3ATBEPAMEHO

Haka3 MiHicTepcTBa 0XOpOHM 340p0B’A YKpaiHK

16.01.2021 Ne 60

PeecTpauiliHe nocBigyYeHHs

Ne UA/18525/01/01

Ne UA/18525/01/02

IHCTPYKLIA

Ana megnyHoro 3aCtocyBaHHA ﬂiKapCbKOI'O 3aco6y

MEPUHAOONPUN-AAPHUNLA

(Perindopril-Darnitsa)

Cknapa;:

Aitoya peyoBuHa: perindopril;

1 TabneTtka mictuTtb 4 mr abo 8 mr nepuHAoNpUNY TpeT-6yTnunamiHy, wo signosigae 3,338 mr abo 6,676
MT MepuUHAoNpUNY;

OO0MOMIXHi pe4OBMHU: NaKTO3a MOHOrIAPAT; LLe/1l07103a MiKPOKPUCTaNIYHA; KPEeMHIto AioKcma KONoIaAHWI
rigpodobHMN; marHito cTeapar.

Nikapcbka popma.Tabnetku.



OcHOBHI ¢i3nKo-ximiuHi BnactmBocTi: TabneTkn 6inoro abo malixke 6inoro Kosibopy, NNOCKOUUAIHAPUYHOI
dopmu, 3 packoto i pUcKoto.

dapmakoTepanesTUYHa rpyna. |HribiTopy aHrioTeH3MHNepeTBoptoBanbHOro depmeHTy (AND),
MOHOKOMMOHEeHTHI. MepuHagonpun. Kog ATX CO9A A04.

dapmaKonoriyHi BNacTUBOCTI.

PapmakognHamika.

MepuHaonpua — iHribiTop depmeHTy, AKMIN NepeTBOPIOE aHTOTEH3UH | B aHrioTeH3wuH Il (AN).
MepeTBoptoBanbHUi depmeHT, abo KiHa3a — ue eksonenTuaasa, Aka pobuUTb MOXANBMUM NepPeTBOPEHHSA
aHTiOTeH3UHY | y CyAMHO3BYKYBaNbHUI aHTOTEH3MH |l, @ TaKOX cCNpUYMHAE po3nag, BasoamnaTaTopa
6pagMKiHiHY 40 HeaKTMBHOro rentTanenTuay. IHribysaHHA AMN® npns3BoAUTb 40 3MEHLIEHHS
KOHLEeHTpaUii aHrioTeH3nHy |l y nnasmi KpoBi, Wo NiaBuLLYE aKTUBHICTb PeHiHy y Nia3mi KpoBi (3a
MexaHi3MOM 3BOPOTHOTO 3B’A3Ky) Ta 3HUXKYE ceKpeLilo anbaocTepoHy. Ockinbkn AM® iHakTUBYE
6pagMKiHiH, iHribyBaHHA AlMN® TakoX NPM3BOAUTL A0 NiABULLEHHA aKTUBHOCTI LLUPKY/IHOOYOT Ta MicLLeBOI
KaNiKpeiH-KiHiHOBOI cucTemu (i, TaKMM YMHOM, TaKOXK NPU3BOANTL 4,0 aKTUBALLT cucTemu
npocrarfaHAanHiB). Llelt mexaHiam gjii 3yMoBNIOE 3HUKEHHSA apTepiasibHOro TUCKY iHribiTopamu AN i
YaCcTKOBO BifgNOBIAAE 3a NOABY AEAKMX NOBIYHMX edeKTiB (HAaNPUKAaa, Kawnto).

MepuHaonpuay TpPeT-byTUAaMIH Li€ yepes CBili aKTUBHUI meTaboniT — nepuHaonpuaart. IHwWi metabonitn
He AEeMOHCTPYIOTb aKTUBHOCTI B iHT6yBaHHI AP B eKcnepumeHTaNbHMX YMOBaXx.

ApTepianbHa rinepTeHsia.

MepuHagonpun edeKTUBHO 3HUKYE apTepiasbHUIN TUCK NPU BCiX CTYNEHAX apTepianbHOI rinepTeHsii —
NIErKOMy, MOMIPHOMY Ta TAXKKOMY; 3HUXKEHHA CUCTOIIYHOrO Ta AiaCTONIYHOro apTepiasibHOro TUCKY
CNOCTEPiraeTbCA y XBOPOTro AK Y MOJIOXKEHHI /IeXKayuu, TaK B MONOXKEHHI CTOAYMN.

MepuHAONPMA 3MEHLLYE oNip NepudepUUYHMX CYAMH, LLLO NPU3BOANTb A0 3HUKEHHA apTepiabHOro
TUCKY. BHacnigoK Lboro 36inbluyeTbes nepudepnyHmuii KpoBoTiK 6€3 BNIMBY Ha YacCTOTy cCepLEeBMX
CKOpOUY€Hb.

3a3Buuait, 36iNbLIYETLCA | HUPKOBUI KPOBOTIK, TOAi AK WBUAKICTb KNy6oukoBoi ¢inbTpauii (LUKD)
3a3BUYall HE 3MIHIOETbCA.



MaKcuMManbHWIA aHTUFINEPTEH3NBHUI edeKT PO3BUBAETLCA Yepes 4—6 roguH nicna 04HOPA30BOro
npuiomy Ta 36epiraetbca WoHaimeHwe 24 roguHu: cnissigHowweHHa T/P (miHimanbHa
edeKTUBHICTb/MaKcMmanbHa eheKTUBHICTb YyNpoaosK A06u) nepuHaonpuay ctaHosutb 87—100 %.

ApTepiasibHUIN TUCK 3HUKYETbCA WBUAKO. Y NALIEHTIB, Y AKMX 3aCTOCYBaHHSA NiKapCbKOro 3acoby
BMABMIOCA ePeKTUBHUM, HOpMai3aLis apTepiasibHOro TUCKY BiAbyBa€ETbCA NPOTArOM MicAUA Ta
36epiraeTbca 6e3 Taxidinakcii.

Y pasi NpUNMHEHHA 3aCTOCYBaHHA NepuHAONPUAY ebeKTy BiAMIHN He BUHMKAE.

MepuHaonpun 3meHLWye rinepTpodito NiBOro WAyHOuKa.

Y npoueci KniHiYHMX gocnigxeHb 6yno AoBeAeHO, WO NepUHAONPU MAE CYANHOPO3LNPIOBAbHI
B/TACTUBOCTI. BiH NOKpaLLy€e eN1acTUYHICTb BE/IMKMX apTepili Ta 3MEHLYE CNiBBiAHOL EHHS TOBLUMHM
CTiHKM A0 NPOCBITY CYAMHU ANA MaIUX apTepin.

KombiHoBaHa Tepanis 3 TiasanAHUM LiyPEeTUKOM BUABASE aANTUBHUIA CUHEPTiIYHMI edeKT. KombiHauis
iHribiTopa AM® Ta TiasaMAHOro AiypeTUKA TaKOXK 3MEHLLYE PMU3MK FiNOKaNieEMIi, CIPUYMHEHOI AiypEeTUKOM.

CepueBa He4OCTaTHICTb.

MepuHaonpuay TpeT-byTnaamiH nonerwye poboTy cepus WAAXOM 3MEHLEHHA Nepes- Ta
nicnAHaBaHTaXKeHHS Ha cepue.

LocnigKeHHA 3 y4acTHO NALLiEHTIB i3 cepu,eBOoto HeAOCTATHICTIO NPOAEMOHCTPYBANN:

3MEHLEHHSA TUCKY HAaNOBHEHHSA NPABOro Ta /IiBOro WAYHOYKIB;
3HUMKEHHA CUCTEMHOIO NepudepuyHoro onopy;

36iNblUEeHHA CEPLEBOro iHAEKCY Ta MOKPALLLEHHA CEPLLEBOrO BUKMAY;
36inblueHHA perioHaNbHOro KPOBOTOKY Y M’A3ax MioKapaa.

Y npoueci NOpPiBHANAbHUX AOCNIAXKEHD NepLUe NPU3HAYeHHA 2 Mr NePUHAONPUAY NALLIEHTaM i3 CepLeBoto
HEeA0CTaTHICTIO JIEFKOro Ta cepeHbOro CTyneHs He 6yao nos’asaHe 3 OyAb-AKMM A0OCTOBIPHUM
3HUXKEHHAM apTepiasibHOro TUCKY Y NOPIBHAHHI 3 TAaKMM NPW 3aCTOCYBaHHI nnauebo.

dapmaKoKiHeTHKa.



Abcopbuis.

Micna nepopasbHOro NPUNOMY NEPUHAOMNPUA LBUAKO BCMOKTYETbCA, MaKCMMa/ibHA KOHUEHTpaLifa y
nnasmi KpoBi focAraeTbcA npotarom 1 roamHu. MNepiog HaniBpo3nasy NeEPUHAONPUAY Y MIa3Mi KPOBI
CTaHOBUTb 1 roanHy.

MepuHaonpun € nposikamu. 27 % 3aranbHoi KiNbKOCTi NPUNHATOrO NEPUHAONPUNY BUSHAYAETLCA B KPOBI
Yy BUMIA4I akTUBHOTO meTabonity — nepuHaonpuaaty. Kpim akTmBHoro metaboity, nepuHaonpunary,
NiKapCcbKMi 3acib yTBOptoE 5 MeTaboiTiB, AKI € HEAKTUBHUMM. MaKCMMaibHA KOHLLEHTPaALLA
nepuHAONPUAATY Y Naa3Mi KpoBi f0CAraeTbes Yepes 3—4 roagnHuM nicns NPUMomMy NikapcbKoro 3acoby.

B)KunBaHHA Ki 3MEHLLYE NepeTBOPEHHA NEPUHA0NPUAY Y NEPUHAONPUNAT, OTXKE, 3MEHLLYETLCA MO0
6iogocTynHicTb, TOMy f060BY A03y NEepUHAONPUAY TPET-ByTUAaMiHY PEKOMEHAYETLCA NPUNMATH
O4HOPA30BO BPAHLL Nepes, BXXUBAHHAM DXKi.

MpocnifAKOBYETbCA NiHINMHA 3a/1€XKHICTb MiXK 403010 MEPUHAONPUY Ta MOro KOHUEHTPALiElo y naasmi
KpOBI.

Posnogin.

06’em po3noginy He3s’A3aHOro NEPUHAONPUNATY CTaHOBUTL NPUBAM3HO 0,2 N/Kr. 38’A3yBaHHSA
nepuHgonpuaaty 3 6ikamu naasmum KpoBi ctaHoBUTb 20 %, roN0BHUM YMHOM — 3 AMD, ane uen
NOKA3HMK € J0303a/1eKHUM.

BuseaeHHsA.

MepuHaonpunat BUBOAUTbLCA i3 ceyeto. MNepioa 0cTaTOMHOro HaniBBUBEAEHHA He3B'A3aHOI ppaKuii
CTaHOBUTb NpnbansHo 17 roamnH. Ctagin piBHOBaXXHOT KOHLLEHTpAU,i y N1a3mi KpoBi HacTae Yepes 4 gHi
Bif, NOYATKY NiKyBaHHA.

OcobnuBi rpynu NauieHTiB.

BrnBegeHHA nepnHA0NPUAATY YNOBINIbHIOETLCA Y NALLIEHTIB NITHLOrO BiKYy, @ TAKOX Y MALLIEHTIB i3
cepLeBoto abo HUPKOBOID HeAOCTaTHICTIO. PekomeHA0BaHO NiabupaTh 4,03y ANA NALIEHTIB i3 HUPKOBOIO
HeAoCTaTHICTIO, BPaxXOBYHOUYM CTYMNiHb HEA0CTATHOCTI (KNipeHcy KpeaTuHiHy).

[Oiani3Hunin knipeHc nepuHaonpunaty — 70 ma/xs.



KiHeTWKa nepMHA0oNPUAY 3MIHIOETLCA Y XBOPUX HA LLUPO3 NEYiHKM: NEYIHKOBUI KAipeHC nepuHaonpuiy
3MeHLWYyeTbeA BABIYI. OA4HAK KiNbKICTb NepUHA0NPUAATY, LLLO YTBOPHOETLCA, HE 3MeHLYeTbeA. OTXKe,
TAKMM XBOPUM He NOTPiGHO KOpMryBaTH £,03Y.

KniHivHi XxapaKTepucTmku.

lMoka3aHHA.

ApTepianbHa rinepTeHsis;
cepLeBa HeOCTaTHICTb;

3anobiraHHA BUHWMKHEHHIO MOBTOPHOTO iHCY/IbTY Y NALJEHTIB i3 LepebpoBacKyNspHUMM
3aXBOPIOBAHHAMY;

3anobiraHHA cepLeBO-CYANHHUM YCKAAAHEHHAM Y NaLieHTIB i3 JOKYMEHTaNbHO NiATBEPAKEHOO
CTabinbHOLO iWemiyHo XBOpObOtO cepus.

JoBrotpuBasne NiKyBaHHA 3MEHLUYE PU3MK BUHUKHEHHA iHPaPKTy MiOKapaa Ta cepueBoi HeAO0CTaTHOCTI
(3a pesynbTaTamu gocniaxeHHs EUROPA).

np0TMﬂ0Ka3aHHﬂ.

— NigBuLLeHa YyTAMBICTb 40 Aito4oi pe4oBUHU abo 40 ByAb-AKOi 3 4OMNOMIXKHMX PEYOBUH NiKaPCbKOro
3acoby, abo go 6yab-Aakoro iHworo iHribitopa AN®;

— QaHriOHEeBPOTUYHMI HAbPAK B aHaMHe3i nicnsa 3acTocyBaHHsA iHribiTopa AM®;

— ipionaTMyHKUit abo cnagKoBWiA aHTIOHEBPOTUYHMIA HAbPAK;

— OfHOYacHe NPU3HAYEHHSA 3 NiIKaPCbKMMM 3aC06aMM, LLO MICTATb Aito4y PEYOBUHY aniCKipeH,
nalieHTam, XBOPUM Ha LIyKpoBUiA aiabeT abo 3 HUPKoBO HeaocTaTHicTio (LUK < 60 ma/xs/1,73 m2)
(av.. po3ginu «Bzaemogis 3 iHWKMMMK NiKapCbKMMK 3acobamm Ta iHWI BUAKW B3aemoginn» Ta « OcobanBoCTi
3aCTOCYBaHHAY);

— BariTHiCTb abo nepiog NnaHyBaHHA BariTHOCTI (AMB. po34in «3acTocyBaHHA y nepiog, BariTHOCTi abo
roAyBaHHA rpyaato»);



— CYMYTHE 3aCTOCyBaHHA i3 cakybiTpunom/BancapraHom (ams. po3ainv «B3aemoaia 3 iHWKMMM
NiKapcbKMMM 3acobamu Ta iHLLi BUAM B3aeMoiin» Ta «OCoOBAMBOCTI 3aCTOCYBaHHAY);

— EKCTpaKopnopasibHi MeToAM NiKyBaHHA, AKI NPU3BOAATb A0 KOHTAKTY KPOBi 3 HEFAaTUBHO
3apAAKEHMMM NOBEPXHAMM (AMB. po3ain «B3aemoqis 3 iHWMMK NiKapCbKMMM 3acobamm Ta iHLWI BUAM
B3aEMOAiN»);

— 3HAYHMI 4BOBIYHMI CTEHO3 HUPKOBMX apTepiit abo cTeHO3 apTepii eANHOI GYHKLiOHYHOYOI HUPKK
(amB. po3gin «OcobAMBOCTI 3aCTOCYBAHHAY).

B3aemogif 3 iHWKMMM NiKapcbKMMM 3acobamum Ta iHLWI BUAW B3aEMOLiA.

[JaHi KNiHiYHMX gocnigyKeHb CBig4aTb NPO Te, WO NoABiiHa 6/10KaAa peHiH-aHTiOTeH3UH-
anbaoctepoHoBoi cuctemn (PAAC) wasaxom ogHodYacHoro npuinomy iHribitopis AM®, 61okaTopis
peuenTopiB aHrioTeH3MHY |l abo anickipeHy acouitoeTbeA 3 6ifibLL BUCOKOO YaCTOTO NOBIYHMX peaKLii,
TaKWX K apTepianbHa rinoTeHsia, rinepKasiemia Ta 3HUKeHHS GYHKLiT HUPOK (BKAOYaKoUYM rocTpy
HMPKOBY HEA0CTaTHICTb), MOPIBHAHO 3 3aCTOCYBaHHAM OZ4HOro Npenaparty, LWo BnMBae Ha PAAC.

JNikapcbKi 3ac06MU, WO CNPUYMNHAIOTL TinepKaniemito.

[Jeski nikapcbKi 3acobm abo TepaneBTUYHI KacK NiKapCbKMX 3aC06iB MOXKYTb CPUYUHUTI
rinepkaniemito, a came: anickipeH, coni Kanito, Kaninsbepiratodi AiypeTnku, iHribitopm AN, aHTaroHictu
peuenTopiB aHrioTeH3uMHy |, HecTepoigHi NpoTM3ananbHi 3acobu (HM33), renapuHm, imyHocynpecopw,
TaKi AK LMKNOCNOPUH abo Takponimyc, TpumetTonpum. O4HOYACHUN NPUIAOM BKa3aHMX NiKAPCbKMUX
3aco6iB NigBULLYE PU3UK BUHUKHEHHS rinepKaniemii.

MpoTnnokasaHi KombiHauiji.

MpoTnnokasaHo (amB. po3ain «MpoTUNoKasaHHA») ogHOYaCHE 3aCTOCYBaHHA NePUHAONPUY 3
anickipeHoM naujieHTamM, XBOPUM Ha LlyKpPOBUI aiabeT, abo nauieHTam i3 nopyweHHAMU GYHKLji HUPOK 3
ornaay Ha niaBuULWEHU PU3NK BUHUKHEHHSA TinepKaniemii, nopyweHHA GYHKLIi HUPOK,
KapA,ioBaCKYAAPHOI 3aXBOPIOBAHOCTI i 1IeTaNbHOCTI Ta HE PEKOMEHA0BAHO BCIiM iHLWMM rpynam NauieHTIB
(avB.. po3ain «OcobamBOCTi 3aCTOCYBaHHAY).

Y pasi BUKOPUCTaHHA EKCTPAKOPNOPabHUX METOAiB NiKYBaHHA, AKi NPU3BOAATL A0 KOHTAKTY KPOBi 3
HEraTMBHO 3apAAKEHMMU NOBEPXHAMM, TAKMMM K BUCOKONPOTOUHI MeMbpaHu gna gianisy abo
remodinbTpauii (Hanpuknaa, noniakpuaosi membpaHu) Ta 4nsa apepesy NiNONPOTEIHIB HU3bKOT
WiNIbHOCTI 3 AeKCTpaHCcyNbdaTOM — MiABULLYETbCA PU3MK BUHUKHEHHA TAXKKUX aHadiNaKToigHNX peaKuin
(au.. po3ain «MpoTunoKasaHHAY). Y pasi HeobXiAHOCTI TaKOro NiKyBaHHSA Cif PO3rNAHYTU MOMK/IUBICTb



BMKOPUCTAHHA AjanizHoi membpaHu iHWOro TMny abo 3acTocyBaHHA iHLWIOMO KNacy aHTUriNepPTEH3UBHUX
npenaparis.

Cakybitpun/BancapraH.

OpHouacHe 3aCToCyBaHHA NepUHAONPUAY 3i cakybiTpniom/BasicapTaHOM NPOTUMNOKa3aHe, OCKI/IbKK
oAHo4acHe 3actocyBaHHA iHribiTopis AM® Ta cakybiTpuay/sancaptaHy nigsuLLYE PU3NK PO3BUTKY
aHrioHeBPOTUYHOro HabpAKy. Po3no4YnHaTK 3acToCyBaHHA CakybiTpMay/BancapTaHy Caif He paHille Hix
yepes 36 roauH nicna NPUNoMy OCTaHHbOI 403U NepuHaoNPUAy. Tepanito NePUHAONPUIOM CAif,
PO3MoYNHATM He paHille HiX Yepes 36 roamH nicaa NpPUIMoMy OCTaHHbOI 403K cakybiTpuay/BancaptaHy
(amB. po3ginm «MpoTrnoKasaHHa» Ta « OcobNMBOCTI 3aCTOCYBaHHAY).

CynyTHE 3aCTOCYBaHHA HE PEKOMEHAYETHCA.

OpHoyacHe 3acTocyBaHHA iHribiTopi AN Ta 6/10KaTOPIB peLenTopiB aHrioTeH3nHy. Ony6nikoBaHO AaHi
npo Te, Lo Y NaLieHTIB 3i BCTAHOB/NIEHWUM aTEPOCKAEPO30M, CEPLLEBOI HEA0CTATHICTIO abo LlyKpOBUM
0i6eToM 3 yparKeHHsM opraHiB-milleHen og4HOYacHe 3aCToCyBaHHS iHribiTopis AM® Ta 610KaTOpIB
peuenTopiB aHrOTEeH3UHY CYyNnPOBOAXKYBANOCA NiABULLEHHAM YAaCTOTU BUHMKHEHHA apTepianbHOl
rinoTeHsii, HENPUTOMHOCTI, rinepkaniemii Ta NopyLweHHAM YHKLiT HUPOK (Y TOMY YMCAi rocTPOi HUPKOBOI
HeAo0CTaTHOCTI) Y MOPIBHAHHI 3 TAKMMM NPKU MOHOTepanii NikapcbKMMK 3acobamu, Lo BNNBaOTb Ha
PAAC. MNopggiiHa 610Kaaa (To6To KombiHau,A iHriGiTopy AN 3 aHTaroHicTamMu pPeLLenTOPiB aHTOTEH3UHY
II) morKe 6yTM 3acTOCOBaHa B iHAMBIAYaIbHUX BUNAAKAX Ta Mif peTeNbHUM KOHTPoAeM PYHKLIT HUPOK,
PiBHA Kanito Ta apTepiasibHOro TUCKY.

EctpamycTuH. MigBULLYETLCA PU3NK BUHNUKHEHHA NOBIYHMUX peaKLii, TakNX AK aHFOHEBPOTUYHMIA HabpsK
(aHrioepema).

Ko-TpumoKcason (TpumeTtonpum/cynbdpametokcason).

Y nauieHTiB, AKi 0AHOYACHO 3aCTOCOBYIOTb KO-TPUMOKCa30/ (TpumeTonpum/cynbdameTokcason),
NiABULLYETLCA PUSUK BUHUKHEHHSA rinepKaniemii (gme. po3ain «OcobanBOCTi 3aCTOCYBaHHAY).

Kanilisbepiratoui giypeTuku (Hanpuknaa TpuamTepeH, aminopua), coni kanito. Moxnmee BUHUKHEHHS
rinepkaniemii (y T.4. 1eTanbHOI), 0CO6AMBO Yy NALLIEHTIB 3 HUPKOBOI HEAOCTaTHICTIO (aAUTUBHUIA
rinepkaniemiyHunin edekr). 3a3HaueHi fikapcbKi 3acobu He peKoMeHA0BaHi AN 04HOYaCHOro
3aCTOCYBAHHSA 3 NEPMHAONPUIOM (aAMB. po3ain «OcobAnBOCTI 3aCTOCYBaHHA»). ANe, AKLLO 04HOYacHe
NpW3HaYeHHs 3a3HaYeHNX Pe4oBMH HeobXigHe, iX cnig, 3acTocoBYBaTH 3 0BEPENKHICTIO Ta PpeTeNbHO
KOHTPO/IIOBATK PiBEHb Kasito y Naa3mi KpoBsi.



Nitin. Mpwn 3acTocyBaHHiI iHribiTopis AMN® 3 npenapaTtamu NiTito MOXAMBE 060POTHE NiABULLLEHHA
KOHUEeHTpaLji niTito y naa3mi KpoBi i, BignoBigHO, NiaABULLEHHS PU3MKY MOro TOKCMYHOI Aii. He
pPeKoOMeHAYETbCS 3aCTOCOBYBATU NEPUHAONPUA i3 NpenapaTamu niTito. Y pasi goBeaeHoi HeobxigHOCTI
TAKoro npmsHa4veHHs 060B’A3KOBO C/if PeTesIbHO KOHTPO/IOBATH PiBEHb AiTit0 ¥ N1a3Mi KpoBi (guB.
po3ain «OcobaAnBOCTI 3aCTOCYBaHHAY).

OaHo4YacHe 3aCTocyBaHHS, Lo NoTpebye ocobanBoi yBaru.

MpoTtuaiabeTnyHi 3acobu (iHcyNiH, NepopanbHi LyKPO3HUKYBabHI 3acobu). Enigemionoriyni
OOCNiAKEHHA AAlOTb 3MOTY NPUMYCTUTY, WO OAHOYACHE 3aCTOCyBaHHS iHribiTopis AMN® Ta
LYKPO3HUKYBabHUX 3aC06iB (iHCyNiH, NepopanbHi LLYKPO3HUKYBa/bHI 3aC06M) MOXKe NPU3BECTU 4,0
NOCUNEHHS LYKPO3HMKYBA/IbHOrO epeKTy 3 pU3MKOM PO3BUTKY rinoraikemii. Hanbinbw siporiaHo wen
dbeHOMEH MOoXKe BUHMKATU Y NepLui TUXHI KOMBiIHOBAHOrO NiKyBaHHA Ta y NALEHTIB i3 HUPKOBOO
HeAOoCTaTHICTIO.

BaknodeH. MocnntoeTbes aHTUriNepTEH3NBHUIN edeKT. Y pasi HeobXigHOCTI ciifg KOHTpOAOBaTH
apTepiaNbHUI TUCK Ta aAanTyBaTW 403y aHTUFINePTEH3NBHMUX 3acobiB.

LiypeTuKkn. Y nauieHTiB, AKi npunmatoTb 4iypeTuKkn, Ta ocobMBO y TUX, Y KOro NopyLIeHNM BOAHO-
€N1eKTPONITHUN OOMIH, MOXKANBE HaAMIPHE 3HUKEHHA apTepiabHOro TUCKY NicnA NOYaTKy NliKyBaHHA
iHribiTopom AMN®. IMOBipHICTb PO3BUTKY riNOTEH3NBHOIO ePeKTy 3HUKYETLCS 3aBAAKMN BigMiHI giypeTuKa,
nigBULLLEHHIO 06’ EMY LMPKYOIOYOT KPOBi ab0 CNOMKMBAHHIO COJli Nepes NoYyaTKkom Tepanii
nepuHaonpuay TpeT-bytunamiHom. JlikyBaHHS CAif pO3NOYMHATU 3 HU3bKUX 403 Ta NOCTYNOBO iX
36inbWwyBaTK.

Mpu apTepianbHii rinepTeHsii, KoaM NonepeaHbO NPU3HAYEHUIN AiYPETUK Mir CNPUYNHUTN HEAOCTATHICTb
BOAW/eNeKTPOoNiTiB, HOro HeobXiAHO BiAMIHUTY Nepen NOYaTKOM NiKyBaHHA iHTi6iTopom AN (y Takux
BUMNaZKax NPUMOM AiypeTrMKa morKe 6yTv NOHOBAEHO 3 Yacom) abo HeobxigHO NPU3HAYUTH iHTIBiTOP
AMN® y HU3bKIN A03i 3 NOCTYNOBUM i NiABULLLEHHAM.

Mpw 3acTilHiN cepueBili HeaOCTaTHOCTI Ha TAi NpUItoMy AiypeTuKa npuinom iHribitopa AN cnig,
PO3MNOYNHATM 3 MiHIMANBHOT 403U, MOXAMBO, NICAA 3HUKEHHA 403K AiypeTuKa.

Y 6yab-aKomMy BMNAAKY HEODXiAHO KOHTPONOBATM GYHKL,i0O HUPOK (piBEHb KPEAaTUHIHY) NpoTArom
nepLUMX TUXKHIB NiKyBaHHA iHribiTopom AMNO.

Kaniliabepiratoui giypeTrku (ensiepeHoH, CnipoHONaKTOH). Y pa3i 0iHOYaCHOro 3acTocyBaHHA
ennepeHoHy abo cnipoHONaKTOHY B Ao3ax Big, 12,5 mr 4o 50 mr Ha A06Y 3 HU3bKMMM A03aMM iHTiBiTOpa
AN® HeobxiaHO MaTK Ha yBas3i, Lo:



Yy BUMaAKy HeAOTPUMaHHS peKoMeHAaLin Woa0 npusHavyeHHA AaHoi KoMbiHaLil € pU3NK BUHUKHEHHSA
rinepkaniemii (MoxaMBO, NeTanbHOI) Nig Yac NiKyBaHHSA NaLieHTIB i3 cepueBoto HegocTaTHicTio -V
knacy 3a NYHA ta ¢pakuieto Bukngy < 40 %, ski nonepegHbo nikyeanucs iHribitopom AMN® Ta neTabosum
OiypeTuKom;

nepeg npusHa4YeHHAM TaKoi KoMbiHaLii cnif yneBHUTUCA Y BiACYTHOCTI rinepKaniemii Ta HUPKOBOI
HeA0CTAaTHOCTI;

PEKOMEH40BAHO NPOBOAUTH PETEIbHUN MOHITOPUHT KaJliEMiT Ta KpeaTUHIHEMIT LWOTUKHEBO Nig Yac
nepLIoro MicAuA JiKyBaHHA Ta WOMICAYHO Hagani.

HM33, BKAtOYaOUYM aueTHACaNILMNOBY KUCAOTY = 3 1/006y. Moxanse nocnabneHHs
aHTUriNepTeH3nBHOro edekTy Nig Yac O4HOYACHOro 3acTocyBaHHA iHribiTopis AM® 3 HM33, Takumm AkK:
aueTUACaNILMN0Ba KMCO0TA Y NPOTM3ananbHUX 03aX, iHribiTopu LLOT -2, HecenektusHi HM33.
OpHoyacHe 3acTtocyBaHHsA iHribiTopis AM® Ta HMN33 moxe npussectn A0 36inbleHHA PU3NKY NOPYLUEHHSA
bYHKUIT HUPOK, Y TOMY YMCAi iIMOBIPHOCTI PO3BUTKY rOCTPOI HUPKOBOI HEAOCTAaTHOCTI, NiABULLLEHHSA PiBHA
Kanito y Nnasmi Kposi, 0COBAMBO y NALLIEHTIB i3 NOPYLWEHHAMM GYHKLIT HAPOK B aHamHesi. TaKky
KOMbGiHaUjto cnig npusHavaTh 3 obepexkHicTio, 0cob1MBO NaLieHTam AiTHbOro BiKy. MNaLieHTIB cnig,
3abe3neynTn afeKBATHOLO KiNIbKICTIO PigAMHKN Ta MOHITOPYBaTN QYHKLitO HUPOK o4pasy nicns
npuU3Ha4YeHHA KombiHOBaHOI Tepanii Ta nepiogMyHO Hagani.

Pauekagotpun.

Bigomo, wo iHribitopm AMD (Hanpuknag, NepPUHAONPU) MOXKYTb CPUYUHUTU PO3BUTOK
QHMOHEBPOTMYHOIO HabpsKy. Liei pM3nK 3pocTae Npm 04HOYACHOMY 3aCTOCYBaHHI 3 PaLLEKagoTPUIOM
(nikapcbKMMm 3acobom, AKUIA 3aCTOCOBYHOTb A48 NiKyBaHHA rocTpoi giapei).

IHri6iTopn MTOR (HanpuKknag cMposimyc, eBeponimyc, TeMCUpPoaimyc).

Y nauieHTiB, AKi 04HOYACHO 3aCTOCOBYIOTL iHri6GiTopM MTOR, NiABULLYETHCA PUINK PO3BUTKY
aHriOHEBPOTUYHOIO HabpPAKY (aAuB. po3ain «OcobaAMBOCTI 3aCTOCYBaHHAY).

OfHoyacHe 3aCTocyBaHHsA, Wo noTpebye aeAKoi ysaru.

AHTUrinepTeH3nBHI 3acobu Ta BasogmnaTatopu. OgHoYacHe 3aCTOCYBaHHA aHTUTiINePTEH3NBHUX 3acobiB
MOXKe NiABULLMUTM FiNOTEH3NBHUI edeKT NnepuHaonpuny TpeT-bytunamiHy. OgHoYacHe 3aCTOCyBaHHA 3
HITPOrNiLEPMHOM Ta IHWMMM HiTpaTamu, abo 3 iHLWMMM Ba3oANNATAaTOPAMMN MOXKE CNPUATH
A04aTKOBOMY 3HUKEHHIO apTepiasibHOro TUCKY.

FNinTUHKU (NiHArNiNTUH, cakcarninTUH, CUTarNINTUH, BiAbAarninTUH). Y NaLieHTiB, AKMM NPU3HAYEHO
KOMbBiHaUjo rninTMHy Ta iHribiTopa AN, moxanse NiaBULLEHHA PU3UKY BUHUKHEHHSA aHrioegemm
BHACNiAOK TOrO, WO MiNTUH 3HUXKYE aKTUBHICTb Aunentuanentuaasu-IV (ANN-1V).



OpaHoYacHe 3aCTOCyBaHHSA AEAKUX aHECTETUKIB, TPUUMKIIYHMX aHTUAENPECAHTIB b0 aHTUNCUXOTUYHUX
3acobiB 3 iHribiTopamu AN moxke NpU3BECTM A0 NOAA/bLIOIO 3HUKEHHSA apTepiasibHOro TUCKY (AUB.
po3ain «OcobAnBOCTI 3aCTOCYBaHHAY).

CMNATOMIMETUKM MOXKYTb NOCNABNATM aHTUTINEPTEH3UBHY Aito iHribiTopis AM®.

MpenapaTth 30/10Ta. HiTpaTonoaibHa peakuis (CMMATOMU: NOYEPBOHIHHA 0611MYYs, HyA0Ta, 610BaHHA Ta
apTepianbHa rinoTeH3is) BUHMKalOTb PiAKO Y NALIEHTIB, AKi 04HOYACHO NPUIMatOTb iHribiTopn AN,
BK/IIOYAlOYM NEPUHAONPWUA, Ta iH EKLiMHI NnpenapaTy 30n10Ta (HaTpito aypoTiomanar).

Ocob6mBOCTi 3acTOCYBaHHS.

CrabinbHa iwemiyHa xBopoba cepus.

AKLLO NPOTAroM NepLIoro Micaus NikyBaHHA NepPUHAONPUIOM CnocTepirasca enison HectabinbHoT
cTeHoKapaii (6yab-AKoT TAXKKOCTI), HEO6XiAHO peTe/ibHO 3BaXKMTU CMiBBIAHOLWEHHA PU3NK/KOPUCTD
nepeg TmMm, AK BUPiWYyBaTM NUTaHHA NPO NPOAOBXKEHHA Tepanii.

ApTepianibHa rinoTeHsia.

Mpuiiom iHribiTopis AM® moxke CNPUUNHUTU 3HUKEHHSA apTepianbHOro TUCKY. CUMNTOMaTUYHA
apTepiasibHa rinoTeHsia CNOCTepIiraeTbcA pigLle y NauieHTIB i3 HEYCKNaAHEHOK apTepiasibHOK
rinepTeHsi€to Ta € 6inbl BiporigHO y NALLIEHTIB i3 riNOBONEMIEID, Y TUX, XTO NPUNMAE AiYPETUKM,
OOTPUMYETbCA AIETU 3 0OMEKEHHAM KiNIbKOCTi CONi, y NaLiEHTIB Ha Aianisi, y nauieHTiB i3 giapeeto abo
61t0BaHHAM, ab0 y NALLIEHTIB i3 TAMKKOK PEHIHO3a/1eXKHOI apTepianbHOLO rinepTeHsieto (AnB. po3ainm
«B3aemogina 3 iHWKWMM NiKapcbKMMM 3acobamm Ta iHWI BUAM B3aeMogin» Ta «MobiuHi peakuii»).
CumnTOoMaTM4Ha apTepianbHa rinoTeH3is € 6inblW BiporigHOK Y NALJEHTIB i3 CUMNTOMaTUYHOIO CEPLLEBOID
HeAoCTaTHICTIO, i3 CynyTHbOK HUPKOBOI HeAoCTaTHICTIO abo 6e3 Hel. BUHMKHEHH:A CUMNTOMATUYHOI
apTepianbHOI rinoTeH3sii HanbiNbL BiporigHe y NaLieHTIB i3 BiNbL TAXKKUM CTyNEHEM cepLeBoi
HeA0CTaTHOCTI, AKI NPMMMatOTb BENUKI 403U NETNbOBMUX AiYPETUKIB, MatOTb B aHaMHE3i FinoHaTpieMito
ab0 HMPKOBY HELOCTATHICTb GYHKLLIOHAbHOIO XapakTepy. [aA 3HUKEHHA PUSUKY CUMNTOMATUYHOT
apTepianbHOI rinoTeH3sii Ha NoyaTKy Tepanii Ta Ha eTani Niabopy A03 NaujieHTaM HeobXiAHO 3HaXoAUTUCA
nig peTeNbHUM Harnsaom nikaps (gue. posginm «Cnocib 3actocyBaHHA Ta A03u» Ta «[MobiuHI peaKuii»).
Taki cami 3acTeperKeHHn i 415 NALEHTIB 3 iLemMiyHOo XBOpob6oto cepus abo LepebpoBacKyNApHUMMU
3aXBOPHOBAHHAMM, Y AKX HAAMIPHE 3HUKEHHA apTepPiasibHOrO TUCKY MOXKE CMPUINHUTU BUHUKHEHHA
iHbapKTy MioKapaa abo iHcynbTy.

Mpn BUHNKHEHHI apTepianbHOI riNOTeH3ii NaLiEHTY CNig HaZaTV FOPU3OHTANIbHOIO NONOXKEHHA Ta Y pPasi
HeobXiAHOCTI — BBECTU BHYTPIilWHbOBEHHO 0,9 % (9 mr/mn) po3umnH HaTpito xnopuay. TpaH3UTOPHa
rinoTeHsia He € NPOTUMNOKa3aHHAM A5 NOAANbLLIOrO 3aCTOCYBaHHSA NiKapCbKOro 3acoby, AKM 3a3BUYal



MOXHa 3acTocoByBaTh 6e3 byab-aKUX nepeLlKkoa nicaa BiAHOBAEHHA 06’eMy KpOBi Ta NiaBULLEHHA
apTepiasbHOro TUCKY.

Y Aeakunx naLienTiB i3 3aCTiiHOIO CepLEBOI0 HEAOCTATHICTIO 3 HOPMaZIbHUM ab0 3HUKEHUM
apTepianbHMM TUCKOM NEPUHLONPUAY TPET-OYTUNAMIH MOXKE CIPUYMHUTY L04ATKOBE 3HUMKEHHS
CMCTEMHOTO apTepianbHOro TUCKY. Liel edpekT € nepeabadvyBaHMm i, 3a3BMYan, HE NOTPEOYE BigMiHU
JlikapcbKoro 3acoby. AKLLO apTepianbHa riNnoTeH3iA CTa€ CUMNTOMATUYHOO, MOXKe 3’ ABUTUCSA
HeobXiAHICTb 3HMKEeHHA 4031 abo BiaMiHM NiKapcbKoro 3acoby.

CTeHO3 aopTa/ibHOro Ta MiTPa/bHOro KnanaHis/rineptpodiyHa Kapaiomionaris.

AK i iHWi iHribiTopn AN®, nepuHaonpuay TpeT-byTMnamiH caig npusHavaTn 3 obeperkHICcTIo NauieHTam 3i
CTEHO30M MiTpaNbHOro KianaHa abo ob6CcTpyKLieto BUXoAyY 3 NiBOTO LW/TYHOYKa (aopTasbHUM cTEHO3 abo
rineptTpodiyHa Kapaiomionartis).

HupKoBa He4OCTATHICTb.

Y pasi HUPKOBOT HEAOCTAaTHOCTI (KNIPEHC KpeaTuHiHY < 60 M1/XB) NOYaTKOBY 403y NEPUHAOCNPUAY CAif,
npU3Ha4yaTK BiANOBIAHO A0 KAipeHCy KpeaTUHiHy nauieHTa (amBs. po3ain «Cnocib 3acTocyBaHHSA Ta
0031»), a fani —3anexHo Big, Bignosiai NnaLieHTa Ha NikyBaHHA. MOHITOPUHT Kanito Ta KpeaTUHIHY €
3BMYAMHMM CTaHOAPTOM A/1A TaKMX NaLieHTiB (gMB. po3ain «MobivHi peakw,ii»).

Y NaLieHTIB i3 CUMNTOMATMYHOIO CEPLLEBOIO HEAOCTATHICTIO apTepiaabHa rinoTeHsiA, WO BUHMKAE Ha
no4yaTtKy 3acTocyBaHHs iHribiTopis AMd, moxke Npus3BecTM 40 NopyLIEHHA GYHKLii HUPOK, Y AEAKNX
BUMNaZKax — i3 BUHMKHEHHAM roCTpOi HUPKOBOT HEAOCTAaTHOCTI, KA 3a3BMYalt € 060POTHOIO.

Y pesKkux nNauieHTiB i3 4BOBIYHMM CTEHO30M HUPKOBUX apTepiit abo cTeHO30M apTepii EAMHOI HUPKK NpK
3acTocyBaHHi iHribiTopis AM® cnoctepiranoca 36inblWeHHN PiBHA CEYOBUHM KPOBi Ta KPEATUHIHY Y
CMPOBATL, KPOBI, AKE 3a3BMYai NOBEPTANOCA 40 HOPMM MNiCAA NPUNUHEHHSA NiKyBaHHA. Lle ocobameo
CTOCYETbCA NALEHTIB i3 HAPKOBOK HEAOCTATHICTHO. MpM HAaABHOCTI CynNyTHbLOI PEHOBACKYNAPHOI
rinepTeHsii pUsNK BUHUKHEHHA TAXKKOI apTepianbHOI riNOTeH3ii Ta HUPKOBOI HEAOCTATHOCTI
niasuLyeTbca. JIikyBaHHA TakMX NALLIEHTIB CAig PO3NOYNHATKM NiA peTeIbHUM CNOCTePEXEHHAM NiKaps, 3
ManeHbKMX A03 Ta 3 06epeKHUM TUTPYBAHHAM L03.

3 ornaay Ha 3a3HayeHi 3acTepeXeHHA NiKyBaHHA AiypPeTMKamMm MOXKe CNPUYUHUTU BUHUKHEHHSA
apTepianbHOI rinoTeHsii, Tomy iX NOTPibHO BiAMIHUTK Ta NPOBOANTU MOHITOPUHT QYHKLiT HUPOK Y NepLui
TUKHI liIKyBaHHA NepuHAONPUAY TPeT-byTunamiHom.

Y fleAaKkuMx NaLieHTiB 3 apTepiasbHOLO rinepTeHsielo, Y AKMX A0 NoYaTKy NiKkyBaHHA He By10 BUABNEHO
PEHOBACKYNSPHMX 3aXBOPIOBAHb, 3aCTOCYBAHHSA NepUHAO0NPUAY, 0co6MBO Ha GOHI NpUtoMy LiypeTuKis,



3YMOBJIHOE NiABULLEHHA PiBHA CEYOBMHMW B KPOBI | KpeaTUHIHY B CMPOBATLi, LLO 33a3BUYaAl € HE3HAYHMM Ta
MAE€ TPaH3UTOPHUI XapaKTep. BiporiaHicTe Takmx No6iYHNX peakL,iit BMLA Y XBOPUX i3 NOPYLUEHHAMM
bYHKLi HUPOK. Y TaKMX BUNAAKaX MOXKE BUHUKHYTU HEOBXiAHICTb 3MeHLeHHA 403K Ta/abo BigmiHa
AiypeTuka, Ta/abo nepuHAonNpuay TpeT-6yTuaamiHy.

MauieHTn, AKi nepebyBatoTb HA remogianisi.

Y nauieHTiB, AKi NnepebyBatoTb Ha reMoAjianisi 3 BUKOPUCTAHHAM BUCOKOMPOTOYHUX NONIaKPUI0BUX
Memb6paH Ta NPUIMMatloTb CynyTHIO Tepanito iHribiTopamm AMN®, BUHMKaNM peaKLii aHadinakTU4Horo Tuny.
Tomy N5 TaKMX NALLiIEHTIB HEOOXIAHO NPUNHATU PilLEHHA WOLAO0 BUKOPUCTAHHA iHLWOro TUNY AianisHnx
membpaH abo iHLWOoro Knacy aHTUrinepTeH3NBHUX NiKaPCbKMX 3acobiB.

MauieHTn Nicna TpaHCNAQHTALIT HUPKW.

JocBiz Woao npusHayYeHHs NnepuHaonpuay TpeT-byTunaminy nauieHTam nicas HewoAaBHO NepeHeceHol
onepaLiii 3 TpaHcNAaHTaLil HUPKK BiACYTHIN.

PeHoBacKkynApHa rinepTeHsis.

Y nauieHTiB i3 ABOGIYHMM CTEHO30M HUPKOBUX apTepilt abo cTeHO30M apTepii eaMHOT GYHKLiOHYOYOI
HUPKM Nig Yyac NikyBaHHA iHribiTopamm AN nigBULLYETLCA PUSUK BUHUKHEHHS apTepianbHOiI rinoTeHsii
Ta HUPKOBOI HEAOCTATHOCTI (ANB. po3ain «MpoTUNOKa3aHHA»). 3aCTOCYBAHHSA AiyPETUKIB MOXKe ByTH
cNpUATANBUM GaKTOPOM. 3HMKEHHA PYHKLT HUPOK MOXKe CyNpOBOAKYBATUCA NLLIE HE3HAYHUMMU
3MiHaMU PiBHA KpeaTUHiHy B CMPOBATL KPOBi HaBiTb ¥ NALLIEHTIB 3 04HOBIYHNUM CTEHO30M HUPKOBOI
apTepii.

FinepyyTAUBICTb/aHTiOHEBPOTUUYHUI HabpAK.

Mosigomnsanocsa Npo pigKicHi BUNaaKM BUHUKHEHHSA aHTOHEBPOTUYHOIO HAabpAKY 061MYYs, KiHLiBOK,
ry6, cAn3oBmnx 06010HOK, A3UKa, FON0COBOI WiMHM Ta/abo ropTaHi y NnauieHTiB Nif Yac 3acTocyBaHHA
iHribiTopis AMN®, y ToMmy yncai nepuHaonpuny TpeT-bytunaminy (ams. posain «MNobivHi peakuii»). Ue
MOXKe cTaTuca byab-Koau Nig vac NikyBaHHA. Y TakuxX BMMNagKax HeobXigHO TepMIHOBO BiAMIHUTK
NiKapcbKMiA 3acib i BCTAHOBUTM BiANOBIAHWI Harns 3a CTAaHOM NaLiEHTa A0 MOBHOIO 3HUKHEHHS
CUMNTOMIB. Y TUX OKPEMUX BUNALAKAX, KONN HaBpaK PO3MOBCIOAMKYETLCA IMLLIE Ha AiNAHKY 06/1M44A Ta
ry6, cTaH naujieHTa, 3a3BMYan, NOKPaLLY€eTbcA 6e3 NiKyBaHHA. NpM3HaAYEHHS aHTUIICTaMiHHUX NiKapCbKUX
3ac06iB MoXKe BYTM KOPUCHUM A8 3MEHLIEHHS CUMMNTOMIB.

AHTiIOHEBPOTUYHUI HabpAaK, NOB’A3aHNI i3 HABPAKOM ropTaHi, MOXKe NPU3BECTM 4,0 NEeTaIbHUX
Hacniakie. Y BMNaaKax, Koam HabpsaK PO3MOBCIOAMKYETLCA Ha A3MK, TOJI0COBY LLiAIMHY abOo ropTaHb, WO
CNPUYNHAE OBCTPYKLIIO AMXaNbHUX LLNAXIB, HEOBXiAHE TepMiHOBE NpoBeAeHHA HeBiAKNaAHOI Tepanii,



BK/IIOYHO 3 MOXKNMBUM BBeAEeHHAM agpeHaniHy Ta/abo 3abesneyeHHA NPOXiAHOCTI AUXaSbHUX LWAAXIB.
MauieHTam cnig nepebyBaTu nNig, peTenbHUM MeANYHUM HarIA40M A0 NOBHOMO 3HUKHEHHA CUMMTOMIB,
LLLO BUHWKAM, Ta cTabinisauii ctany.

MauieHTn, AKi B aHAMHe3i Maan aHriOHEBPOTUYHUIA HABPAK, WO He 6yB NOB’A3aHKI i3 NpUITOMOM
iHribiTopa AM®, 3Haxo4ATbCA Yy FPYNi NiABULWEHOIO PU3KKY LLOAO BUHMKHEHHSA aHrioeaemu nig vac
npuiomy iHribitopa AN (gue. po3ain «MpoTUNOKa3aHHA).

Mosigomnanoca Npo piaKicHi BUNaaKn BUHUKHEHHS iHTECTUHA/IbHOFO aHFOHEBPOTUYHOIO HAabpPAKY Y
nauieHTiB Nig Yac NikyBaHHA iHribiTopamu AM®. Y Takux NauieHTiB cnocTepirasca abaomiHanbHUIA 6inb (3
HyZ0TOol abo 610BaHHAM UM 6e3 HUX); Y AeSKMUX BUMaZKaxX He CnocTepiranocsa nonepeaHboro

AHT OHEBPOTUYHOIO HabpAKY 061nYYs Ta piBeHb C-1 ectepasu 6yB y Hopmi. [iarHo3 iHTeCTUHANBbHOTO
AHTOHEBPOTUYHOIO HabpAKY ByB BCTAHOBEHUI Nig, Yac Komn'toTepHoi Tomorpadii YepeBHOI
NOPOXKHMHM ab0 yNbTPaA3BYKOBOIo AOCAIAKEHHS, ab0 Nif Yac xipypriyHoro BTpy4aHHA. Micaa BigmiHu
iHribiTopa AM® cMMNTOMM aHFIOHEBPOTUYHOIrO HAaBPAKY 3HUKANN. IHTECTUHANIbHUIA aHTIOHEBPOTUYHNI
HabpsAK HeobXigHO BUKAOYNTU Nif Yac NpoBeAeHHs AndepeHLUiMHOro AiarHosy y NaLieHTiB 3
abgomiHanbHUM bonem, siki NpuiimatoTb iHribiTopu AN,

OpHoyacHe 3acTocyBaHHA iHribiTopiB MTOR (Hanpuknag cuponimycy, eBeponimycy, Temciponimycy).

Y nauieHTiB, AKi 04HOYACHO 3aCTOCOBYIOTH iHribGITopM MTOR, MOKMBE 36iNbLIEHHA PUSUKY PO3BUTKY
QHTFOHEBPOTMYHOIO HabPAKY (30Kpema HabPAKY AMXaNbHUX WAAXIB ab0 A3MKa, 3 NOPYLIEHHAM OYHKLUT
AVXaHHs abo 6e3) (ams. po3gin «B3aemogin 3 iHWMMM NiKAPCbKMMM 3acobamm Ta iHLWIi BUAK
B3aEMOA,i»). OAHOYaCHe 3aCTOCYBaHHA NepUHAONPUAY i3 CaKybiTpuaom/BancapTaHOM NPOTUNOKa3aHe
yepes NiABULLEHNI PUSUK PO3BUTKY aHTIOHEBPOTUUYHOINO HAabPAKY (AMB. po3ain «MPOTUNOKA3aAHHAY).
Po3no4ynHaTh 3acTocyBaHHA cakybiTpuay/BancapTaHy cnif He paHille Hix Yyepes 36 roauH nicns
NPUMNOMY OCTaHHbOI 4031 NepUHAONPUAY. Y pa3i NPUNUHEHHN NiKyBaHHA cakybiTpuniom/BancaptaHom
Tepanito NepUHAONPUIOM CNlig PO3NOYMHATU He paHille HiX Yyepes 36 rogMH nicna Npunomy ocTaHHbOI
003U caKkyb6iTpuny/BancaptaHy (auB. po3ainu «MpoTunoKasaHHA» Ta «B3aemogis 3 iHWKUMM NiKapCbKUMM
3acobamu Ta iHWIi BUAW B3aemogili»). OgHOYaCHe 3aCTOCYBaHHA iHLWMX iHTiBiTOPiB HEWTPAbHOI
eHgonenTtuaasu (HEM), HanpuKknag pauekagotpuny, Ta iHribitopis AN Takox moxe NpuUsBecTn 40
NiABULLEHHA PU3UKY PO3BUTKY aHMOHEBPOTUYHOIO HAbPAKRY (AMB. po3ain «B3aemogis 3 iHWMMHK
NiKapCcbKMMM 3acobamm Ta iHWIi BUAM B3aEMoAiin»). Tomy nepes noyaTKoOM NiKyBaHHA iHribiTopamu HE,
HaNpUKNaa paueKasoTPUIOM, NaLieHTam, AKI 3aCTOCOBYIOTb NEPUHAONPUA, Cif NPOBECTU peTesibHY
OLLiHKY CMiBBiAHOLWEHHA KOPUCTb/PUSHUK.

AHadinakToigHi peakuji nig yac nnasmadepesy ninonpoTeiais HM3bKOI WinbHocTi (JIMHLLL).

PiaKo y nauienTiB, siki npuiimatoTb iHribitopn AN, nig yac nposeaeHHs nnasmadepesy JIMHL i3
3aCTOCYBaHHAM AeKCTpaHCcybdaTy MOXKYTb BUHUKHYTU HeBe3neuHi Ana KuUTTa aHadinakToigHi peakduii.
Po3BUTKY aHadiNaKTOiAHUX peaKLii MOXKHA YHUKHYTU, AKLLO Nepes NPoBeAEHHAM KOXKHOMo
nnasmacdepesy TMMUYaCoBO NPUNUHATK NiKyBaHHSA iHribiTopamun ANO.



AHadinakToigHi peakuii nig yac geceHcmbinisytoyoi Tepanii.

Y nauieHTiB, AKi npuitmatoTb iHribitopm AN, nig yac aeceHcnbinisytouoro nikyBaHHA npenapaTtamu, Lo
MicTATb 64KONMHY OTPYTY, MOXKYTb BUHMKATM aHadinakToigHi peakuii. LiMx peaKkuih MOXHA YHUKHYTH
npY TUMYacoBOMY NPUNMUHEHHI 3acTOCyBaHHA iHribiTopa AMN®, ane peakuii MOXyTb BAHUKHYTU 3HOBY
npu HeobepexxHOMY NPoBeAEHHI MPOBOKaLiHMX NPob.

MeyiHKOoBa HEAOCTATHICTb.

Bunagzkn, Konm Ha Tai npuiiomy iHribiTopa AN® po3BUBAETLCA CUHAPOM, O NOYMHAETLCA 3
XOJIeCTAaTUYHOI KOBTAHML,i Ta NPOrPecye y WBUAKOMJAMHHUIA HEKPO3 NeYiHKK Ta iHOAj NeTaNbHUI
HaCcNigoK, BUHWKaOTb PiaKko. MexaHi3am po3BUTKY AAHOMO CUHAPOMY HeBifZOMUN. MauieHTam, y AKKX
PO3BUHYNACA }KOBTAHWLA ab0 3HAUYHE NiABULLEHHA NeYiHKOBUX GepMeHTIB Ha T/i npuiiomy iHribiTopa
AN®, HeobxiAHO NPUNUHUTK MOrO 3aCTOCYBAHHSA, NPOMNTHM BiANOBIgHE MeaMyYHe 0bCcTeXKeHHA Ta
OTPMMATK NiKyBaHHA (AMB. po3ain «MobiuHi peakuii»).

HelTponeHria/arpaHynoumTos/TpombouutoneHia/aHemis.

Cepep, nauieHTiB, AKi NpMiiMatoTh iHribiTopu AMD, 6yno 3apeecTpoBaHO BMNALKM
HeWTponeHii/arpaHynounTosy, TpomboumToNeHii Ta aHemii. Y NauieHTiB 3 HOPMaNbHO GYHKLLIEID HUPOK
Ta Npu BiACYTHOCTI iHWKWX PpaKTOPIB PUINKY HEMTPONEHIS BUHUKAE pigKo. MepuHaonpun cnig,
npu3HayaTK gy*ke obepeXkHo NaLieHTam i3 KolareHo3oMm, Nif Yac Tepanii imyHocynpecopamm,
anonypuHonom abo npokaiHamigom abo Npu NoegHaHHI LMX 0BTAXKYOUMX PpaKTopiB, 0c0b61MBO Ha TAi
iCHYrHOYOro NopyLweHHs GyHKLIT HUPOK. IHoAi y 3a3HaYEeHMX NaLLIEHTIB MOXYTb PO3BMBATUCS CEPMO3HI
iHbeKU,iT, AKi y N0OOAMHOKNX BUNAAKax He BiANOBiAalOTb HA iIHTEHCMBHY aHTUBIOTMKOTepanito. AKLWO
nepuHAONPWA NPU3HAYaTM TaKMM NaLiEHTaM, PEKOMEHAO0BAHO NEePioANYHO KOHTPOKOBATH KiNlbKiCTb
NeMKoUNTIB KPOBI; TaKOXK NaLLiEHTM MatoTb 3HATW, LLO HEObXigHO NOBIAOMAATYU NiKapto NPo byab-AKKIA
nposB iHpeKUiiHOro 3axBoptoBaHHA (6inb y ropAai, nponacHULO).

PacoBa nNpuHanexKHicTb.

IHri6iTopn AN® yacTiwe CNPUYNHAIOTL BUHUKHEHHA aHTOHEBPOTUYHOIO HAbPAKY Y NaLLiEHTIB HErPOiAHOI
pacu, HixK y NpeACcTaBHMKIB iHWKUX pac. AK i iHwi iHribiTopyn AN, nepuHgonpun meHw epekTUBHO
3HWMXKYE apTepiasbHMUM TUCK Y NALLIEHTIB HErPOIAHOI pacK, HiXK Y NALLIEHTIB IHWMX pac, WO, MOXIMBO,
NOACHIOETLCA HU3bKUM PiBHEM PEHIHY Y KPOBI NALEHTIB 3 apTepiaabHOLO rinepTeHsieto 3 nonynauyii
appo-amepmKaHL;B.

Kawenb.

MoBigomnsanoca Npo BUHUKHEHHA Kall/ilo Ha TAi Tepanii iHribiTopamu ANO.



3a XxapaKTepMCTUKAMM Kallenb € HEMNPOAYKTUBHUM, CTINKMM Ta NPUMNMUHAETLCA NiCNA BiAMIHM NiKapCbKoOro
3acoby. Kawenb, cnpnymHeHui npunomom iHribitopis AMN®, noTpibHo BpaxoByBaTH Nig, Yac NpoBeAeHHA
AndepeHuinHoro giarHosy Kalto.

XipypriuHe BTpy4aHHs/aHecTesiA.

NikapcbKnit 3acib moxke 610KyBaTM BTOPUHHE YTBOPEHHA aHrioTeH3uHy Il y Bianosigb Ha
KOMMNeHCcaTOPHE BUBINIbHEHHA PEHiHY Y NALEHTIB NpuM XipypriyHOMy BTPy4YaHHi abo nig vac npoBeaeHHA
aHecTesil NiIKapCbKMMM 3aC06amMK, LLLO CIPUYMHALIOTD rinoTeHsito. JlikapcbKuii 3acib cnig, BigmiHUTHK 3a
OAVH AeHb [0 XipypriYHOro BTPy4YaHHA. Y pasi BUHMKHEHHA apTepiaNbHOI rinoTeH3ii, AKLLO BBAXKAETHCA,
LLLO BOHA CMPUYMHEHA 3a3HAYEHUM MEXAHI3MOM, CTaH XBOPOFrO MOYKHA HOPMaJIi3yBaTH LLIAXOM
36inblweHHA 06’emy LMPKYOHOYO0I KPOBI.

lnepkaniemisa.

Y pesakux nauieHTiB Ha TAi npuiiomy iHribiTopis AMN®, y Tomy yncai nepuHgonpuay, BigsHayvanocs
36iNbLIEHHA KOHUEHTpaUL,ii Kanito y cupoBaTui KpoBi. Jo ¢paKTopiB puUsnKy BUHUKHEHHA rinepKafiemii
HafeXXaTb HUPKOBA HeAOCTaTHICTb, MOpyLWeHHA GYHKLiTi HUPOK, BiK (NoHag, 70 pokis), LyKpoBuit aiaber,
iHTEPKYPEHTHI CTaHW, TaKi SIK AerigpaTtau,is, rocTpa cepLeBa geKoMmneHcalis, meTaboniyHuii aumaos Ta
OZHOYaCHe 3aCTOCYBaHHA Kanili3bepiraoumnx AiypeTukis (HanpuKknaa, cnipoOHONAKTOHY, eNepeHoHY,
TprMamTepeHy abo aminiopuay), Xxap4oBux 4o6aBOK, WO MICTATb Kanii, abo 3amiHHMKIB coni 3 Kaniem, abo
iHLWMX NiKapCbKMx 3acobiB, AKi CNPUYMHIOIOTb NiABULLEHHA KOHLUEHTpPALi Kanito B cMpoBaTLi KpoBi
(Hanpuknag, renapuHy). 3acTocyBaHHS XapyoBux 400aBOK, WO MICTATb Kanii, Kaninsbepiraroumx
AiypeTuKiB abo 3amMiHHUMKIB coni 3 Kaniem, 0cob6MBO NaLiEHTaM i3 NOPyLIEHHAMM PYHKLIT HUPOK, MoXKe
NpPM3BeCTM 4,0 3HAYHOro NiABULLEHHA PIBHA Kanito y cCMpoBaTL,i KpoBi. FinepKaniemia moxe CnpuYnHUTY
CepmnosHy, iHoAj neTanbHy, apuUTMito. AKLWO o4HOYaCHe 3aCTOCYBaHHA NepuHAoNpuay Ta byab-aKoi i3
3a3HAYEHMX PEYOBUH BBAXKAETLCA AOPEUYHUM, iX CNiJ, 3aCTOCOBYBATU 3 06EPEKHICTIO Ta 3 YacTUM
MOHITOPMHIOM PiBHA Kaito B CMPOBaTLi KPOBi (A1B. po3ain «B3aemogia 3 iHWKMMMU NiIKAPCbKMMM
3acobamu Ta iHLWIi BUAW B3aEMOAiN»).

MauieHT, XBOPI Ha LlyKpOBWit Aiaber.

MavieHTam, XBOPMM Ha LlyKpOBUIA AiabeT, AKi NPUMMatoTb NepopasbHi LyKPO3HUKYBaAbHI 3acobu abo
OTPUMYIOTb iHCY/iH, HEOBXiAHO peTesbHO KOHTPOOBATU PiBEHb FNiKeMii NPOTArOM NepLoro micaus
Tepanii iHribiTopamu AMD (gue. po3ain «B3aemogis 3 iHLWMMM NiKapCbKMMK 3acobamm Ta iHWi BUAK
B3aEMOAjiN»).

NiTin.



OpaHovacHe 3aCTOCyBaHHA NiTilO Ta NepUMHAONPUAY 3a3BMYall He peKoMeHa0BaHe (aAnB. po3ain
«B3aemogia 3 iHWKMMU NiKapCbKMMM 3acobami Ta iHLLi BUAM B3aEMOAiN»).

Kaninsbepiratoui nikapcbKi 3acobun, xap4oBi 400aBKMK, WO MICTATb Kaniin, abo 3aMiHHUKK COJli 3 Kaniem.

OpHo4YacHe 3acToCyBaHHA NepPUHAONPUAY 3 KanilidbepiratouMmm fNikapcbKnmm 3acobamm abo
XapyoBMMU A06aBKaMM, WO MICTATb Kanili, He peKoMeHAYETbCA (ANB. po3ain «B3aemogia 3 iHWMMK
NiKapCbKMMM 3acobamm Ta iHLWi BUAYN B3aEMOAIN»).

MopgiliHa 610kaga PAAC.

HaagHi noBigOMNEHHA WOA0 BUHUKHEHHA apTepia/ibHOI rinoTeHsii, HEMPUTOMHOCTI, iIHCYNbTY,
rinepkaniemii Ta nopyweHHA GYHKLiT HUPOK (y T.4. rocTPoi HUPKOBOI HEAOCTATHOCTI), 0COH6MBO NpPU
O HOYaCHOMY NMPUIMOMI NliKapCbKMX 3acobiB, Lo BNAMBatoTb Ha PAAC. KombiHauia iHribitopa AN® 3
610KaTOPOM peLenTopiB aHrioTeH3nHy |l (BPA) abo 3 anickipeHom, BpaxoByoumn NoABinHy 610Kaay
PAAC, He peKkomeH0BaHa.

MaujieHTam, XBOPUM Ha LlyKpoBmi1 aiabet, abo 3 HMpKoBoto HegocTaTHicTO (LUK®D <60 mn/x8/1,73 m2),
OZIHOYaCHe 3aCTOCYBaAHHSA 3 aflicKipeHOM NpoTUNoKasaHe (aMB po3ainm «MpoTUNnoKasaHHA» Ta
«B3aemogia 3 iHWKWMK NiKapCbKMMM 3acobamm Ta iHLWi BUAM B3AEMOAiN»).

MepBUHHWUI anbAOCTEPOHI3M.

MauieHTN 3 NepPBMHHUM TinepanbAoCTEPOHI3MOM 3a3BMYall He BiAMNOBIAAIOTb Ha NiIKYBaHHA
AHTUTINePTEH3UBHUMM NpenapaTamu, AKi AitoTb WAAXOM iHri6yBaHHA PeHiH-aHTiOTEH3UHOBOI CUCTEMMU.
ToMy TaKMM NaLieHTaM 3aCTOCOBYBATH LieM NiKapCbKMi 3aCib He peKoMeHAYETbCA.

BariTHicTb.

He cnig po3noynHaTty Tepanito iHribiTopamun AN nig yac BariTHOCTI. AKLWO NPOAOBKEHHA NiIKYBaHHA
rinOTEH3UBHMMM IIKAPCbKMMM 3ac0BaMm BBAXKAETHCA 000B’A3KOBUM, MaL,iEHTKM, AKi NAAHYIOTb
BariTHICTb, NOBUHHI BYTU NepeBeAeHi Ha anbTepPHATUBHI aHTUTiNEePTEH3UBHI NpenapaTu, AKi MaloTb
nigTeepAXKeHi gaHi npo 6e3neKy Npu 3acTocyBaHHI B Nepiod, BariTHOCTI. AKLLO B Nepioa NikyBaHHA
niaTBEPAKYETLCA BAriTHICTb, NiKyBaHHA iHribiTopamun AN cnig HeraiHO NPUNUHKUTK i, AKLWO HeObXiaHO,
po3noYaTh anbTePHATUBHY Tepanito NikapcbKMM 3aC060M, A03BOSIEHUM A/1A 3aCTOCYBaHHA BariTHUM
(anB. po3ginn «MpoTMnoKasaHHA» Ta «3acTocyBaHHA y Nepiog, BariTHOCTi abo rogyBaHHsA rpyagnto»).

Baxknunea iHpopmaLia Npo AONOMIXKHI peYOBUHMU.



Llett nikapcbKuii 3acib mictutb 59,0/118,0 mr n1aKTO3M MOHOrigpaTy. Moro He i npu3HayaTh naLieHTam
i3 piiKOlO CNaaKoBOK HENEPEHOCMMICTIO ra/lakTo3u, CUHAPOMOM MasibabcopOL;ii FIOKO3M-TalakTo3M,
HeAoCTaTHICTIO NaKTasu JSlanna. 3 obeperkHicTio 3aCTOCOBYBATU XBOPUM Ha LlYKpOBUIA ajiaber.

3acTocyBaHHA y nepioA BariTHOCTI abo roayBaHHA rpyaato.

BariTHicTb. 3acTocyBaHHs iHribiTopis AN® npoTnnokasaHe y nepioa BariTHOCTI (AWB. po34in
«MpoTunokasaHHA»). JlikapcbKuii 3aCib He MOXKHa 3aCTOCOBYBATM BariTHUM abo *KiHKam, AKi NaHyOTb
3aBariTHITU. AKLLO Nig Yac NikyBaHHA NiATBEPAKYETbCA BAriTHICTb, 3aCTOCYBAHHSA NiKapCbKoro 3acoby
HeobXigHO HeraltHoO NPUNMUHUTK | 3aMIHUTU IHWMM NiKapCbKMM 3aco0b0M, 4,03BONIEHMM ANS
3aCTOCYBAHHA BariTHUM.

EnigemionoriyHi gaHi WoA0 pU3MKY BUHUKHEHHA TepaToreHHoro epeKTy BHaclif4oK npuinomy iHribitopis
AMN® nig yac | TpumecTpy BariTHOCTI HE OCTAaTOYHI, TOMY HE3HAYHOIO MiABULLEHHA PU3MKY HE MOXKHA
BUKAOYaTW. Bigomo, wo npuinom inribitopis AMD nig yac Il Ta Il TpmecTpiB BariTHOCTI NPU3BOANTbL 40
$EeTOTOKCMYHOCTI Ta HEOHATAa/IbHOT TOKCUYHOCTI.

AKLLO XKiHKa npuiimana iHribiTop AM® nig yac Il TpumecTpy BariTHOCTI, AUTUHI PEKOMEHA0BAHO NPOBECTU
YyNbTPa3ByKoBe A0CAIAKEHHA PYHKLIT HUPOK Ta KiCTOK yepena. HoBoHapoaKeHi, maTepi AKMX npuinmanm
iHri6iTopmn AN® y nepiog BariTHOCTI, MatoTb NepebyBaTu Nig, PeTeSbHUM HarAa40M Yepes MOMK/INBICTb
BUHUKHEHHA apTepianbHOI rinoTeHsil.

Mepiog roayBaHHs rpyaato. He peKomeHAY€eTbCA 3aCTOCYBaHHA NEPUHAONPUAY TPET-OYTUNAMIHY Y
nepios roayBaHHsA rpyaato y 38’A3Ky 3 BiACYTHICTIO AaHUX LLOAO MO0 NPOHUKHEHHS Y TPYAHE MOJIOKO. Y
nepios roayBaHHsA rpyaato 6axaHo NPpU3HAYUTU aNlbTePHATMBHE NiKyBaHHA i3 BiNblu AOCNIAKEHUM
npoginem 6esnekun, ocobanBo y Nepiog, rogyBaHHA HOBOHAPOAKEHOr0 abo HEAOHOLEHOr0 HEMOBAATY.

depTunbHicTb. BNane Ha penpoayKTUBHY 34aTHICTb ab0o depTUNbHICTb BiACYTHIN.

34aTHICTb BN/IMBATU Ha LWBUAKICTb pPeaKLii Npy KepyBaHHi aBTOTPAHCNOPTOM abo iHWMMM MexaHisMamu.

MepuHAoNpuay TPeT-6yTUAaMiH He NPOABAAE NPAMOro BNMBY HA 34aTHICTb KepyBaTM TPAHCNOPTHUMM
3acobamu abo npaLoBaTH 3 iHLWMMKM MeXaHi3MamK. Ae y AesKUX NALLEHTIB MOXYTb BUHUKATH
iHAMBIAYyaNbHI peaKuji, NOB’A3aHi 3i 3HUXKEHHAM apTepia/IbHOro TUCKY, 0COB/IMBO Ha NOYaATKY NiKyBaHHS
abo npu 04HOYACHOMY 3aCTOCYBAHHI 3 iHLWUMMMK aHTUTINEPTEH3UBHUMM NiKAPCbKMMM 3acobamu. AK
pesynbTaT, 34aTHICTb KepyBaTU TPAHCNOPTHUMM 3acobamm abo NpaLoBaTh 3 IHLLMMKW MEXaHi3MaMu
MOMKe ByTH 3HMXKEHa.



Cnocib 3acTtocyBaHHA Ta A03M.

[na nepopasibHOro 3aCTOCYBaHHS.

Tabnetku NepuHgonpun-AapHnua no 4 Mr1a No 8 Mr MOXHa Ai/IMTU HaBMiN ANA AOCATHEHHA 403U 2 Mr
Ta 4 mr.

TabneTkn pekomeHgoBaHO NpuiimaTt 1 pa3 Ha goby BpaHLi nepes igoto.

[o3y nigbupaTtn iHAMBIAYaNbHO, 3a71€XKHO Bif, MOKa3HUKIB apTepianbHOro TUCKY (AMB. po3ain
«0OcobAMBOCTi 3aCTOCYBAHHAY).

ApTepiasibHa rinepTeHsia.

MNepuHgonpuay TpeT-byTUAaMIH MOXKHa NPU3HaYaTN AK MOHOTepanito abo y KombiHau,ii 3 nikapcbKUMMU
3acobamu iHWKX KNaciB aHTUriNepTEH3MBHMX 3acobiB.

PekomeHa0BaHa NoYaTKoOBA A03a CTaHOBUTb 4 Mr 1 pa3 Ha 406y BpaHL,.

MauieHTn 3 BUCOKO aKTUBHIicTio PAAC (0c06N1MBO NALiEHTM 3 peHOBACKY/IAPHOIO rinepTeHsiElo,
NopyLweHHAM BOAHO-E/EKTPONITHOro 6anaHcy, cepueBoto AeKOMMEHCALLiELD abo TAXKKOLO rinepTeHsieto)
MOXKYTb 3a3HAaTU HAZMIPHOIo 3HUKEHHS apTepiaibHOro TUCKY Micas Npuitomy nepwoi Ao3n. Takum
naLlieHTam PeKOMEHAYETLCA PO3MNOYMHATU NiKYBAHHA 3 403M 2 MI Ta NOYATOK Tepanii NpoBoAUTM Nig,
HarnA40Mm slikaps.

[o3y MmoKHa niasmMwmuT A0 8 Mmr 1 pas Ha Aoby yepes 1 micsaub NiKyBaHHS.

Ha noyaTKy 3acTOCyBaHHA NePUHAONPUAY TPET-BYTUNAMIHY MOXKANBE BUHUKHEHHA CUMMATOMATUYHOT
apTepianbHOI rinoTeHsil; ue MMOBIpHiLLe Y NALEHTIB, AKI 04HOYACHO NPUINMAtOTb AiyPETUKN. TaKum
naLieHTamM po3noYMHaATK iKyBaHHA NEPUHAOMNPUIOM Clif 3 06ePeXkKHICTIO, OCKINbKM Y HUX MOXKe ByTK
aediumT Boan Ta/abo coni.

AKLWO Ue MOXKANBO, CNig NPUANHUTM NPUNOM AiyPeTUKA 3a 2—3 AHI A0 NoYaTKy Tepanii nepuHaonpuay
TpeT-6ytunamiHom (aus. po3ain «OcobANBOCTI 3aCTOCYBaHHAY).

MauieHTam 3 apTepianbHO riNepTeEH3i€l0, AKUM HE MOXKHA NPUNUHUTU 3aCTOCYBaHHA AiyPETUKIB,
NiKyBaHHSA cig, po3noYmnHaTh 3 4031 2 Mr. Y TaKUX NALLIEHTIB CNig KOHTPOAOBATU GYHKLLLO HUPOK Ta



piBeHb Kanito y cMpoBaTLi Kposi. Noganblue NiaBULEHHA 4031 NepPUHAONPUY TPET-OYTUAAMIHY caif,
3[iACHIOBATM 3aN1E€XKHO Bif, MOKa3HMKIB apTepiaibHOro TUCKY. Y pasi HeobXxiAHOCTI Tepanito AiypeTuKom
MOHa BigHOBUTW.

MauieHTam NiTHLOrO BiKy JIiIKyBaHHA C/liJ, PO3MOYMHATM 3 03U 2 MT, iKa MOXKe byTu nigsueHa 4o 4 mr
yepes 1 micaub NikyBaHHA, a NOTIM, Y pa3i HeobXiAHOCTI, 40 8 Mr 3 ypaxyBaHHAM GYHKLIT HUPOK (aMB.
Tabauuio 1).

CepueBa He[,OCTATHICTb.

MauieHTam i3 cepLeBOO HEAOCTATHICTIO, AKMM NEePUHAONPUAY TPeT-byTuAaMiH 3a3BUYal chig,
npU3HaYaloTb O4HOYACHO 3 AiYPETUKOM, L0 BUBOAUTL Kanili, Ta/abo anrokcuHom, Ta/abo B-
610KaTOPOM, NiKyBaHHA PEKOMEHA0BAHO PO3MOYMHATK Nif PETENIbHUM MEAUYHUM HarNALOM Ta 3
NoYaTKOBOT 403U 2 MT, AKY CAig, NpuiiMaT BpaHLj. Yepes 2 TUKHI 33 ymOBM 406pOT NepeHoCcuMocTi 403y
nigeuwysatn go 4 mr 1 pas Ha gob6y. [lo3y nigbupatn iHAMBIAYaNbHO, 3a/1€KHO BiZ KNiHIYHOrO CTaHy
nawjieHTa.

MauieHTam i3 TAXKKOIO CepLLeBO0 HeAOCTATHICTIO TA iHWMM NaUiEHTAM i3 rPynu BUCOKOTO PU3UKY
(nauieHTn i3 nopyweHHAMM GYHKLIT HUPOK Ta TEHAEHL,EI0 A0 NOPYLEHb PiBHA €/1EKTPONITIB, NALLIEHTH,
AKi OTPUMYIOTb O4HOYACHY Tepanito AiypeTkamu Ta/abo BasogunataTtopamm) NiKyBaHHA Cig
PO3MOYMHATK Nif, peTeNbHUM MeAUYHUM Harnaaom (gue. po3ain «OcobaAnBOCTI 3aCTOCYBaHHAY).

Y Naui€eHTiB i3 BUCOKMM PU3MKOM BUHUKHEHHA CUMMMNTOMATMUYHOI apTepianbHOi rinoTeHsil (nauieHTn 3
AediunTom enekTponiTis, 3 rinoHaTpiemieto abo 6e3 Hel, NaLieHTH i3 rinoBosemieto abo Ti, XTo
OTPUMYBaAB iHTEHCUBHY Tepanito AiypeTuKamm) ciif NPoBeCcTM KOPEKLLito 3a3HaYeHMX CTaHIB, AKLLO
MOXJ/INBO, A0 NPWU3HAYEHHS NiKapCbKoro 3acoby. ApTepianbHUIN TUCK, PYHKLiO HUPOK Ta pPiBEHb Kanito y
CUpOBaTLi KpOBi NOTPiBHO peTenbHO KOHTPOAOBATU AK A0, TaK i Nig Yac nikyBaHHA (AMB. po3ain
«0cob6MBOCTi 3aCTOCYBAHHA»).

3anobiraHHA BUHUKHEHHIO MOBTOPHOTO iHCY/IbTY Y MALEHTIB i3 LLepebpoBacKyNAPHUMM
3aXBOPHOBAaHHAMM.

PekomeHA0BaHa NOYaTKOBA A03a CTAHOBUTL 2 Mr (¥ TabneTKu nikapcbKkoro 3acoby MepuHaonpu-
OapHuusa 4 mr) 1 pas Ha goby, BpaHui. Micns 2 TUXKHIB NiKyBaHHSA 403y 36inbwyBaT A0 4 mr (1 TabneTka
NikapcbKoro 3acoby MNepuHgonpun-AapHuua 4 mr) 1 pas Ha goby BpaHLi.

AKWO nicna 2 TUXKHIB 3aCTOCYBAHHA /liIKapCbKoro 3acoby NepuHgonpun-AapHuus 4 Mr naLieHT notpebye
[04ATKOBOIO KOHTPOJILO apTepiasibHOro TUCKY, MOXKHA NPU3HAYMUTK iHganamig, y fosi 1 TabneTtka Ha
006Yy. JlikyBaHHS MOXHa PO3MNo4YMHaTN ByAb-KONU Y TEPMIH Bif, 2 TUXKHIB A0 Ki/IbKOX POKiB nicas
NepPBUHHOTO IHCYNbTY.



3anobiraHHs cepueBO-CYAMHHMM YCKIaAHEHHAM Y NaLEHTIB 3 AOKYMEHTA/IbHO NiATBEPAKEHOO
CTabinbHOLO iWemiyHo XBOpPOb6OtO cepus.

NikyBaHHA po3no4YmMHaTH 3 flikapcbKoro 3acoby NepuHaonpun-AapHuua 4 mr (1 Tabnetka Ha aoby,
BpaHLi). Yepes 2 TUXHI 32 yMmoBM A,06p0T NepeHOCUMOCTI Ta 3 ypaxyBaHHAM GYHKLii HUPOK A03Y cAig,
nigsuLLyBaTh 40 8 Mr.

MauieHTam NiTHbOrO BiKY J1iIKyBaHHA CANif, PO3NOYMHATU 3 031 2 Mr (¥ TabNeTKu NikapcbKoro 3acoby
MNepuHaonpun-AapHuua 4 mr) 1 pas Ha goby, BpaHLi; Yepes TUKAEHb 4,03y Niasuwysatv go 4 mr (1
TabneTKa nikapcbKoro 3acoby MepuHaonpua-QapHuua 4 mr); yepes 2 TUXKHI 3 ypaxyBaHHAM PYHKL,i
HUPOK 403y Niasuwysath Ao 8 mr (MepuHaonpun-OapHuua 8 mr, 1 TabneTka Ha 8oby) (aus. Tabaunuto
1). NigBULWEHHA 403K MOXAMBE TiIbKM 33 YMOBU A06poi NnepeHoCMMOoCTi nonepeaHboi 403U,

OcobaumBi rpynu NauienHTiB.

[0o3yBaHHA A1a NaLEHTIB i3 HUPKOBOK HEAOCTATHICTIO MA€E 6a3yBaTMCA Ha KAiPEeHCi KpeaTuHiHY, AK
3a3HayeHo y Tabauui 1.

Tabnuus 1.

Nigbip 403 NpM HUPKOBIN HEAOCTATHOCTI

KnipeHc KpeaTuHiny (mn/xs)

PekomeHpgoBaHe A03yBaHHA

CICR 2 60

4 mr Ha poby

30< CICR< 60

2 Mr Ha goby

15<CICR< 30



2 mr yepes goby

MauieHTn, AKi nepebyBatoTb Ha remogianisil

MauieHTn, AKi nepebyBatoTb Ha remogianisil

CICR< 15

2 Mry geHb NpoBeAeHHsA aianisy

1[iani3Huni KnipeHc nepuHaonpunaty 70 mn/xs. NauieHTam, AKi nepebysatoTb Ha remogianisi, 403y chig,
NPUIMaTK Nicna NpoBeAEeHHs remogianisy.

MawuieHTN 3 NeYiHKOBOK HEeAO0CTATHICTHO.

MauieHTX 3 NeYiHKOBOK HEAOCTATHICTIO He NoTpebyloTb NiAbopy 403K NiKapcbKoro 3acoby (ans. posginm
«®apmakokKiHeTMKa» Ta «OcobaMBOCTi 3aCTOCYBaHHAY).

Litn.

EdeKTnBHiCTb Ta 6e3neKy 3acTocyBaHHA Npenapaty 4iTAmM He BUBYAM, TOMY NEPUHAONPUNY TPET-
6yTMNaMiH He PEKOMEHAYETLCA NPU3HAYATU AiTAM.

NepenosyBaHHA.

IHbOopMaUiT Npo Nepeno3yBaHHA NEPUHAONPUAY HEeAOCTaTHbO. MOMK/IMBI CUMNTOMM, NOB’A3aHiI 3
nepenosyBaHHAM iHribiTopis AMN®: apTepianbHa rinoTeH3isA, LMPKYNATOPHWUI WOK, NOPYLLIEHHA
€/1eKTPOoNiTHOro 6anaHcy, HUPKOBA HEAOCTATHICTb, riNepBEHTUAALA, Taxikapaia, nanbnitauin,
H6paanKapAin, 3aNaMopPOoYEHHS, TPUBOXKHICTb, Kalleb TOLLO.

Mpw nepef03yBaHHI pEKOMEHAYETbCA BHYTPILUHbOBEHHE BBEAEHHA PO34MHY HaTpito xnopuay 0,9 % (9
mr/mn). Y pasi BUHMKHEHHSA apTepiasibHOI rinoTeHsii nauieHTy HeobxiaHO HaaaTh FOPU30OHTaIbHOTO
NOJIOMKEHHS 3 HU3bKMM Y3roJiiB’am. Y pasi MOXKAMBOCTI cilig 3abe3neumT nauieHTy iHoy3il aHrioTeH3MHy
Il Ta/abo BHYTPiLWHbOBEHHE BBEAEHHA KaTexonamiHiB. [epnHAONPUA MOXKHA BUAAANUTA 3i CUCTEMHOTO
KpoBoobiry 3a Jonomoroto remogianisy (ame. po3ain «OcobAnBOCTIi 3aCTOCYBaHHA»). Y pa3i BUHUKHEHHS



PEe3NCTEHTHOI A0 NiKyBaHHA BpagmMKapaii noKasaHe 3acToCyBaHHA WTYYHOro BoAiA putMy. HeobxigHo
BCTAHOBWUTW MOCTiIMHWIA MOHITOPUHT 3@ OCHOBHUMMW MOKa3HMKaMU KUTTEAIANBHOCTI, KOHLEHTPALED
€NEeKTPONITIB Ta KPEATUHIHY Y CMPOBATLL KPOBI.

MobiuHi peakuyii.

Mpodinb 6e3nekn nepuHaonpuay sianosigae npodinto 6esneku iHribiTopis AMNd.

HalyacTiwi nobivHi peaKuii, AKi cnocTepiraanca nif yac 3acTocyBaHHA NepUHA0NPUAY Y NPOLLECi
KNiHIYHMX AOCNigKeHb: 3aNamMOpPOYEHHSA, FOIOBHWUIA Binb, NapecTesii, BepTUro, NopyLeHHs 30py, A3BiH Y
BYXaX, apTepiasibHa rinoTeH3is, Kawenb, 3a4MLWKa, 6inb y KUBOTI, 3an0p, giapes, CNOTBOPEHHS CMaKy
(ancressin), gucnencisa, HyaoTa, 6110BaHHA, CBePOiXK, WIKIPHI BUCUMAHHSA, CyA0MU M’S13iB, acTeHis.

Mpw 3acTocyBaHHI NEPUHAONPUAY Nif, Yac KNiHIYHMX AOCAIAKEHb Ta B NiCAAPEECTpaLiMH1i nepiog,
cnocrepirannca nobivHi epekTu, 3a3HaueHi HUXKYE, 3 TAKOH YaCTOTO BMHUKHEHHA: AyKe yacTo (= 1/10),
yacTo (= 1/100, <1/10), Heuacro (> 1/1000, <1/100), pigko (= 1/10000, <1/1000), ayxe pigko (<
1/10000), yacTtoTa HeBigoMa (He MOMKHa BU3HAYMTU 3rigHO 3 HaABHOO iHGOpPMaLLiED).

MedDRA

Knacu cuctem opraHis

MobiuHi peakuyii

YacTtoTa

3 6OKy opraHiB 30py

NopYyLUEHHA 30py

4acTto

3 60Ky opraHiB cnyxy Ta BeCTMbyAApHOro anaparty

O3BiH Yy Byxax



4acTo

3 6OKy pecnipaTopHOi cMCTeMM, OPraHiB rPYAHOT KNiTKMU Ta cepeaoCcTiHHA

Kallenb

4acTo

3agMLKa

4acTto

6poHxocnasm

He4yacTto

€03nHodiNbHa MHEBMOHIsA

AyXe pigko

PUHIT

AyXe pigko

3 6OKY LUNYHKOBO-KMLLKOBOTO TPaKTy

6inb y *KUBOTI

4acTto

3anop



4acTo

hiapesn

4acTo

CNOTBOPEHHSA CMaKy (aucressis)

4acTo

ancnencia

4acTto

HyZ0Ta

4acTto

6110BaHHA

4acTto

CYXiCTb y pOTI

He4yacTo

NaHKpeaTuT

OyXe pigko

3 BOKY MeYiHKM i })KOBYOBUBIAHUX LINAXIB



UMTONITUYHMNIA ab0 X0NecTaTUUHMIA renaTtut (Amns. posain « OcobAnMBOCTI 3aCTOCYBaHHAY)

OyKe pigKko

3 6OKY HMPOK Ta CEYOBUAIIbHOI CUCTEMM

HMPKOBA HEAOCTaTHICTb

He4vyacTo

rocTpa HUPKOBaA HeAoCTaTHICTb

AyXe pigko

3 60Ky 0OMiHYy pe4yoBUH, meTabonismy

rinornikemia (gmB. po3ainm «B3aemogia 3 iHWKNUMK NiKapCbKMMM 3aco06amMm Ta iHLWWI BUAW B3aEMOAiN» Ta
«0cob.1MBOCTi 3acTOCYBaHHAY)

He4yacTo

rinepkaniemis, obopoTHa npu BigMiHi (auB. po3ain «OcobAMBOCTI 3aCTOCYBAHHAY)

He4yacTo

rinoHaTpiemia

He4yacTo

3 6OKy HEPBOBOI CUCTEMU

3aMaMOpPOYEHHA



4acTo

ronoBHUM 6inb

4acTo

napecresis

4acTo

BepTUro

4acTto

COH/IMBICTb

HeYyacTo

HENPUTOMHICTb

He4yacTo

CNAYTaHICTb CBIAOMOCTI

AyXe pigko

3 BOKy Ncuxiku

3MiHW HaCTpoLo

He4yacTo



NOPYLUEHHA CHY

He4YyacTo

3 60Ky cepus

nanbniTauin

He4vyacTo

Taxikapaia

HeYyacTto

cTeHoKapgina (am.. po3gin « OcobAnMBOCTI 3aCTOCYBaHHAY)

AyXe pigKko

apuTmiA

AyXe pigko

iHGapKT MioKapaa MOXKe BUHMKATU BHACNIAOK HaAMiPHOIO 3HUKEHHA apTepiasibHOro TUCKY Y MaLi€HTIB
i3 BUCOKMM pU3MKOM (AMB. po3ain « OcobamBoCTi 3acTOCyBaHHAY)

AyXe pigko

3 6OKy CyAUHHOI cucTemu

rinoTeHsia (Ta NoB’A3aHi 3 HElO CUMNTOMM)

4acTto



BaCKyNiT

He4YyacTo

iHCY/IbT MOX€e BUHUKATU BHACNIA0K HAAMIPHOTO 3HUXKEHHA apTepiaibHOro TUCKY Y NALIEHTIB 3 BUCOKUM
pusuKom (amns. posain «OcobanBOCTi 3aCTOCyBaHHA»)

ayxe pigko

¢deHomeH PeitHo

YyacToTa HeBigoma

3 60Ky KpoBi Ta nimdaTUUHOI cucTemu

eo3nHoodinis

He4yacTo

arpaHysioumTos3 abo naHuuToneHiA

AyXe pigko

3HUMKEHHA PiBHA remornobiHy Ta reMaToKpUTy

AyXe pigko

NnenkoneHis/HeWTponeHia

OyXe pigko



reMo/liTMyHa aHeMisi y NaLieHTiB 3 BPOAKEHO HeA0CTaTHICTIO M0K030-6-pocdaTtaerigporeHasm (aus.
po3ain «OcobAnBOCTi 3aCTOCYBaHHAY)

OyKe pigKko

TpombouuToneHis

OyKe pigKko

3 60Ky iMyHHOI cuctemm

peaku,ii rinepuyyTAnBOCTI, BKAOUYaoUKM aHadiNnakToigHi peakuii (ams. posain «OcobansocTi
3aCTOCYBaHHA»)

HeYyacTto

3 6OKy LWKipK Ta NigLWKipHOI KNITKOBUHU

cBepbixk

4acTto

LWKipHi BUCMNAHHA

4acTto

Kponue’aHKa (amns. po3ain «OcobanBOCTi 3acToCyBaHHAY)

He4yacTo

AHr OHEBPOTUYHMI HabPAK 061MYYSA, KiHLiIBOK, ry6, cnM3oBux 060N0HOK, A3MKA, FO/I0COBOI LLLIINHU
Ta/abo ropTaHi (auB. po3ain «0cobAMBOCTI 3aCTOCYBaHHA»)



HeYacTo

peakuii poTouyTameocTi

HeYyacTo

nemdiroig,

He4vyacTo

NOCUNEHHA CMMNTOMIB Ncopiasy

piako

rineprigpos

He4yacTo

MyNbTUPOPMHa epUTEMA

AyXe pigko

3 60Ky ONOPHO-PYXOBOrO anapaTy Ta CNOAYYHOI TKAHUHM

cyaomu m’ssis

4acTto

apTpanria

He4yacTo



Mianria

HeYacTo

3 60Ky penpoAyKTUBHOI cucTeMM Ta PYHKLT MONOYHUX 330103

epekTUIbHA ANCOHYHKLIA

He4vyacTo

3aranbHi

po3nagn

acTeHin

4acTto

6inb y rpygHin KaiTui

He4yacTo

He3ayXaHHA

He4yacTo

nepudepuyHi Habpaku

He4yacTo

rineprtepmia



HeYacTo

NlabopaTopHi NOKa3HUKK

NigBULLEHHA PiBHA CEYOBUHM Y KPOBI

HeYyacTo

NiABULLLEHHA KPeaTMHIHY Y NA1a3Mi KPOBi

HeYyacTto

nigBULLEHHA piBHA BinipybiHy y Naasmi KpoBsi

piako

NigBULLEHHA PiIBHA NEYiHKOBUX PepPMEHTIB

piako

YWKOAMKEHHSA, OTPYEHHSA Ta YCKNAAHEHHA Npuinomy

nagiHHA

He4yacTo

Mpwu 3acTocyBaHHI iHWKX iHri6iTopiB AM® noBigomnanoca Npo BMNaAgKM BUHUKHEHHS CUHAPOMY
NnopyLIeHHA cekpeLii aHTuaiypeTuuHoro ropmoHy (CMAAN). Tomy morkHa posuiHtoBati CNAL aK
MMOBipHe YCKNaZHEHHSA, NOB’A3aHe i3 3aCTOCYBaHHAM iHribiTopiB AMN®, 30Kkpema nepuHaonpuay, i3
4acCTOTOH BMHWKHEHHSA AYXKe PigKo.

MoBigoMneHHs Npo Nifo3ptoBaHi NO6IYHI peakLii.



MoBigomneHHA Npo Nigo3ptoBaHi NobiYHI peakuii nicns peecTpauii ikapcbKoro 3acoby € BaXXAMBOO
npoueaypoto. Lie 403B0OAAE NPOAOBIKYBATM MOHITOPUHT CMiBBIAHOLWEHHA K KOPUCTb/PU3NK» AnnA
BiANOBIAHOrO NliKapcbKoro 3acoby. MeanyYHMM npauiBHUKam HeobxigHO noBigomaaTh Npo byab-Aaki
nigo3ptoBaHi NOGIYHI peakLii Yepes HalioHabHY CUCTEMY NOBIAOMJ/IEHb.

TepmiH NpMAATHOCTI.2 POKMU.

YmoBsu 36epiraHHs.

36epiraTv B opuUriHaNbHIM YNaKoBLi Npy TemnepaTtypi He BuLe 25°C. 36epiratn y HegoCTynHOMY ANA
aiten micui.

YnakoBKa.

Mo 10 TabneTOK Yy KOHTYPHIl YapyHKOBIM yNaKoBLL; M0 3 KOHTYPHI YapyHKOBI YNaKOBKW B NauylLi.

KaTteropia signycky .3a peuentom.

BupobHuK.MpAT «PapmaueBTnyHa dipma «dapHuusa».

MicuesHaxoaykeHHA BUPOBOHMKaA Ta agpeca MicLa NpoBaaKeHHs Moro AianbHOCTI.

YKpaiHa, 02093, m. Kuis, Byn. bopucninbcbka, 13.



