHHI
MIEPETBOPIOETHCSI HA aKTUBHHUM MeTaOouiT. [licisi BHYTPIIIHROBEHHOTO 1 MEPOPATBHOTO 3aCTOCYBaHHS
nocapTany Kajito, MiueHoro '*C, pajioakTHBHICTb Y HUPKYIIIOIOYiii MIa3Mi KPOBI, SK NPaBHIIO, OB’ A3aHa
3 JIOCapTaHOM Ta Horo MeraboyiToM. MiHiMaabHa KOHBEPCIS JIOCapTaHy 10 MOT0 aKTUBHOTO METAa0OITY
cnoctepiranacs npu6insno B 1 % Bunankis. OKpiM aKTUBHOT'O METa0OMITy, YTBOPIOIOThCSA i HEAaKTHUBHI
MeTaboMITH.

BuBeneHHs.

[na3mMoBHil KJIIpeHC JlIocapTaHy Ta HOro akTUBHOrOo MetabomiTy craHoBuTh 600 mi/xB 1 50 Mi/xB
BiMoBigHO. HupkoBuil KiipeHC JocapTaHy Ta WOro akTUBHOI'O METaOOJITy CTaHOBHUTH NPHOIM3HO
74 mu/xB 1 26 mu/xB BianoBigHo. Konu jmocapTan 3acTocoByBaTH INepopasibHO, npuOinzHo 4 % no3u
BUIUTSIETbCS Y HE3MIHEHOMY BUTJISIAL 13 ce4er0, a MPUOIU3HO 6 % 03 BUIUISETHCS 13 CEUC0 y BUTIISII
aKTHBHOTO MeTaboiity. dapMakOKIHETHYHI BJIACTMBOCTI JIOCAPTaHY Ta WOTrO aKTUBHOTO METa0OITY
JiHIMHI TPU TepopalIbHUX J03ax JocapTany 10 200 mr.

[Ticns mepopa’dbHOTO 3aCTOCYBaHHS KOHIIEHTpAIlli y Tula3Mi KpOBi JIOCapTaHy Ta WOTO aKTUBHOTO
METa0OITy 3MEHIIYIOThCS TOJIEKCIIOHEHIIHHO 3 TEepPMiHAJIBHUM YacoOM HaIliBBUBEICHHS IMPHOIM3HO
2 rogunu 1 6-9 ronun BianosigHo. [Ipu mo3i 100 mr 1 pa3 Ha 100y JocapTaH 1 HOro akTUBHUN METa0OJIIT
HE HaKOMHUYYIOThCA Y IJ1a3Mi KpoBi y 3HauHi# KinbkocTi. Jlocapran Ta iforo MeTaOoiTH BUBOJATHCA SK 13
’KOBUIO, TaK i 3 ceuero. I1icas mepopanbHOTro 3aCTOCYBAaHHS/BHYTPINIHHOBEHHOTO BBE/IeHHS *C-MideHOro
Jocaprany npubausHo 35 %/43 % pagioakTUBHO MI4E€HOTO JIIKapChKOro 3aco0y Oyio BHSBIEHO Yy cedi i
58 %/50 % y dexanisx.

OxkpeMmi rpynu naieHTiB.

llayiecnmu nimuvo2o GiKy.

KonuenTpanii nocaprany Ta #oro akTHBHOTO METa0OJITy y IUIa3Mi KpOBI MalLli€HTIB JITHBOTO BIKY 3
apTepiabHOIO TIMEPTEH31€I0 3HAYYIIO HE PI3HATHCS BiJl TAKUX IMOKA3HUKIB Yy MOJOAMX MAIlI€EHTIB 3
apTepiaibHOIO TiEePTEH3IENO.

Cmameo.

Konnenrpauii iocaprany y mia3mi KpoBi Oyiu y 2 pa3ul BULIMMHU Y JKIHOK 3 apTepialbHOIO TiepTeH3it0
MOPIBHSHO 3 YOJIOBIKAMH, TOJII SIK KOHIICHTPAII1 aKTHBHOTO METa0OJIITY Y IJIa3Mi KPOBI Y YOJIOBIKIB 1 )KIHOK
CYTTEBO HE BIIPI3HSIIUCS.

THopywenns ¢hynxyii neyinku ma HUpox.

[Ipu mpuitomMi BHYTPIIIHBO TAaIll€EHTaM 3 JIETKUM Ta TMOMIPHUM aJKOTOJIBHUM IHPO30M TEUIHKHU
KOHLIEHTpaLii JIocapTaHy Ta HOro akTUBHOT'O METabOoJITy Yy MiIa3Mi KpOBi BUSBISIUCS BIAMOBIIHO Y 5
1 1,7 pa3zy OinpmuMu, HDK y MOJOAUX JOOPOBOJIBIIIB 4YOJOBIUOi cTaTi (muB. po3ain «Cmocid
3acTOCYBaHHA Ta 103M» Ta «OCOOIMBOCTI 3aCTOCYBAaHHS).

KoHnnentpartiii nocaprany y mia3mi KpoBi y TaIi€HTIB 13 KJIIpeHCOM KpeaTuHiHy Buiie 10 mu/XxB He
BIJIPI3HSIIMCS BiJ TaKUX B 0CI0 13 HE3MiIHEHOIO (YHKIliE€I0 HUPOK. Ilnormma mijy KpuBOO «KOHIIEHTpAIlis —
yacy (AUC) nocapTaHy y Nali€HTIB 13 HOPMAJIBHOIO (DYHKITIEIO HUPOK OyJia MPUOIN3HO Y 2 pa3u OiIbIIOL0,
HIK y Talli€eHTIB, sKi nepeOyBaroTh Ha remoianisi. [lma3zmMoBi KOHIIEHTpallii aKTUBHOT'O MeTa0oiTy He




3MIHIOIOTBCSl y TAIi€HTIB 13 MOpymeHHsAM (QyHKIIi HUpOK a0 maIiieHTiB, sfKi mepedyBalOTh Ha
remopianizi. Jlocapran 1 WOro akTHBHUKA META0OJIT HE MOXYTh OyTH BHBEACHI 3a JOTIOMOTOIO
remMoiianizy.

PapMakOKiHETHKA Y JITEH.

AKTUBHUH MeTaboNiT JIocapTaHy YTBOPIOEThCS y TAli€HTIB YCiX BikoBUX Tpyn. IlokazHuku
(dbapMaKkOKIHETUKH JIOCApTaHy TICAs TEPOPaIbHOTO 3aCTOCYBaHHS y HOBOHAPOKEHHX 1 JiTe
JOUIKUTBHOTO 1 MIKUTBHOTO BiKY OyJM aHAJOT14YHUMH.

dapMaKOKIHETHYHI TTOKa3HUKW META0OJITY BIAPIZHSIMCS OLIbIIE, 3aJIEKHO BiJ BIKOBOI rpynu. Y IiTel
JOUIKUTBHOTO BIKY 1 MUUITKIB Taki BiAMIHHOCTI OyJM CTaTHCTUYHO 3HauymuMu. Ekcmosumis y
HOBOHAPOJKEHUX 1 JIITeH BIKOM /10 2 pOKiB OyJjia MOPIBHSIHO BHCOKOIO.

KuainiuHi xapakTepucTukm.
Ilokazannus.

e JlikyBaHHS €CEHIIANbHOI riepTeHs3ii y 10poCIuX Ta y IiTei BIKOM BiJ 6 pOKIB.

e JlikyBaHHs 3aXBOPIOBaHHS HUPOK Y JOPOCIINX MALI€HTIB 3 apTepialbHOIO TIIEPTEH31€I0 1 IyKPOBUM
niaberom II Tumy 3 mpoteinypieto > 0,5 /100y — sIK YaCTHMHA aHTUTINEPTEH3UBHOI Teparmii (JHUB.
posainu «dapMakosoriuHi BIacTUBOCTI», «[IpoTunokazanss» Ta «OcoOIUBOCTI 3aCTOCYBAaHHS ).

e JlikyBaHHS XpOHIYHOi CepIEeBOi HEAOCTATHOCTI Yy MOPOCIMX TAIll€HTIB, KOJIM 3aCTOCYBaHHS
1HT10ITOPIB aHTIOTEH3UHIIEPETBOPIOBATILHOTO (hepMeHTY (AIID) BBaXxaeThCs HEMOKIMBHM Yepe3
HECYMICHICTb, 0OCOOJIMBO TIPH Kamuti, ado mpoTumnokaszane. [lamieHTiB 13 ceplieBOI0 HETOCTATHICTIO,
CTaH SKHX cTaliii3yBaBcs MpH 3acTocyBaHH1 iHTi0iTOpa AIID, HE CIifl TepeBOAUTH Ha JTiKyBaHHS
JocapTaHoM. ¥ maiieHTa (ppakiiist BUKHY JiBOTO NUTyHOUYKa MOBUHHA CTaHOBUTH < 40 %, cTaH mMae
OyTH KIiHIYHO cTaOimbHUM. TakoXX MAali€HTOBI CIiJ] JOTPUMYBATHCS BCTAHOBJIEHOTO DPEXUMY
JIKYBaHHS II0JI0 XPOHIYHO1 CEPIIEBOT HETOCTATHOCTI.

e 3HIKEHHS PHU3UKY PO3BHUTKY IHCYJBTY Yy JOPOCIHX IAIIEHTIB 3 apTepiaJbHOIO TIMEPTEH3IEI0 1
rinepTpodiero JiBOro MUTYHOUKA, 110 MiATBEpAKeHO 3a gjonoMororo EKT'.

Ilpomunokaszanna.
e [ligBumieHa 4yTJIUBICTh 70 JIOcCapTaHy abo 10 OyAb-SKOi TOTOMIKHOI PEYOBHHH, IO BXOAUTH 10
CKJIaJTy JIIKapChKOTO 3ac00y.
e [l i III TpumecTpu BariTHOCTI (AMB. po3aim «OCOOJIMBOCTI 3aCTOCYBaHHS» Ta «3aCTOCYBaHHS Y
nepios BariTHOCTI a00 rOyBaHHS TPYIIION).
e Tspkki nopymeHHs QyHKIIT MeYiHKH.
e [IpoTunokazane ogHOYACHE 3aCTOCYBaHHS JIOCapTaHy 3 JIKAapChKUMHU 3aco0amH, SKi MICTATh

AJITICKIpeH, MaIli€eHTaM 13 IMYKpPOBHUM AiabeToM abo mopyuieHHAM GyHKIT HUPOK (IOIK®D <
60 m/x8/1,73 M? [muB. po3min «B3aeMomist 3 IHIIMMH JIKAPCHKUMH 3ac00aMU Ta 1HIII BUIU
B3aEMOIINN ).

B3aemodia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0ii.

[HIII aHTHUTINEPTEH3WBHI 3aCO0M MOXYTh MOCHIIIOBATH TIMOTEH3WBHUU edekT nocaprany. OmgHOYacHe
3aCTOCYBaHHS 3 1HIIUMU JIIKAPCHKUMH 3ac00aMH, 110 MOXXYTh 1HIYyKYyBaTH TaKy IMOOIYHY pEakIliio, sK
apTepiaibHa rinoTeH3is (TPULUKIIYHI aHTUCTIPECAHTH, aHTUIICUXOTUYHI 3ac00U, 6akiodeH 1 amipocTuH),
MO>K€ ITiIBUIIYBaTH PU3UK BUHUKHEHHS apTepiayibHOI TIOTEH3].

JlocapTtan MeTaboIi3y€eThCS MEPEBAKHO 3a ydacTio cuctemu nuroxpomy P450 (CYP) 2C9 no akTuBHOTO
KapOokcu-kucioro merabomity. ®daykonazon (iHriditop CYP2C9) 3HMKYE EKCIO3HINI0 aKTHBHOTO
metabomiTy npubinsno Ha 50 %. BcTaHoBneHo, 110 0lHOYACHE JIKYBaHHS JOCApTaHOM 1 pudaMIiimHOM
(iHZyKTOp (epMeHTIB MeTaboJi3My) MPHU3BOAUTH A0 3HIKEHHA Ha 40 % KOHIEeHTpalii aKTHUBHOTO
MeTaboumiTy y maa3Mmi kposi. KimiHiuHe 3HaueHHs boTo ehekTy HeBimoMe. Hemae BiIMIHHOCTI B €KCITO3HIIIT
IIPU OJTHOYACHOMY 3aCTOCYBaHHI JjocapTany i ¢uryBactatuny (cimadkoro inridiTopa CYP2C9).

SIK 1 mpum 3acTOCYBaHHI IHIIMX JIKapChKUX 3ac00iB, 10 ONOKYIOTH aHrioTeH3uH Il abo ioro edexru,
CYyNyTHE 3aCTOCYBaHHS JIKapChKUX 3aco0iB, IO 3aTPUMYIOTh Kallii B OpraHi3Mi (HampuKIal,
Kaiiif30epiralounx JiypeTuKiB: CIIPOHOJIAKTOHY, TPHAMTEPEHY, aMiJIOpUay) a0 MOXKYTh IiJBHUIYBaTH
PiBHI KaJmiro (HaNpuKJIaJ, TemapuH, JIIKapChKi 3ac00H, IO MICTATh TPUMETOIPUM), J00aBOK Kallifo abo



KaJTi#BMICHUX 3aMIHHUKIB COJIi, MOX€ MPHU3BECTH O IJBHIIEHHS BMICTY Kallild0 B CHPOBATIII KPOBI.
OnHovacHe 3aCTOCYBaHHS TaKUX 3aC00iB HE PEKOMEHIOBAHE.

[Ipu omHOuacHOMY 3acTOCyBaHHI IpenapariB JiTiio 3 iHriditopamu AIID Oynu NOBIIOMIICHHA PO
3BOPOTHE TIJIBUIIECHHS KOHIICHTPAIIM JITIFO B CHPOBATII KPOBI Ta HOTr0 TOKCHYHUHN BIUIMB. Takox
MOBIIOMJISUIA TIPO JIy’K€ PIJKICHI BUIAJKK Takoi B3a€MOJii 1 MPU 3aCTOCYBaHHI OJOKAaTOpIB peLenTopiB
anriorer3uny II. OmHouacHe 3acTOCyBaHHS JITIIO Ta JOCapTaHy BHUMAarae oOepeXHOCTI. Ko
3aCTOCYBaHHA TaKOi KOMOiHALlIi pO3IIHIOETHCS SIK HEOOX1IHE, PEKOMEH/I0BaHO MOHITOPYBaTH CUPOBATKOB1
PIBHI JIITIFO HA TJIi OJJHOYACHOTO NMIPUHOMY IHUX JIIKAPCHKHUX 3aCO0IB.

[Ipu ogHOYAaCHOMY 3aCTOCYBaHHI aHTaroHICTiB aHrioTeH3uHy Il 1 HeCTepoinHUX MPOTH3aNaTBHUX 3aC001B
(HIT33; nanmpuknan, cenekTuBHI iHTIOITOpH IUKIooKcureHasu-2 (L{OI'-2), aneTuncaninuioBa KUcioTa y
no3ax, M0 YWHATH MpoTH3anaibHy fgifo, HecenektuBHI HII33) Moke mocnaOmroBaTHCs
aHTUTINEPTeH3UBHUMN edekT. OHOYaCHE 3aCTOCYBAaHHs aHTAroHICTIB aHTioTeH3uHY Il abo miypeTukis i3
HII33 moke mpu3BOAUTH A0 MiJBUIICHHS PU3MKY MOTipIIaHHSA (YHKLII HUPOK, BKIIOYAIOYH MOMKIUBUN
PO3BHUTOK TOCTPOi HHUPKOBOI HEJOCTATHOCTI, a TAKOX IO IIJBHUIICHHS PIBHS KaJiI0 B CHPOBATIIl KPOBI,
0COOJIMBO y TMAIEHTIB 3 ICHYIOUMM MOpYyIIEHHAM ¢yKIii HUpoK. Taky KOMOIHAIO Ciif MpU3HAYaTH 3
00epexHICTIO, 0COOJIMBO MaIll€EHTaM JIITHBOTO BiKy. [lamieHTam ciif miaTpuMyBaTH afeKBaTHY TiIpaTallito,
TaKOXX MOK€ OyTH JNOLIIBHMM MOHITOPUHT (YHKIIi HUPOK MICIS MOYATKy OJHOYACHOTO 3aCTOCYBaHHS
Mpenaparis, a TAKOXK MEPIOAUIHO BIIPOIOBK JIKYBaHHS.

€ nani, mo mnoxBiiHa OJI0OKaja peHiH-aHT10TeH3MH-aIbAocTepoHOBOi cuctemMu (PAAC) mmsxom
KOMOIHOBaHOTO 3acTocyBaHHs iHTi0iTOpiB AIID, GokaTOpiB penientopiB anrioTeH3uny Il abo amickipeHy
NoB’si3aHa 3 OIIBIIOI0 YAaCTOTOI0 BMHHMKHEHHS TaKMX HEOaKaHMX SBUIL, SK apTepiajibHa TiNOTEH3is,
rinepkajieMis Ta 3HIKSHHS (PYHKITT HUPOK (BKIFOYAIOYH TOCTPY HUPKOBY HEOCTATHICTH), TOPIBHSIHO 13
3aCTOCYBAaHHSIM OJTHOTO mpenapary, mo aie Ha PAAC (quB. po3ainu «IIpotunokazanns» ta «OcobIuBOCTI
3aCTOCYBaHHS).

I'peiindpyToBuii cik MICTHUTh KOMIIOHEHTH, sKi iHTiOyioTh GepmenT CYP450 Ta MOXYyTh 3HMXKYBaTH
KOHIICHTpPAIlIF0 aKTUBHOTO META0OJIITY JIOCApTaHYy, 110 MOXKE 3MEHIIUTH TepaneBTUYHuM edekr. [1ix gac
npuiioMy TabJIETOK, 10 MICTATh JIOCAPTaH, CJIi/l YHUKATH BXXKUBAHHS TPEUIIPYTOBOTO COKY.

Ocobaueocmi 3acmocyeamnns.

Linepuymaugicmeo.

Aneionespomuunuii HaOpsK.

Crnizt peTebHO KOHTPOJIIOBATH CTAH TMAIli€HTIB 3 aHT1IOHEBPOTUYHUM HAOpsSKOM (HaOpsiku o0au4ysi, ry0,
ropua ta/abo si3uka) B anamHe3i (auB. po3ain «I1o0iuHi peakiii»).

Apmepianvha 2inomen3is/600H0-e1eKmpoImHuLL OUcOAnAHC.

CuMnToMaTHyHa apTepiajibHa TIMOTEH3is, OCOOJMBO MiCIs 3aCTOCYBAaHHS MEPUIOi J03M JIKapChKOTO
3aco0y Ta mics il miABUIIEHHS, MOKE BUHUKATH Y TAIlI€HTIB 31 3HI)KCHUM BHYTPIIIHBOCYAMHHUM 00’ €MOM
Ta/abo aedinuTOM HATPitO, CIPUUYNHEHUMHU 3aCTOCYBAHHIM CHIIbHUX JIIyPETHKIB, JIETHYHUM OOMEKEHHAM
B)KMBaHHS COJIi, Jiapeeto abo OroBaHHAM. Taki cTaHM MOTPeOyIOTh KOPEKIIii Iepe] MOYaTKOM JIIKyBaHHS
JocapTaHoM a0o0 3HMKEHHS MOYaTKOBOI JO3H JIIKapChKOro 3aco0y (auB. po3ain «Crocid 3acTocyBaHHS Ta
no3u»). L1 pekoMeHnaaiii cTocyoThCsl NiTei BikoM Bizt 6 10 18 pokis.

Enexmponimuuii ducoananc.

EnexTponiTHHiA qucOaiaHe 4acTo CIIOCTEPIraeThes y MAIli€HTIB 13 MOPYIICHHIM QYHKITIT HUPOK (3 ab6o 6e3
IIyKpOBOro J1iabery), mo ciig OpaTu A0 yBaru. Y KIIHIYHOMY JOCIHI/DKEHHI 3 y4YacTIO MAIli€HTIB i3
ykpoBuM pgiadetom Il Tumy Ta 3 HedpomnaTiero yacToTa BUHHUKHEHHS TinepKajieMii Oyna OUIbIIOI Mpu
JIKyBaHHI JIOCAPTAaHOM MOPIBHAHO 3 anebo (auB. po3ain «Ilobiuni peakii»). Tomy ciix perenbHO
MOHITOPHUTH KOHIIEHTPAIII] KaJIif0 y TIa3Mi KPOBI 1 TOKa3HUKH KIIIPEHCY KpeaTHHIHY, OCOOIMBO Y MAIIEHTIB
13 CEpLEBOIO HEJOCTATHICTIO 1 KJIipeHcoM KpeaTuHiny 30—50 mi/xB.

OnHovacHe 3aCTOCYBAaHHS KalliM30epiralounx IiypeTHKiB, KaJIIEBUX XapuyoBHUX J00aBOK, KaIldBMICHHX
3aMIHHHKIB cOJi 200 1HIIHX JTIKapChKUX 3aC001B, SIKI MOXKYTh MIPU3BOJUTH JI0 TiABUIICHHS KOHIICHTPAILIil
KaJIIF0 B CHPOBATII KPOBI1 (HAIPUKJIAI, JTIKAPCHKUX 3aC00iB, IO MICTATh TPUMETOIIPUM), 13 JIOCAPTAHOM HE
peKoMeH10BaHe (IUB. po3ain «B3aemois 3 IHIMMMHE JTIKAPChKUMU 3aC00aMHU Ta 1HIII BHIA B3a€EMOIIi» ).
Lopywennsa @yHkuyii neyinku.

Ockinbky (hapMaKOKiHETHYHI JaHi BKAa3yIOTh Ha ICTOTHE IiJIBUIIEHHS KOHIIEHTpALii JIocapTaHy y mja3mi
KpOBI XBOpHMX Ha ITMPO3 IEUYIHKH, CIIJl PO3TIASHYTH MHUTAaHHS TPO 3HIKEHHS 03U JUIsl TAIEHTIB 13




HasIBHICTIO B aHaMHeE31 MopymeHb GyHKUii nedinku. Hemae 1ocBiny 3acTocyBaHHS JOocapTaHy MallieHTamM
13 TSDKKUMU MMOPYIIEHHAMH (DYHKIIIT TIEUIHKH, TOMY JIOCapTaH HE MOXKHA MMPUHMATH TaKUM TaIll€EHTaM (JI1B.
po3aimu «Crocib 3acTocyBaHHs Ta 103u»,«[IpoTunokazanus» Ta «DapMaKoIOTiuHI BIACTHBOCTI»).
JlocapTan He peKOMEHAOBAaHUH ISl 3aCTOCYBAHHS JITSAM 13 TOPYIICHHAMH (YHKITIT TEYiHKA (TUB. PO3ILT
«Oco0IMBOCTI 3aCTOCYBAHHS).

Lopywenns @pyHkyii HUpOK.

[oBimomnsin TPO BUHMKHEHHS 3MiH (QYHKLII HHPOK, BKJIIOYAIOYM HHUPKOBY HEIAOCTATHICTH, IO
MOB’SI3yBAJIM 3 NMPUTHIYCHHSIM PEHIH-aHT1I0TEH3WHOBOI CHCTeMH (OCOOJIMBO Y TAIIEHTIB 13 3aJEKHICTIO
¢ynkuii Hupok Bix PAAC, TOOTO y mamlieHTIB 13 TSHKKUMHU MOpYyIIEHHSAMH (YHKIII cepus abo 3 yxe
HassBHUMU MOPYIICHHSAMHU (DYHKITIT HUPOK).

Jlikapceki 3acobu, mo BruinBaoTh Ha PAAC, MOXYTh CIPUYMHATH HiABHUIICHHS PiBHIB CEUOBHHU KPOBI
Ta KPEaTHUHIHY CUPOBATKH KPOBI y TAII€HTIB 13 TBOOIYHUM CTEHO30M HHPKOBHX apTepiit a00 31 CTEHO30M
aprepii eannoi HUpKH. Li 3MiHN y QYHKLIT HUPOK MOXKYTh OyTH OOOPOTHUMH IICIIS IPUITMHEHHS TEparii.
Criz 3 00epeKHICTIO 3aCTOCOBYBATH JIOCAPTAH MAIliEHTaM 13 TBOOTYHMM CTEHO30M HHPKOBHUX apTepii abo
31 CTEHO30M apTepii €JMHOT HUPKH.

3acmocyeanus oimam i3 nopyueHHAMY QYHKYIT HUPOK

Jlocapran He peKOMEHI0BaHHl I 3acTocyBaHHs AiTsaM i3 IIK® < 30 mn/xs/1,73 M2, oCKilbKH HeMae
BIJIMOBITHUX JaHUX OO0 3aCTOCYyBaHHA (IUB. po3ail « Crioci0 3acTOCyBaHHS Ta JO3W»).

[IpoTsirom mepiony 3acTOCyBaHHS JIOCApTaHy CIiJl PETYJISPHO NepeBipiATH (PYHKIIIO HUPOK, OCKUIBKU
MoxJuBe 11 moripmadHsa. OcoOMMBO 1€ CTOCYEThCS BUNAJAKIB, KOJM JIOCApTaH 3aCTOCOBYIOTH IIpU
HasIBHOCTI 1HIIMX TATOJIOTIYHMUX CTaHIB (rapsyka, JEerigparalisi), sKi MOXYTh BIUIMBATH Ha (DYHKIIIO
HUPOK.

OnHouacHe 3acToCyBaHHsA JocapTaHy Ta iHrioitopiB AII® mnoripurye (yHKIIIO HHPOK, TOMY Taka
KOMOIHAIIIs HE PeKOMEHA0BaHa (IMB. po3/ii «B3aemMois 3 1HIIMMU JTIKapCHKUMU 3ac00aMu Ta 1HII BUIU
B3aEMO/IIIY ).

Tpancnaanmayis HUPKU.

Hemae pocBimy mono Oe3nmeku 3acTOCyBaHHS JiocapTaHy HallieHTaM, SKUM IIOHHO TPOBEICHO
TpaHCIJIAaHTAIlIF0 HUPKH.

Ilepsunnuti cinepanboocmepoHizm.

VYV mari€edTiB 13 NMEPBUHHHUM TiNEpabIOCTEPOHI3MOM, SK TPABUIIO, HE CIIOCTEPIraeThCcs e(eKTy mpu
3aCTOCYBaHHI JIKApChbKUX 3aco0iB, IO JAilOTh LUISXOM HPUTHIUYEHHS pPEHIH-aHT10TEeH3HMHOBOI CHUCTEMHU.
Tomy nocapran He peKOMEHIOBAaHUHN TSI II€T TPYTIH MAIlIEHTIB.

3axsoprosanns KOpoHapHux apmepiti ma yepebpoB8aAcKYIAPHI 3aX80PIOBAHHS.

Sk 1 mpu 3acTOoCyBaHHI IHIIUX AaHTUTINEPTEH3WBHHUX JIKAPCHKUX 3aco0iB, HaaMIpHE 3HIDKCHHS
apTepiaJbHOrO THUCKY Yy TAIli€HTIB 3 IMIEMIYHMMH 3aXBOPIOBAaHHSAMHU KOPOHAapHHUX apTepiii Ta
1epeOpOBACKYIIPHUMHU 3aXBOPIOBAHHSAMU MOXKE TPHU3BOJUTH IO PO3BHUTKY 1H(APKTy Miokapaa ado
IHCYJIBTY.

Cepyesa Hedocmamuicme.

SIK 1 mpM 3aCTOCYBaHHI 1HIIUX JIKapChbKUX 3aco0iB, 1m0 BIuMBaloTh Ha PAAC, y mariieHTiB i3 ceprieBoio
HEJIOCTATHICTIO 3/0€3 mopymeHHs PYHKITi HUPOK ICHY€E PU3HK PO3BUTKY TSXKKOI apTepiasibHOI TMOTEH3IT 1
(4acTo TOCTPOro) MOpyLIeHHS (PYHKIIIT HUPOK.

Hemae nmocTaTHROTO TEpameBTUYHOTO [OCBITYy 3aCTOCYBaHHS JIOCApTaHy TMallieHTaM 13 CEepIeBOIO
HEJIOCTATHICTIO 1 CYMYTHIM TSDKKUM IOpPYIIEHHSIM (YHKII HUPOK, MAalli€eHTaM i3 TSHKKOIO CEPLEBOIO
HenoctatHicTiO (k1ac [V 3a NYHA), a Takox marfieHTam i3 CepiieBor0 HEAOCTATHICTIO 1 CHMITOMATHYHOIO
HeOe3MEeYHOIO JUIS JKUTTSI CEPIIEBOIO apUTMi€l0. ToMy JIocapTaH Cilifi 3aCTOCOBYBATH 3 00EPEKHICTIO TAKUM
rpymnam namieHTiB. Ciif 3 00epexHICTIO OJHOYACHO 3aCTOCOBYBATH JIocapTaH 1 B-OiokaTopw.

Cmeno3 aopmanbHo2o i MimpanbHo20 KIananie, 00cmpykmusHa 2inepmpogiuna kapoiomionamis.

Sk 1 mpu 3acTOCYBaHHI 1HIIMX Ba30UIaTaTOPIB, 3 OCOOJIMBOIO OOCPEKHICTIO CIIiJ] MPU3HAYATH JIOCApTaH
MarieHTaM 31 CTEHO30M aopTaIbHOTO 1 MITPaJbHOrO KJamaHiB ab0 OOCTPYKTHBHOI TimepTpodidyHOO
Kap/110M10TIaTI€IO.

Bacimnicme.

He cnix po3nounHatu JiKyBaHHS JIOCApPTaHOM Y Tepioj BariTHOCTI. KpiM BUTIaaKiB, KOJHM TIPOIOBKEHHS
Teparii JIoCapTaHOM PO3I[IHIOETHCS SK HarallbHO HEOOXiJlHEe, Y Malli€eHTOK, sIKi TUIAHYIOTh 3aBariTHITH,
HEOOXITHO 3aMIHUTH JIIKapChKHM 3aci0 Ha ambTepHATHUBHI AHTHUTINEPTEH3WBHI 3aco0Ou, Ui sSKUX Oyia




niATBEpKeHa Oe3MeYHICTh IXHBOTO 3aCTOCYBaHHS y mepioa BariTHocTi. [Ipu giarHoCcTyBaHHI BariTHOCTI
CJIi1 HETaltHO MPUIUHUTHU MPUKUOM JIOCApTaHy 1 B pa3i MOTpeOu po3MovaTH JIKyBaHHS aJbTePHATUBHUMHU
JiKapcbkUMHU 3acobamu (nuB. posninu «IIpoTunoka3zanHs» Ta «3acTOCYBaHHS y MEpioj BariTHOCTI abo
TOJTyBaHHS TPYIION).

Inwi 3acmepedicenns.

Sk BcTaHoBieHO 110710 1HTIOITOPIB AIID, MOocapTaH Ta iHIII aHTAaroHICTH aHT1OTEH3UHY MEHII €(PEKTUBHI
y TMaIi€HTIB HETpOiHOI pacH, HK B 1HIIMX MAIi€HTIB, MOXXJIIMBO, Y€pe3 HU3bKY aKTHBHICTh PEHIHY Y
MaIli€HTIB 3 apTEPIAIbHOIO TIMEPTEH3I€EI0, SIKI € TIPEICTaBHUKAMH HETPOiTHOI pacH.

Lloositina baokada penin-anziomensun-anrboocmeponosoi cucmemu (PAAC.)

€ nani mpo Te, MO OJHOYACHE 3acToCyBaHHs 1HTIOITOpIB AIID, 610oKaTopiB perentopiB aHrioTeH3uHy Il
abo amickipeHy MiJBUIIY€ PU3UK BUHUKHEHHs apTepiaibHOi TiNOTeH3ii, rinepkaiieMii Ta HpUTHIYYE
(GYHKIII0O HUPOK (BKJIIOYAIOYU PO3BUTOK TOCTPOi HUPKOBOI HEJOCTATHOCTI). Y 3B’S3KYy 3 UM MOABiHHA
6mokana PAAC kxoM6iHOBaHMM 3aTocyBaHHSM iHTiOiTOpiB AIID, Gi10KaTOPIB penenTopiB anrioreH3uHy 11
a0o alicKipeHy He PeKOMEHAYEThCs (AuB. po3in «B3aemoist 3 IHITUMU JIIKaPChKUMH 3aco0aMu Ta 1HII
BHJIA B3aEMOIIIY ).

VY pa3si kpaitaboi notpedbu nmoasiitHoi 61okaan PAAC, T ciijg mpoBOAWTH il HATJISOM CIieliaicTa Ta 3
peTeIbHIM MOHITOPUHTOM (DYHKIIIT HUPOK, €JIEKTPOIITHOTO OallaHCy Ta apTepiajbHOTO THCKY.

He cnin onrovacHo 3actocyBartu iHri0iTopu AII®D 1 anTaronictu perenTopiB anriotreH3uny I marientam 3
niabeTHYHOI Hepomariero.

Ancionespomuunuti HAOPAK KUULEUHUKA.

[oBimomiIsIoCcs PO aHTIOHEBPOTUYHMI HAOPSK KUIIEYHHMKA Y MAlLli€HTIB, AKi OTPUMYBAJIN aHTaroHiCTH
penienitopiB anrioTeH3uHy 1I, BKIFOYHO 3 mocapTanoM (IuB. po3ain «[1o61uni peakiii»). ¥ nux mamieHTiB
criocTepiraiucs Oifb y JKMBOTI, HyJIOTa, OmoBaHHSA Ta aiapes. CUMITOMM 3HHMKald TMICJsS BiIMiHU
AHTAroHICTIB perenTopiB aHrioTeH3uny I1. SIKio niarHocToBaHO aHT1IOHEBPOTHYHHUM HAOPSK KHUIIICUHUKA,
3aCTOCYBaHHA JIOCApTaHy HEOOXiAHO MPUIMHMHUTH Ta PO3MOYATH BIAMOBIAHUNA MOHITOPHHI JI0 MOBHOTO
3HUKHEHHS] CHMIITOMIB.

Jlonomidicni pewogunu.

Lle#t mikapchkuii 3acid MicTUTh MeHIIe 1 Mmoib (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BUIBHUM Bl
HATpIIO.

3acmocysanus y nepioo eazimnocmi abo 200y8anusa 2pyooio.

Bacimnicme.

[Tig gac I TpuMecTpy BariTHOCTI 3aCTOCYBaHHS JIOCApTaHy HE peKOMEHI0BaHe (IUB. po3ii1 «OcobarBoCTi
3actocyBanHs»). [lig gac II 1 III TpumecTpiB BariTHOCTI 3aCTOCYBaHHS JIOCApPTaHy MPOTHIIOKA3aHE (IUB.
po3ainu «lIpoturnokazanus» Ta «OcoOIMBOCTI 3aCTOCYBAHHS ).

JlaH1 emigeMioNoOTIYHUX JOCIIKEHb CTOCOBHO PH3MKY TEpaTOreHHOro BIUIMBY iHTiOITOpiB AIID mnpwu
iXHBOMY 3acTOCYBaHHI i 4ac | TpuMecTpy BariTHOCTI He € NEPEKOHJIMBUMHE; IPOTE HE MOYKHA BUKITIOYUTH
HEBEJIMKE TMIABUIICHHS TaKoro pu3uKy. OCKUIBKM BIACYTHI JaHI KOHTPOJIHOBAHUX €MiJAEMIONOTTYHHX
JOCIIJDKEHb LIOJI0 PU3MKY, MOB’S3aHOTO 13 3aCTOCYBAaHHSIM aHTAroHICTIB pelenTopiB aHTioTeH3uny Il
(APAII), moxiGH1 pU3WKKA MOXYTh OyTH MPUTaMaHHUMHU JJIS IOTO KJacy JKapCchKuxX 3aco0iB. Kpim
BUIMAJKIB, Kou TpofoBxkeHHs: Tepamii APAIL po3iiHIoeThCS K HaraabHO HEOOXiTHE, Y MAalli€HTOK, SKi
MJIaHYIOTh 3aBariTHITH, HEOOX1HO 3aMIHUTH Il JIKapChKi 3aCO0M Ha aJIbTEpHATHBHI aHTUTINEPTEH3UBHI
3aco0u, sKi MaloTh MiATBEpPKEHUI Mpodiab Ge3neuHOCTI BUKOPUCTAHHS y IMepioJ] BariTHOCTI. Y pasi
JI1arHOCTYBAaHHS BariTHOCTI MOTPIOHO HETaHO BIAMIHUTU 3aCTOCYBaHHS JIOCapTaHy Ta B pasi moTpedu
MPU3HAYUTH ATBTEPHATHBHY TEPaIlito.

Binomo, mo 3actocyBanHst APAII mix wac II ta III TpumecTpiB BariTHOCTI y JIOJUHHA MPU3BOIUTH 0
(ETOTOKCUYHOTO BIUTUBY (3HMKEHHS (DYHKIIT HUPOK, OJIrOTiApaMHIOH, 3aTpuMKa ocu@ikamii KicTOK
yepena) 1 COPUYMHIE HEOHATadbHY TOKCHYHICTh (HUPKOBAa HEJOCTATHICTh, apTepiajibHa TiMOTEH31s,
rinepkamiemis).

Skmo mocapran 3actocoByBaBcs 3 Il TpumecTpy BariTHOCTi, TOMI PEKOMEHIYETHCS IPOBECTH
yIBTPa3BYKOBE TOCIKEHHs (PYHKIIIT HUPOK Ta CTaHy KiCTOK ueperna JUTHHU.

3a HEMOBJISATAMHU, MaTepi SKUX MPUKUMAIW JIOCApTaH Y TMEpioj] BariTHOCTI, HEOOXITHO 3IMCHIOBATH
pEeTeNbHUN HArJIA MO0 BUSABJICHHS apTepianbHOi TimoTeHsii (muB. po3aim «[IpoTumnmokasanHs» Ta
«Oco0aMBOCTI 3aCTOCYBaHHS).



T'ooysanns epydoio.

Ockinbku Hemae iHdopmarii moAo 3acTOCyBaHHS JIOCApTaHy Yy TI€pioa TOAyBaHHS TPYIIIO, HE
PEKOMEHAYEThCA MpHU3HAYaTH LEel JiKapchbkuil 3aci06. bakaHe anbTepHATHBHE JIIKYBaHHS JIIKAPCHKUMHU
3aco0amMu 3 Kpairie BUBYEHHUM TMpodigeM O€3MeKH o0 TOAYBaHHS TPYIII0, OCOOIHMBO Yy TMEpioa
HOBOHAPOJ[XKEHOCTI 200 SKIO TUTHHA HEJJOHOIICHA.

30amuicmy  enausamu Ha WEUOKICMb peaxyii npu KepyeawHi aAsMOmMpaHCnopmom abo IHuUMU
MexXarnizmamu.

Hemae nmanux Mmoo BIUIMBY JIOcapTaHy Ha 3JaTHICTh KepyBaTH aBTOTPAHCIIOPTOM a00 IHITUMH
MexaHi3MamMu. OpHak Coig maM’sTaTd [P0 MOXKJIUBICTh PO3BUTKY TaKMX IMOOIYHMX peakiii, sk
3araMOpOYECHHS Ta COHJIMBICTh, OCOOJIMBO Ha MOYATKY JIIKYBaHHS Ta MPH MiABUIICHHI J03U JIIKapChKOTO
3aco0y.

Cnocio 3acmocysannus ma 003u.

TabneTku MOKHA 3aCTOCOBYBATH HE3aJIEKHO Bifl IPUIOMY 1ki, 3arTMBatouu | CKIISTHKOIO BOJIH.
Apmepianvha 2inepmensis.

3a3BHuail MoyaTKOBa 1 MIATPUMYIOYA 7032 JIs OUIBIIOCTI XBOPUX CTAaHOBUTH 50 MT JiKapCchKOro 3acoly
1 pa3 Ha 700y. MakcUMalTbHUI aHTUTIMEPTEH3UBHUN €(PEKT NOCATAETHCS HA 3—6-H THIKICHB BiJ MOYATKY
npuiioMy JiKapchbKoro 3aco0y. st neskux MaIi€eHTiB MOXKE BUSABUTHUCS CHPUATIMBIIINM ITiBUIIECHHS
103U Jikapcekoro 3acody a0 100 mr 1 pa3 Ha 100y (BpaHiIi).

JlocapTan MOXHa 3aCTOCOBYBATH y MO€JHAHHI 3 IHIIMMHU aHTUTINEPTEH3UBHUMH JIKAPCHKUMH 3ac00aMH,
0COOHMBO 3 JIypeTUKaMH (HANpHUKIad, TiApOXJopoTiazuaoMm) (AuB. po3nin Ta «B3aemopis 3 iHIIMMH
JTIKapChKUMU 3ac00aMU Ta 1HIII BUIU B3aEMOIIi» ).

Hayienmu 3 apmepianvhoio cinepmensiclo _ma  yykposum Oiabemom Il muny (npomeinypis
> 0,5 2/006y).

3a3Buyaii moyaTtkoBa /103a cTaHOBUTH S0 mr 1 pa3 Ha 100y. Jlo3y moskHa 30umbmmTe 10 100 mr 1 pa3 Ha
00y 3aJIe)KHO BiJI TOTO, SKUMH € TOKa3HUKU apTepiabHOrO TUCKY depe3 | Micslb Micis MoYyaTky
nikyBaHHs. JlocapTaH MOXHa 3aCTOCOBYBATH 3 IHITUMHU aHTHUTINEPTCH3UBHUMHM JIKAPCHKUMU 3aco0aMu
(HampuKIaa, OiypeTHKaMmu, OJOKaTopaMM Kalblli€BUX KaHaliB, OlokaTtopamMu o- abo [-peuenTopis,
JIKapCbKUMHU 3aco0aMu IEHTpabHOI fii) (auB. po3ain «OcoOauMBOCTI 3aCTOCYBaHHS»), a TaKOXK 3
IHCYJTIHOM Ta IHIIMMHU TINOTJIKEeMIYHUMH 3aco0amMH, IO IIHPOKO 3aCTOCOBYIOTHCS (HANpHUKIAL,
MOX1THUMH CYJIb()OHIJICEYOBHHOIO, TIITA30HAMH Ta 1HT101TOpAMHU TITFOKO3HIa3H ).

Cepyesa nedocmammuicmo.

3a3BHryaii MOYaTKOBA /1032 JIOCAPTAHY /IS MAIIEHTIB 13 CEPIIEBOIO HEAOCTATHICTIO CTAaHOBUTH 12,5 mr 1 pa3
Ha 100y. Sk mpaBuIi0, 103y CIiJl THTPYBAaTH 3 THXKHEBUMH iHTepBanamu (To0To 12,5 Mr Ha 100y, 25 Mr Ha
100y, 50 mr Ha 100y, 100 Mr Ha 100y, 10 AOCATHEHHS MaKCUMabHOI 103U 150 Mr oauH pa3 Ha 100y), B
3aJIeKHOCTI BiJl IEPEHOCUMOCTI JIIKApChKOT0 3ac00y MaIli€HTOM.

3MeHwenHsa pusuKy po3sumky IHCYIbmY V NAUi€eHmie 3 apmepianbHow 2inepmensicio i 2inepmpogicto
J1i8020 WLIYHOUKA, niomeepoiceroio Ha EKT

3a3Buuaii moyaTkoBa j03a cTaHOBUTH 50 Mr jocaprany 1 pa3 Ha n00y. 3aJIe)KHO Bia 3MiH PIiBHA
apTepiadbHOI0 TUCKY JI0 JTIKYBaHHS CJiJI TOJATH T1ApOXIOPOTia3ua y HU3bKii 1031 Ta/a00 301IbIINTH 103y
nocaprany a0 100 mr 1 pa3 Ha 100y .

Oxkpemi rpymu maii€eHTiB.

3acmocyeanns nayicHmam 3i 3HUNCEHUM 00 " €EMOM UUPKVIIOIOYOI KPOSI.

[Mamientam 31 3HKEHHM 00’€MOM ITUPKYIIOI0UOi KpOBi (HANPHUKIAJ, YHACTIIOK JIIKYBaHHS BHUCOKHMHU
JI03aMU JIYPETHUKIB) CITiJI 3BaXXUTH JOILUIBHICTh 3aCTOCYBAHHS JIIKAPCHKOTO 3acO0y B MOYATKOBIM 1031
25 Mr oauH pa3 Ha 100y.

3acmocyeanusa nayicumam i3 NOpyuweHHAM GYHKYII HUPOK Ma NAuieHmam, AKUM nposooams 2emMooianis.
[Ipu mpusHaueHHi JiocapTaHy Mali€HTaM i3 MOPYIIEHHSAM (QYHKLIi HUPOK, a TaKOX IMali€HTaM, SKUM
MIPOBOJIATH TEMO/I1aTi3, TOYATKOBY KOPEKIIIIO 03U IPOBOIUTH HE TIOTPIOHO.

3acmocysanna nayienmam iz nopyuweHHAM QYHKYii neyinku.

JI1st marieHTiB 13 MOPYIIEHHAM (QYHKITIT IEYIHKY B aHAMHE31 CJTiJ] pO3TJITHYTH MMUTaHHS 11010 TPU3HAYCHHS
JiKapchKOro 3aco0y y MeHmnii mo3i. Hemae mocBimy jiKyBaHHS MAlli€HTIB 13 TSHKKUMH MOPYLIICHHIMU




¢yHKUii Me4yiHKM, TOMY JlocapTaH MPOTHIOKA3aHUM Iiif Tpymi mHamieHTiB  (IUB.  PO3ALIH
«IIporumnokazanus», «OCOOIMBOCTI 3aCTOCYBAHHS).

imu.
3acmocyeanus dimam gikom 8i0 6 micayie 0o 6 poxis.
be3neunicTh Ta €PeKTUBHICTH 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y y JiTeH BIKOM BiJl 6 MICSIIiB 10 6 POKiB
Ha ChOTOJHI He BCTaHOBJIeHI. JlocTymHi Ha Iei yac jaaHi mpencTaBiieHi B po3auni «®dapmakonoriyi
BJIACTUBOCTI», aJie ’KOITHUX PEKOMEH ALl 1010 I03YBaHHSI JIIKAPCHKOTO 3ac00y JIaTH HE MOXKHA.
3acmocysanus dimam gikom 6i0 6 0o 18 pokis.
Jlnst giTeit, siki MOXKYTh KOBTATH TAOJIETKH 1 B IKMX Maca Tia 6inbire 20 kr ta MeHie 50 Kr, pekoMeH0BaHa
J03a CTaHOBUTH 25 Mr | pa3 Ha 100y. Y BUHSATKOBUX BHUIAJIKAX J03Y MOXKHA 30UIBIIUTH 10 MAKCUMAIIbHOT
— 50 mr 1 pa3 Ha 100y. /{03y ciijg KopuryBaTH 3ajie)kKHO BiJl BIUIMBY Ha PIBEHb apTepiaIbHOTO THCKY.
VY mnarienTtiB 3 mMacoro Tina Oinbire 50 Kr 3a3Buuail pasoBa jo3a ctaHoBuUTh 50 mr 1 pa3 Ha m0o0y. Y
BUHITKOBUX BHITaJIKaX /103y MOKHA 301IbITUTH 0 MakcuMainbHOl — 100 Mr 1 pa3 Ha 100y. 3acTocyBaHHS
1103, 110 nepeBUIyoTh 1,4 mr/kr (abo Oinbire 100 mr) Ha 100y, y HiTel HE BUBYAIH.
JlocaptaHn He peKOMEHIOBAaHWUW ISl 3aCTOCYBaHHS IITSAM BIKOM 70 6 POKiB, OCKIJIBKH JTaHUX IIIOJO
3aCTOCYBaHHS JIKapChKOTo 3ac0o0y 1iii Ipyi Nali€HTiB HEOCTATHbO.
Jlocapran HE pPEKOMEHAYEThCS 3aCTOCOBYBAaTH MITAM 31 IIBUAKICTIO KIyOO4KoBOi  (inbTpartii
< 30 mu1/xB/1,73M?, OCKiNbKM HEMa€ BiAMOBIAHUX JaHUX MO0 3aCTOCYBAaHHSA (IMB. po3ain «Oco6mMBOCTI
3aCTOCYBaHHS).
JlocapTaH Tak0oXX HE PEKOMEHAYEThCS JJIs1 3aCTOCYBAHHS AITSAM 13 OPYIICHHAM (QYHKIIT eUiHKH.
3acmocysanns nayienmam aimnb020 8iK).
Sk mpaBuiIO, HEMae MOTPeOH y KOPUTYBaHHI IMOYATKOBOI JJO3M JUIA MAIIEHTIB JITHHOTO BiKYy, X04a CIiJ
BpPaxOBYBAaTH MOXKJIUBICTh MMPU3HAYCHHS JTIKAPCHKOT0 3aC00Y B MOYATKOBIM 1031 25 MT JIJIs MAIli€HTIB BIKOM
BiJl 75 pOKiB.

imu.
JlocapTan He PEKOMEHIYEThCS JIJIsi 3aCTOCYBAHHS JITSAM BIKOM JI0 6 POKiB, OCKUIBKH IIOJO €T TPymH
MAII€HTIB JaHl € OOMEXKEHUMHU.

Ilepeoosysanns.

Cumnmomu.

Jani mono mnepeno3yBaHHA JocapTaHy oOmexeHi. HaifiMoBipHIIIMMHU mposiBAMH NEpEAO3yBaHHS €
apTepiajibHa TIMOTEH31s 1 Taxikapis; Opagukap/is Moke OyTH HACITIIKOM MapacuMIaTHYHOI (BaryCcHOT)
CTUMYJISIII.

Jlikysanus.

Y pa3l BUHUKHEHHS CHMIOTOMATHYHOI apTepiayibHOi TimoTeH3ili HEOOXiAHO BUKOPUCTOBYBATU
MIATPUMYBAJIBHY TEpaIiio.

JIikyBaHHS 3aJIC)KUTh BiJl TPUBAJIOCTI Yacy, [0 MUHYB MiCJIsI IPUHOMY JIKapChKOTo 3aco0y, a TaKOX BiJ
XapakTepy 1 TSHKKOCTI CUMITTOMIB.

[IpiopureTHrM 3ax0/10M Mae OyTH cTabinizanis QyHKIIT cepleBo-cy IMHHOI cucteMu. [licis nepopaabHOro
pUHOMY JIIKAPChKOTO 3ac00y MOKa3aHe 3aCTOCYBaHHS aKTUBOBAHOTO BYT1UIA Y BIAMOBIAHIN 1031. [Ti3HimTe
CJIiT 4YacTO KOHTPOJIIOBATH OCHOBHI TOKa3HUKU >KUTTENISIIBHOCTI OpraHi3aMy Ta KOPHTYBaTHU IIpH
HeoOximHocTi. JlocapTad Ta akTUBHI METa0OITH HE BUAAISIOTHCS TIPH MPOBECHHI TEMOT1alTizYy.

Ilo6iuni peaxuii.

[ToGiuHor0 peakii€ero, Mpo SKy HaiuacTille MoBiOMIIUTH, OYJI0 3aIIaMOPOYCHHSI.

Yacrora moOIYHMX peakiliii, BKa3aHWX HIKYE, BU3HAYCHA SK HACTYIMHA: Ayke dacto: >1/10; gacro: Big
>1/100 mo <1/10; mewacro: Big >1/1000 no <1/100; pinko: Bix >1/10000 mo <1/1000; my>xe pinko: <1/10000;
HEB1JI0MO (HEMO>XKJIMBO BU3HAUUTH 32 ICHYIOUUMH JAHUMH ).

Ta0aurs.

UYactoTa moOIYHUX peakiliid, BUSBICHUX Y IUIANE00-KOHTPOILOBAHUX KIIHIYHUX JOCTIKEHHSIX Ta i yac
MICISIPEECTPALIIMHOTO 3aCTOCYBAHHS JIOCAPTAHY

| [To6i1uynHa peakiris | Yactora moOIYHUX peakilii Mpu Pi3HUX MOKA3AHHIX | [a1I1E |
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Aprepians- | Ilamientn 3 | XpoHiuHa AprepianbHa Hocsin
Ha apTep1ajibHOO cepucsa TICePTEH319 Ta HlCIISIpeCCTpaL[lﬁHOI‘O
rimepreHsist | TinepreH- HEJOCTATHICTh | IykpoBui miaber II | 3acrocyBamHs
3i€10 Ta TUIY 3 | JiKapchKOTro 3aco0y
rineptpodieio 3aXBOPIOBaHHAM
JIIBOTO HUPOK
[IUTYHOYKA
3 boky kposi ma nimgpamuunoi cucmemu
aHeMis 4acTo 4acToTa
HEBITOMA
TPOMOOIUTONCHIS yacToTa
HEBITOMA
3 boky imynnoi cucmemu
peakmii Tinep4yTINBOCTI, piako
aHaimakTH4HI  peakiii,
AQHT1OHEBPOTUYHUH
HaOpsk™* ta BackymiT**
3 boky ncuxiku
nenpecis 4acToTra
HEBITOMA
3 boky Hepsosoi cucmemu
3anaMOpOYCHHS 4acTo 4acTo 4acTo 4acTo
COHJIUBICTh HEYacTo
TOJIOBHHI O1J1b HEYacTo HEYacTo
MOPYIIEHHS CHY HEYacTo
napecTesist piako
MITrpeHb 4acToTa
HEBiJJOMa
JICreB3is qacToTa
HEBITOMA
3 boky opeanie ciyxy ma pisHosazu
BEPTHUTO 4acTo 4acTo
IIyM//I3BiH y ByXax yacToTa
HEBITOMA
3 boxky cepus
aJbIriTanii HEYaCTO
CTEHOKap/Iist HEYacTo
CHUHKOIIE piaKo
Gbi0pusIis IepeacepIb p1IKO
1epeOpOBaCKYIIIpHA OIS piako
3 boky cyoun
(opTocTraruuHa) HEYacTo 4acTo 4acTo
apTepiagbHa TiMmoTeH3is (y
TOMY YHCIi J10303aJICKHI
OpTOCTaTUYHI €(hEKTH)
3 boky duxanvhoi cucmemu, 2pyOHOI KIIMKU Ma cepedoCmiHs
3a/IMIIIKa HEYacTo
Kalienb HEYacTo yacTtoTa
HEBiJJOMa
3 OOKY WIYHKOB0-KUUKOBO20 MPAKMY
O1IIb Y )KMBOTI HEYacTo
3amnop HEYacTo
Tiapest HEYacTo qacToTa
HEBITOMA
HYJ0Ta HEYacTo




OJIFOBAHHSI HEYacTo

AQHT1OHEBPOTUYHUN HAOPSK piako

KHUILIEYHHUKA

Tenamobiniapui poznaou

MaHKpeaTUT yacToTa
HEBiJJOMa

renaTuT P1IKO

MOpPYILIEHHS ¢byskuii yacToTa

IIEYIHKHA HEBITOMA

3 boky wKipu ma niOwKipHoi KIimKosUHU

KPOTIMBHUIIS HEYacTo 4acToTa
HEBITOMA

CBepOiHHSA HEYacTo 4acToTa
HEBITOMA

BUCHUIIAHHS HEYacTo HEYacTo 4acToTa
HEBITOMA

($OTOUyTIUBICTD yacToTa
HEBITOMA

3 60Ky onopHo-pyx08020 anapamy ma CHOLYYHOI MKAHUHU

Mianiris yacTtoTa
HEBiJJOMa

apTpairis yacToTa
HEBITOMA

pabmomionis 4acToTa
HEBITOMA

3 b6oky HUPOK ma ce108UBIOHUX WIAXI8

nopyuieHHs QYHKIIT HUPOK 4acTo

HUPKOBA HEJIOCTATHICTh 4acTo

3 60Ky penpodykmusHoi cucmemuy ma MOJOYHUX 34103

epeKTHIIbHA  OUCQYHKIIis/ 4acToTa

IMITOTEHIIIS HEBITOMA

3azanvhi poznadu ma peakyii' y Micyi 3acmocy8anHs JiKapcbKko2o 3acooy

3arajibHa c1a0KIiCTh HEYaCTO | 9acTo HEYacTo 4acTo

MiBUIIICHA HEYacTo | 4acto HEYacTo 4acTo

BTOMJIIOBAHICTh

HaOPsIK HEYacTo

3arajbHE HE3ly KaHHS 4acToTa
HEBITOMA

Peszynomamu obcmesrcens

rinepkamiemis 4acTo neyacro! | wacTo*

TT1IBUIIICHUN PiBEHb piako

allaHiHaMiHOTpaHchepa3

u (AJIT)®

T IBUILIEHHS piBHIB 4acTo

CEYOBHHH B KpOBI,

KpeaTuHiHy B CHpPOBaTII

KpOBI Ta KaJIi0 B CHpOBATIII

KpOBI

rinmoHaTpieMis 4acToTa
HEBiJJOMa

rifnormiKeMis 4acTo
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* Y TOMY YuCITi HAOPSIK TOPTaHi, TOJIOCOBUX 3B’ 30K, 00JINYYs, TY0, TIIOTKH Ta/a00 s3uKa (110 3yMOBIIOE OOCTPYKITIO
JUXAIBHUX LUISXIB); y NESKUX 13 IIMX MaLi€HTIB y aHAMHE31 CIOCTEepiraBcsi aHriOHEBPOTUYHUN HAOPSIK y 3B’S3KY 3
MPUHOMOM IHITUX JTIKapCHKHUX 3ac00iB, y ToMy uucHi iHTi0iTopiB AIID.

** Brurrouae mypirypy Llennsitna—I enoxa.

lOco6mmBo y MAIi€HTIB 3 BHYTPIIIHHOCYJHMHHOIO TilIOBOJIEMIEI0, HAMPHKIIAA, Y MALEHTIB 3 THKKOIO CEPLEBOIO
HEJIOCTATHICTIO a00 MAIlIEHTIB, SIKI OTPUMYIOTh JiKYBaHHS J1ypEeTUKAMH Y BUCOKHX JI03aX.

"Ll mo6iuna peakuis 6yya 4acTOrO cepel] NalicHTIB, aKi oTpuMyBany 150 Mr nocaprany, a He 50 Mr.

'Y KIiHIYHOMY JOCIIPKEHHI, B SIKOMY B3SJIM y4acTh MAI€HTH 3 IyKpoBUM jiabetom Il Tumy Ta Hedponariero,
rinepkamiemist (> 5,5 MmMmois/i) crioctepiranacs y 9,9 % naui€eHTiB, sKi OTpUMYBaJIU TaOJIETKH JocapTany, #y 3,4 %
TIAIIEHTIB, K1 OTPUMYBAIIH TIIAIe6o0.

351k paBuIIO, 1151 MOGIYHA peaKilis 3HUKAA TICiIs BiJMIHU JOCapTaHy.

Taki momaTtkoBi MOOIYHI peakilii y MaIli€HTiB, SKI OTPUMYBAJIW JIOCAPTaH, BHHHUKAIW YaCTille, HDK Yy
MAIiEHTIB, SKI OTPUMYBAIH TUIANe00 (YacToTa HeBioMa): O y CriuHI, iHEKIIii CeYOBUBITHUX MUIAXIB 1
TPHUIONOAIOH] CUMIITOMH.
3 6oxy HUpOK ma ce408UBIOHUX WLIAXIE.
VYV nmnarmieHTiB TPynu MiJBHUINEHOTO PHU3UKY IMOBIIOMIISUTM PO 3MIiHM (YHKINT HHPOK SK HACHIJIOK
inri0yBanns PAAC, y ToMy yHcii Ipo BUNIAIKM HUPKOBOT HEIOCTATHOCTI; 11l 3MiHU (DYHKIIIT HIPOK MOXYTh
OyTH 3BOPOTHHUMH IICIIS BIAMIHH JIIKAPCHKOTO 3ac00y (IUB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS).

ITH.
[Tpodinp mobiuHMX peakuii y AiTer momaiOHu 10 mpodiIo y J0pocauX narieHTiB. Jlani momao noGiuyHmx
peaxiiit y giteir oOMexKeHi.
[ToBigOMJIEHHS PO Mi03PIOBaH1 NOOIYHI peakilii
[oBinomneHHs nmpo nmoOiuHI peakuii micis peecTpariii Jikapcbkoro 3aco0y Mae BelHke 3HaueHHs. Lle nmae
3MOTYy TMPOBOAWTH MOHITOPUHT CITIBBIIHOIIECHHS KOPHUCTBH/PU3MK TPH 3aCTOCYBAaHHI IIHOTO JIIKAPCHKOTO
3aco0y. MemuunuMm Ta (apMalleBTUYHUM TpalliBHUKAM, a TaKOX IMali€eHTaM a0o I1XHIM 3aKOHHHUM
MpeACTaBHUKAM CIIi TOBIJOMJIATH TIPO BCl BUMAAKW TMIAO3PIOBAHUX IMOOIYHMX pEaKIid Ta BIJICYTHOCTI
e(eKTUBHOCTI JIKapCchKOro 3acol0y uyepe3 ABTOMATH30BaHy iH(OpMaIiiiHy cucteMmy 3 (apMakoHarIsLy 3a
nocuina"HsaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranns.
36epiratu npu Temneparypi He Buie 25 °C B OpuTiHAIBHIN YITaKOBIII.
30epiratv y HeJJOCTYITHOMY TSI TITEH MiCITi.

YnakoBka.

Tabnemxu no 25 m2, no 50 me.

ITo 14 Tabnerok y 6mictepi; mo 1, mo 2 abo o 6 GiicTepiB y KAPTOHHIN YIAKOBIII.
Tabnemxu no 100 me.

ITo 14 Tabnerok y 6mictepi; mo 1, mo 2 abo o 6 GiicTepiB y KAPTOHHIN YIAKOBIII.
ITo 10 Tabnerok y 6mictepi; o 3, mo 9 a6o mo 10 GiicTepiB y KapTOHHIN yIaKOBIII.

Kareropis Bigmycky.
3a peuenTom.

Bupoonuk.
TOB «kKYCYM ®APM» (anis mo3zyBansst 25 mr, 50 mr, 100 mr).

Micue3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHSA HOro AislJIbHOCTI.
40020, Ykpaina, Cymcbka obnacts, M. Cymu, Bys. Ckpsibina, 54.

abo
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Bupoonuk.
KYCYM XEJITXKEP IIBT JIT/
KUSUM HEALTHCARE PVT LTD (ans nozyBannst 50 mr, 100 mr).

Micue3HaxonxeHHsI BHPOOHUKA TAa ajpeca Miclsi IPOBAKeHHsI HOro AislJIbHOCTI.
CII-289 (A), PIIKO Inmactpian apea, Yomanki, bxiBani, [ict. AnBap (Pamxkacran), [Hmis/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.

abo

Bupoonuk.
TOB «['JIEAD®APM JIT» (ansa no3zyBanns 50 mr, 100 mr).

Micne3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEHHSA Oro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Byi. JlaBunoBcekoro ['puropis, 54.

Jarta octanHboro neperJsaay. 12.06.2025
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