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IHCTPYKLUIA
NS MeIMYHOr0 3aCTOCYBaHHSA NiKapCbKOro 3acoby

AMnecca

(Amlessa®)
Cknap:
Ai0YI PeYOBUHU: NePUHAONPUNY TepT-ByTUNaMiH Ta aMI0AMNIH;
1 TabneTka MICTUTb 4 MI NepuHaoNpuny TepT-6yTmunamiHy (Lo Bianosigae 3,34 Mr nepuHaonpuny) Ta 5 mr amnoamniny (Lo signosigae 6,935 Mr amnoaumniHy
6ecunary) abo
4 Mr nepuHaonpuny TepT-6yTunaminy (Lo Bignosigae 3,34 Mr nepuHgonpuny) Ta 10 mr amnogmniny (wo signosigae 13,870 Mr amnoguniHy 6ecunaty), abo
8 Mr nepuHgonpuny TepT-6yTrnnaminy (Lo Bignosigae 6,68 Mr nepuHgonpuny) Ta 5 Mr amnogmniny (o Bignosigae 6,935 mr amnoguniny 6ecunary), abo
8 Mr nepuHgonpuny TepT-6yTnnaminy (Lo Bignosigae 6,68 mr nepuHgonpuny) ta 10 mr amnoguniny (Lo signosigae 13,870 mr amnoguniHy 6ecunary);
[ONOMI>KHI PEYOBMHW: LENN03a MIKPOKPUCTaNliYHa; KpoXMasib MpPeXXenaTUHI30BaHWI, HaTpito KPOXManblMiKONAT, KanbLito X/0puA, rekcarigpart; HaTpito
rigpokapboHat; KpemHito AioKcug KonoigHMii 6e3BOAHWIA; MarHito cTeapar.

JlikapcbKa thopma. TabneTku.

OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI:

4 mr/5 mr: 6ini abo maiixe 6ini, Kpyrni, TPOXM ABOOMYKNi TabNeTKM 3i CKOLLEHUMU KpasMu;

4 mr/10 mr: 6ini a6o maike 6ini, y popmi Kancynu, 4BOONYKIi, 3 HACIYKOH 3 OAHOI0 60KY TabneTKu;

8 mr/5 mr: 6ini abo maike 6ini, Kpyrni, ABOONYKNi TabNeTKM 3i CKOLLEHUMU KpasiMu;

8 Mr/10 mr: 6ini abo marixe 6ini, Kpyrni, ABOOMYKi 3i CKOLLEHMMW KpasiMy TabMeTKM 3 PUCKOHO 3 OIHOTO 6OKY.

dapmakoTepaneBTUYHa rpyna. Kom6iHoBaHi npenapaty iHriGITOPIB aHriOTEeH3MHMNEPEeTBOPIOBa/IbHOIO (hepmeHTy. IHri6iTopy AMN® y komb6iHauil 3
aHTaroHictamu Kanbuito. Kog ATX C09B B04.

dapMakosoriyHi BnacTmeoCTI.
dapmakofnHamiKa.


mailto:

LLIBMAKICTb Ta CTYMiHb BCMOKTYBaHHS NEPUHAONPWIY Ta amI04MNIHY AK MOHOMPenapaTiB y CKazi npenapaty Amecca CyTTEBO He BIAPI3HAIOTLCS.

MepuHgonpun

MepuHAONPUA € IHTIBITOPOM aHrioTEH3UHMEPETBOPIOB/ILHOTO (epMeHTy (AMD), sknii nepetBoptoe AlMN®. lNepeTBOproBasbHUIA (hepMeHT, abo KiHasa, €
eK30MenTnAas3ol, Aka Aae 3MOry MepeTBOPHOBATU aHriOTeH3VWH | Ha aHrioTeH3uH |l, a TakoX CNpUYMHAE po3naf Ba304M/IaTaTOPHOrO areHTa 6pafuKiHIHY 3
YTBOPEHHSAM HEaKTMBHOrO rentanentugy. asbMyBaHHA akTMBHOCTI AlN® npu3BOAMTb 4O 3MEHLUEHHA KOHLUeHTpauil aHrioTeHsuHy Il y nnasmi Kposi, WO
CYMNPOBOMXKYETLCA 30iMbLUEHHAM aKTUBHOCTI PeHIHY Yy nnasmi (LWisXoM iHribyBaHHA HEraTMBHOI OLIHKW BUWBISIbHEHHSA PEHIHY) | 3MEeHLUEeHHAM Cekpeuit
anbaoctepoHy. Ockinbkn AIMN® 6noKye GpaAuKiHiH, rafbMyBaHHS aKTMBHOCTI LbOro )epMeHTY NPY3BOAWUTL A0 36i/bLUEHHSA aKTMBHOCTI LMPKY/OKYOT Ta
NOKanbHOI KanikpeiH-KiHIHOBOT CUCTEMM i, TUM CaMUM, — [0 aKTMBaLil CUCTEMU NpocTarnaHAnHIB. Takuidi MexaHi3m crnipuse Ail iHrioitTopis AMN® 1040 3HUKEHHS
apTepiasibHOro TUCKY i YaCTKOBO BiZNOBIAaE 3a MOABY AeAKMX NOBIYHNX e(IeKTIB (HaNpUKaz KaLlo).

MepnHAONPWA B OpraHi3mi NepeTBOPHOETLCA Ha aKTMBHUIN MeTaboniT — nepuHgonpunat. IHWi MeTaboniTi He AEMOHCTPYHOTb ra/lbMyBaHHA akTUBHOCTI AP in
vitro.

Amnoauniu

AMNOANMIH — aHTaroHICT I0HIB KasbLito, AKUA 6/10KYE HaAXOMKEHHS I0HIB Ka/lbLiito Kpi3b MEMOpaHM A0 KNITUH rNafknx M’a3iB Miokapda Ta CyauH. MexaHiam
riNOTEH3MBHOI Aii amnoauniHy 3yMOBMeHWIn 6e3rnocepefHiM BMAMBOM Ha rnafgki M’sa3M CyauH. TOYHWIA MexaHi3M Aii amnoguniHy npu CTeHoKapgii He
BCTaHOB/IEHWIA, aNe BifJOMO, L0 aMNOANMIH 3MEHLLYE iLLEMitO MiOKap/a ABOMA LUNSXaMU.

AMNOAMMIH PO3LLMPIOE NepUteprYUHi apTepionn i TakuM YMHOM 3HUXKYE 3arasibHUA nepudepuyHnii onip (MOCTHaBaHTaXKEHHS), MPOTU AKOro npautoe ceple.
SHWKEeHHS HaBaHTaXXEHHS Ha cepLe NPU3BOAUTL A0 3HMKEHHS CMOXMBAHHA eHepril Ta NoTpebu MioKapaa B KUCHI.

MexaHi3m AiT amnoguniHy TakoX, MOXIMBO, 3a/lyyae PO3LUMPEHHS OCHOBHUX KOPOHapHWX apTepii Ta KOPOHApHWX apTepiosl. Take pOo3LIMPEHHS 30i/bLuye
nocTa4yaHHa KUCHIO [0 MioKap[a Y nauieHTiB 3i cTeHokapaieto MpuHumeTana. Y nauieHTiB 3 apTepiasibHOK rinepTeHsieto fo3yBaHHS 1 pa3 Ha Ao0y 3abesnevye
KMIHIYHO 3HaYyLLe 3HVKEeHHS apTepiasibHOrO TUCKY (AK Y MONOXEHHI CTOAYN, TaK | IeXayu) NPOTAroM yCboro 24-rognHHOro iHTepBasy.

Y nauieHTIiB 3i CTeHOKapgieto npuiiom amnoauniny 1 pa3 Ha fo0y NoJOBXYE 3ara/ibHUA aKTUBHUIA Yac, Yac [0 Mo4vaTKy CTeHOKapAii Ta yac o genpecii 1 mMm
cermMeHTa ST. AMIOAMNIH 3HUKYE YaCTOTY CTEHOKAPAii Ta 3MeHLLYE HeoOXigHICTb NpuiioMy TabneToK HITPOTiLepuHy.

PapmakoKiHeTuKa.

MepuHgonpun

Micna nepopasibHOro NPUIOMy NEPUHAOMPU LLIBUAKO BCMOKTYETLCA, MaKCUMasibHa KOHLEHTPaUif y nnas3mi KpoBi (Cpay) AOCATaETLCA NPOTArom 1 roamun. Mepiog
HaniBBMBeAEHHA (t1/2) NEPUHAONPUAY 3 NNa3MK KPOBI CTaHOBUTL 1 rofguHy.

MepuHaonpun aBnse coboto Nponikn. 27 % Bif NPUAHATOT [03M NEPUHLONPWY MOTPanNse y KPOBOTIK Y BUINAAI aKTUBHOro Metabonity nepuHgonpunatry. Kpim
aKTUBHOIO NepUHAONPUNATY NEPUHAONPU YTBOPIOE LLe 5 HEaKTUBHUX MeTaboniTiB. Cypgx NEPUHAONPUNATY Y NiasMi KPOBI AOCATAETbCA vepe3 3-4 roAnHW.

OCKi/fIbKN BXMBAHHA DKi 3MEHLUYE MNepeTBOPEHHS MNepUHAONPUIY Ha NepUHAONPWUIAT, a OTKE, 3MEHLUYETbCA | WOoro 6i0f0CTYMNHICTb, TO MNepUHLONPUIY
TepT-0yTMNaMiH peKoOMeHAYETbCA MPUAMaTK NepopasibHO B 0AHOPA30Bii A060BIN A03i BpaHLi Nepes NpuinoMoM ixi.

ICHYE NiHIAHWIA B3aEMO3B’A30K MiXK 03010 NEPUHAONPUIY Ta Or0 KOHLEHTPALiEr Y Nna3mi KpoBi.

O6’em po3nofiny He3B’A3aHOro NepuHAONPUNATY CTaHOBUTL NPMBU3HO 0,2 N/Kr. 3B°A3yBaHHA NepuHAoNpunary 3 6isikamu nnasmm ctaHoBuTb 20 %, B OCHOBHOMY,
3 AMN®, ane € fo3o3aexHUM. MepuHAoONpUIaT BUBOAUTLCSA i3 CeYeto, Nepiof 0CTaTOMHOr0 HaniBBUBELEHHS HE3B A3aHOM0 NePUHAONPUIATY CTAHOBUTL NPUG/IN3HO
17 roguH. CTaH piBHOBAru JoCAracTbCa Yepes 4 1oou.

BuBefeHHA nepuHAONPUNATy 3MEHLIYETLCA Y MaLieHTIB NiTHLOMO BiKY Ta Y MauieHTIB i3 CepLeBot0 abo HMPKOBOK HeOCTaTHICTHO. TOMY HeOOXiAHO perynsapHo
NPOBOAMTN MOHITOPUHT PIBHS Kaslito Ta KpeaTuHIHY.

[LianizHuid KnipeHc nepuHAONpUNaTy CTaHoBUTL 70 M/XB.



KiHeTuka nepuHAonpuny 3MIHIOETBCA Y XBOPUX HA LMPO3 MEYiHKN: MNEeYiHKOBWUIA K/IPeHC OCHOBHOT MOJSIEKY/IM 3MeHLIYETbCA BABIYi. OfHaK KiNbKiCTb
nepuvHAoNpunaTy, LWo YTBOPHOETLCS, HE 3MEHLLYETLCA. OTXKe, TaKMM XBOPUM He MOTPIOHO KOpUryBaTu 403Y.

Amnoauniu

Micna nepopanbHOrO MPUtoMy B TepaneBTUYHUX [103aX am/IoAuMiH [o6pe BCMOKTYETLCA i focArae Cmgy uepes 6-12 roguH micna npuiiomy. AGCOMOTHa
6iof0CTYNHICTb cTaHOBUTL Big 64 fo 80 %. O6’em po3noginy CTaHOBUTL NPUGAM3HO 21 N/Kr. BXXMBaAHHA DKI He BM/IMBAE Ha 6GIOAOCTYNHICTb amMIoO4UMNIHY.
JocnifpkeHHs in vitro nokasanu, Wo npnénmnsHo 97,5 % LMpKynor4oroaMmnoanniHy 38°a3yeTbes 3 6ikamm niasMm KpoBi.

T1/2 CTaHOBUTL NpU6AM3HO 35-50 roAuH, WO [03BONSAE NPU3HadYaTh npenapat 1 pas Ha fo6y. AMIOAUMIH MeTaboNi3yeThCA Y NeYiHLi 3 YTBOPEHHAM HEaKTUBHNX

meTaboniTie. 60 % Bif NPUINHATOT 4031 BUBOANTLCS i3 ceyeto, a 10 % npenapaTy — Y HE3MIHEHOMY BUT1sAI.

3acTocyBaHHA NaLjieHTam NiTHLOro Biky. Yac, HeobXifHW aNnsa AOCATHEHHS Cinax @MIOAMMIHY, OAHAKOBUIA AK Y NauieHTIB NiTHLOrO BiKy, TaK i Y MOMNOALUNX
nauieHTiB. Y Ntogeit NiTHLOro BiKy CMOCTEpPIraeTbC TEHAEHLIA 40 3HWKEHHS KIPeHCYy aMnoAuniHy, Wo Npu3BoAnTb 40 36inbweHHs AUC (nniowi nig KpyBeoto
«KOHLIEHTpauis/ yac») Ta typ. PEKOMEHLOBaHUIA PEXUM [03YBaHHA NS MaLieHTIB MITHLOrO BiKY € aHaloriyHUM, OAHaK 30i/bLUeHHs 403K CNif NPOBOAUTM 3
06epexxHICTHO.

3acTocyBaHHA MawieHTaM i3 HUPKOBOK HEOCTATHICTHO (AMB. po3ain «Cnocib 3acTocyBaHHSA Ta [03U»).

3acToCcyBaHHA MauieHTam i3 NopyweHHAM (YHKLUIT nediHku. Tq/o amnoguniHy, K i BCiX aHTaroHICTiB KasibLito, 30iNbLUYETLCA Y MAUieHTIB i3 NOpyLIeHHAMM

(YHKLIT NeYiHKu.

KniHIYHI XapaKTepuUCcTUKMN.
Nokas3aHHA.
ApTepiasibHa rinepTeHsis Ta/abo ilemivyHa xBopoba cepus (AKLWO0 HeobXifHe NiKyBaHHSA NEPUHAOMPUIOM Ta aM/I0LUMIHOM).

IMpoTnnoKasaHHA.

— TligBvuleHa YyTAMBICTb A0 nepuHaonpuny (abo fo 6yab-AKMX IHWKX iHriGiTopiB AMN®), ao amnoauniHy (abo Ao iHWKX AurigponipuaunHie) abo 4o 6yab-aKoT

[ONOMDKHOT peyoBUHM Nnpenapaty;

— aHrioHeBPOTUYHMI HABPSK B aHaMHe3i Nicns 3aCToCyBaHHA Oyab-aKMX iHribiTopis AMNd;

— igionatnyHuii abo cnagKoBMWiA aHFIOHEBPOTUYHWIA HAOPSK;

— TSXKKa apTepiasibHa rinoTeHsis;

—  LLOK, BKNHOYAKUM KapAioreHHNI LOK;

— 06CTpYKLUist BUXiAHOr0O TPaKTY MiBOro LWAYHOYKa (HanpuKnag BUPaXXeHWin CTEHO3 aopTH);

— HecTabiflbHa CTEHOKapAis;

— CepueBa He[OCTaTHICTb MiCNA FOCTPOro iHapKTy Miokapaa (MPoTAroM nepLumnx 28 aHie);

— BariTHi abo XiHKM, Ki NNaHyOTb 3aBariTHITY (AMB. PO34iN «3aCcTOCyBaHHA Y Nepiof BariTHOCTI abo rogyBaHHs rpyaao»);

—  OfHOYaCHe 3aCTOCyBaHHS 3 MperapaTamu, WO MICTATb Aitovy PeYOBUHY anicKipeH, naulieHTam, XBOpPMM Ha LyKpoBWiA giabeT, abo nauieHTam 3 HUPKOBOKO

HEeAOCTaTHICTHO (LUBMAKICTb KNy60UKOBOI (hinbTpalil < 60 Mn/xe/1,73 M2) (amB. po3ainv «B3aemogis 3 iHLMMU NiKapCbKUMK 3aco6amMit Ta iHLLI BUAYN B3aEMOfili»

Ta «OC06/IMBOCTI 3aCTOCYBaHHAY);

— CYMYTHE 3aCTOCyBaHHA 3 KOMOIHaLlieto cakybiTpun/BancapTaH. Tepanito NepUHAONPUIOM MOXHA MOYMHATY He paHille HiX Yyepe3 36 roAmnH Nicis 0CTaHHLOro
npuinomy KombiHauii caky6iTpun/sancaptaH (auB. po3dinn «B3aemofis 3 iHWWMK NiKapCbKMMK 3acobamm Ta iHWI BMAW B3aeMOAin» i «OcobnmBoCTi
3aCTOCYBaHHA»);



—  eKCTpakopropasbHi METOAM NiKyBaHHSA, L0 MPU3BOAATL [0 KOHTaKTY KPOBI 3 HEraTMBHO 3apsamMkKeHVMU MOBepXHAMU (AMB. po3ain «Bsaemogisa 3 iHwWumu
NiKapCbKMMM 3ac06amMu Ta iHLWI BUAW B3aEMOLIN»);

— 3HAYHWIA ABOCTOPOHHI CTEHO3 HUPKOBOT apTepil abo CTeHO3 apTepil 40 eANHOT (DYHKLIOHYHOYOT HUPKK (aMB. po3ain «Oco6MBOCTI 3aCTOCYBaHHS).

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

YCi3acTepeXxeHHs, NoB’A3aHi 3 KOXXHMM i3 KOMMOHEHTIB Npenapary, CTOCYTbCA | npenaparty Amsecca.

Ana nepuHgonpuny

OfiHoYaCHe 3aCTOCYBaHHA MPOTUNOKa3aHe

AnickipeH. Y nauieHTiB, XBOPUX Ha LyKpoBWiA fiabeT, abo nauieHTiB 3 NOPYLUEHOK (PYHKLIEI HUPOK PU3MK BUHWUKHEHHS TinepKaniemii, NoripweHHs qyHKLUil
HMPOK Ta Kap/ioBacKyNApHOI 3aXBOPHOBAHOCTI i NeTa/lbHOCTI MifBULLYETLCS.

[aHi KniHiYHMX BMNpo6yBaHb MoKasaan, Lo MoAgiiHa 6/10Kaga CMCTEMIU PeHiH-aHrioTeH3nH-anbgocTepoH (PAAC) 3a paxyHOK KOM6GIHOBAHOI0 BUKOPUCTaHHSA
iHri6iTopis AlN®, 6/10KaToOpiB PeLenTopiB aHrioTeH3nHy Il abo anickipeHy noB’d3aHa 3 OifibLl BUCOKOK 4acTOTOH MOBGIYHMX ABWL, TakuMX SK TIiMOTEH3id,

rinepkanieMis Ta 3HMWKEHHA QYHKLUIT HUPOK (Y TOMY YMCNi rOCTPa HUPKOBA HEAOCTATHICTb) MOPIBHSAHO 13 3aCTOCYBaHHAM OfHOr0 areHTa, wWwo Aie Ha PAAC (avB.
po3ainu «poTrnokKasaHHs», «OCo6IMBOCTI 3aCTOCYBaHHA» Ta «PapMaKonoriyHi BNacTUBOCTI»).




EkcTpakopnopa/ibHi MeTOAM NiKyBaHHA. EKCTpakopriopasibHi METOAM NTiKYBaHHSA, AKI MPU3BOAATL A0 KOHTAKTY KPOBI 3 HEraTMBHO 3apALXKEHUMI NMOBEPXHAMMU, TaKi
AK Aianiz abo remodinbTpawia i3 BUKOPUCTAHHSAM MEBHUX MeM6paH i3 BUCOKOH TifpaBnivyHO MPOHUKHICTIO (Hanpukniad noniakpuioHiTpuioBux) Ta adepes
NinonpoTeigiB HN3bKOT LWifIbHOCTI i3 3aCTOCYBaHHAM AeKCTpaHy CynbgaTy, Yepes NiABULLEHNIA PU3NK PO3BUTKY aHa(iNaKTOIAHMX peakLiil TAXXKOro cTyneHs (4uB.
po34in «poTUNoKasaHHA»). Y pasi HeoOXiAHOCTI MPOBeAEHHS TaKOro NiKyBaHHSA Cif PO3rIAHYTU MOX/IMBICTb BUKOPUCTAHHA [iani3HOT MeEMOpPaHN IHLLIOrO TUny
ab0 3aCTOCYBaHHS IHLLOrO K/lacy aHTUrinepTeH3UBHIMX 3ac00iB.

Caky6iTpun/sancapTaH. OgHouacHe 3aCTOCYBaHHA NepuHAONPUY 3 cakybiTpuiom/BasicapTaHOM MPOTUNOKa3aHe, OCKIfIbKM OfHOYaCHe IHTi6yBaHHA HeNpuIi3uHy
Ta AlN® MOXe Npu3BecTy 0 MiABULLEHHS PU3MKY PO3BUTKY aHriOHEBPOTUYHOIO HabpsaKy. PO3NoYmMHaTK 3aCTOCYBaHHSA Caky6iTpuny/sancaptaHy g He paHille
HiDXK yepe3 36 roguH nicng NpMnoMy oCTaHHLOT 403K NepuHaonpuay. Tepanito NepUHAONPUIOM CAif PO3NOYMHATY He paHille HiX Yepe3 36 roguH nicns npuinomy
OCTaHHbOT A03K1 caKyb6iTpuny/BancaptaHy (AvB. po3ainn «MpoTunokasaHHa» Ta «OCcobMMBOCTI 3aCTOCYBAHHSA).

OfiHo4acHe 3acTOoCyBaHHs iHri6iTopis AMN® Ta 651oKaTopiB PeLenTopiB aHrioTEH3NHY

Ony6nikoBaHO AaHi Mpo Te, WO Y NauieHTiB 3i BCTaHOB/IEHWM aTepoCKIepO30M, CEpLEeBOK) HEeAOCTaTHICTIO abo LYKpOBMM [iabeToM 3 YpaKeHHSM
OpraHiB-MilLeHein ofHOYacHe 3aCcToCcyBaHHSA iHriGiTopis AMN® Ta 6/10KaTOPIB PeLenTopiB aHrioTEH3MHY CYNPOBOLKYBaIOCS MiABULLEHHSM YaCcTOTU BUHUKHEHHS
apTepianibHOI riNOTeH3ii, HeMPUTOMHOCTI, rinepkaniemMii Ta NOripweHHAM QYHKLUIT HAPOK (Y TOMY YMCAi roCTPOl HUPKOBOT HEAOCTATHOCTI) NOPIBHAHO 3 TaKUMMU
npy MoOHOTEpanii NpenapaTamu, L0 BNINBaKOThL Ha PEHIH-aHri0TeH3NH-anbhocTepoHoBY cucTemy (PAAC).MoagiliHa 6n1okaaa (To6To KoMbiHauis iHribiTopa AM®
3 aHTaroHicTamy peLenTopiB aHrioTeH3uHy 1) MoXe 6yTM 3aCTOCOBaHa B iHAMBIAYanbHNX BUNagKax Ta nif peTeslbHUM KOHTPOoieM (DYHKLIT HUPOK, PiBHA Kanito Ta
apTepiaibHOro TUCKY.

EcTpamycTuH

MigBULLYETLCS PU3MK BUHUKHEHHS MOBIYHMX peakLiil, TakMX K aHriOHeBPOTUUYHUIA HabpsK (aHrioegema).

Ko-Tpumokcason (TpuMeTonpum/cynbaMmeToKcason). Y nauieHTiB, SAKi 04HOYAaCHO 3aCTOCOBYHOTb KO-TPMMOKCA30/1, MOX/IMBE MiABULLEHHA PU3NKY PO3BUTKY
rinepkaniemii (guB. po3gin «Oco6MBOCTI 3aCTOCYBaHHS).

Kaniisbepiratoui fiype TuKK, 406aBKM 3 KanieM abo 3aMiHHMKW CONi, WO MICTSATb Kanii

Xoua Kaniin y cMpoBaTLii KpoBi 3a3BMYail 3a/IMLLIAETLCA Y MEXax HOPMU, Y fesdKMX NauieHTiB, AKi OTPUMYBaIN NEPUHAONPUA, MOXE CrocTepiratucs rinepkaniemMis
(NoTeHUiMHO neTanbHa), 0CO6/MBO Y MOEAHAHHI 3 MOPYLUEHHAM (YHKUIT HMPOK (aAMTuBHA rinepkaniemiyHa gis). Kaniinsbepiratoui giypeTuku (Hanpuknag,
CNipPOHONAKTOH, TpiamMTepeH abo aminopua), Ao6aBKM 3 KanieM abo 3aMiHHUKW COMi, WO MICTATb Kasiid, MOXYTb MPU3BECTU A0 3HAYHOMO MiABULLEHHS PIBHS
CYPOBATKOBOIO Kaslito. Cnify TakoX OyTn 06epeXKH/MU Npy 0LHOYACHOMY 3aCTOCYBaHHI NePUHAONPUAY 3 IHLWMMKU 3acobamu, AKi NigBULLYIOTbL Kasliil y cupoBaTLi
KPOBI, TAKUMM SIK TPUMETOMNPUM Ta KOTPUMOKCa3o/ (TpumeTonpum/cynbjameTokcason), 0CKiNbKK, K BiJOMO, TPUMETONPUM fi€ SK Kani3bepiraroumii Ce4oriHHUin
AiypeTuK, K aminopug. ToMmy NoefHaHHA NepUHLONPUIY 3 BiLLE3a3HaYeHUMM NpenapaTaMmn He peKOMeHAYeTbCA. FAKL0 MoKa3aHO 0fHOYaCHE 3aCTOCYBaHHS, 1X
Cij, 3acTOCOBYBaTV 06EPEXHO | MPU YaCTOMY CMOCTEPEXEHHI 3a KaslieM CMPOBaTKM KPOBI.

LinknocnopuH

inepkanieMisi MOXXe BUHUKHYTW NPU 0LHOYACHOMY 3aCTOCYBaHHI iHri6iTopis AMN® i3 LMKNOCNOPUHOM. PEKOMEHAYETLCA MOHITOPUHT Kasito B CUPOBATLLi KPOBI.
"enapuH

MinepkanieMis MOXKe BUHUKHYTU MPU 0AHOYACHOMY 3aCTOCYBaHHI iHri6iTopiB AM® 3 renapMHoOM. PEKOMEHY€ETbCS MOHITOPUHI Kaslito B CMPOBaTL,i KPOBI.
Kanilisbepiraroui giype Tuky (Hanpuknag TpiamTepeH, aMinopua), coni Kanito

MoXnMBe BUMHUKHEHHS rinepkaniemii (y T.4. NeTaibHOI), 0CO6/MBO Y NauieHTIB 3 HUPKOBOK HEAOCTATHICTHO (aAUTMBHWUIA rinepKanieMiYHMn edekT).
BuiuesasHayeHi npenapat He PeKOMEeHAOBaHI 19 0LHOYACHOr0 3aCTOCYBaHHA 3 nepuHAonpuioM (AuB. po3gin «Oco6MBOCTI 3aCTOCYBaHHA»). OfHaK, AKLLO0
OAHOYacHe MPU3HAYEHHS BULLE3a3HAYEHNX PEYOBUH € HEOOXIAHMM, X CNif 3aCTOCOBYBATU 3 0OEPEXHICTIO Ta MPOBOAMTM YaCTUIA MOHITOPUHT Kasito Y MnasMi
KpOBI.

niTin



Mpwy 3acTocyBaHHi iHribiTopis AlM® i3 npenaparamu NiTiF0 MOX/MBE 060POTHe MiABULLEHHS KOHLEHTpALIT NiTito y nnasmi i, Bi4NOBIAHO, — MiABULLEHHA PU3MKY
A0ro TOKCMYHOT Aii. He peKoMeHAyeTbCS 3aCTOCOBYBATW NePUHAONPUA i3 NpenapaTtaMu NiTito. Y pasi foBeAeHOT HeoOXiAHOCTI TaKoro 3acTocyBaHHSA 060B’A3KOBO
CNifi peTeNilbHO KOHTPONtOBATM piBeHb NITI0 Yy Nnasmi KPoBi (ayB. po3ain «Oco6/IMBOCTI 3aCTOCYBaHHS»).

OfiHoYaCHe 3aCTOCYBaHHS, L0 NoTpebye 0c06/MBOI yBaru

JlikapcbKi 3ac06y, L0 CNPUYNHSAIOTb Finepkaniemito

[Jeski npenapaTyt abo TepaneBTUYHI K/lacu MOXYTb MOCUIUTY BUHUKHEHHS TinepKaniemii: anickipeH, Kaniesi coni, Kanisbepiratoyi giypetuku, iHriditopu Ard,
aHTaroHiCTW peuenTopiB aHrioTeHsuHy |1, HM3M, renapvHu, iMyHo4enpecaHTH, Taki AK LMKI0CNOpyH abo Takponimyc, TPMMETONPUM Ta KOMOiHaList (PiKCOBaHOI
[03u i3 cynbhameTokcasonioM (Ko-Tpumokcason). MoeaHaHHS Umx npenapatiB 36i/bLUYE pU3KK rinepKaniemii.

MpoTuaiabeTnuHi 3ac06u (IHCYNiH, NepopasibHi LYKPO3HU>KYBa/IbHI 3aC061)

EnigemionoriyHi  focnimkeHHA MpUNycKaloTb, WO OAHOYacHe 3acTocyBaHHA iHri6iTopiB AP Ta LYKPO3HMXYBaSbHMX 3aco6iB (iHCYNiH, nepopabHi
LIYKPO3HWKYBa/IbHi 3aC00M) MOXXE MPU3BECTU L0 MOCUIEHHS LYYKPO3HMKYBa/IbHOTr0 e(DEKTY 3 PU3MKOM PO3BUTKY rinornikemii. HainbinbL BiporigHo uer geHomeH
MO>XE BUHWMKATKN Y NepLui TVXXHI KOMBIHOBAHOTI0 NiKyBaHHSA Ta Y NaLieHTIB 3 HUPKOBOK HEOCTATHICTHO.

BaknodoeH

MMOCKNOETLCA aHTUTINEPTEH3NBHMI e(heKT. Y pasi Heo6XiAHOCTI CNij KOHTPOMOBATM apTepiasibHUIA TUCK Ta aaanTyBaTy f03Y aHTUTiNePTEH3UBHMX 3aC00iB.

Mpw apTepianbHiii rinepTeHsil, Konyu NonepeaHbO NPU3HAYeHW AiypeTuK Mir CIPUYNHUTI HEAOCTaTHICTL BOAW/€NEKTPONITIB, OO0 HEOOXiAHO BiAMIHMTY nepea
MoYaTKOM NiKyBaHHS iHri6iTopom AM® (y TakMx BUNagKax Npuiiom AiypeTvika MoXe 6yTu MOHOBMNEHO 3 YacoM) abo HeobXigHO Npu3HaYnUTK iHriGiTop AN y
HW3bKIl [03i 3 MOCTYNOBUM i MiABULLEHHAM.

Mpy 3aCTINHIA CcepueBii HEAOCTATHOCTI Ha TAi nNpuilomy AiypeTuka npuinom iHriéitopa AM® cnig pos3noynmHatv 3 MiHIMasIbHOT 403U, MOXIMBO, MNicNs
3HUDKEHHSA [03U [iypeTuKa.

Y 6yab-aKOMY BUNaLKY HEOOXiLAHO KOHTPOMOBATM PYHKLIIK0 HUPOK (piBEHb KPeaTWHIHY) NPOTArOM NepLUnX TUXHIB NiKyBaHHSA iHri6iTopom Ald.
Kaniinzbepiratoui fiype TUKK (ennepeHoH, CnipoHONaKTOH)

Y pasi 0fHOHYaCHOr0 3aCTOCYBaHHSA erniepeHoHyY abo CnipoHOMaKTOHY B fo03aX Bif 12,5 mr 4o 50 Mr Ha f00Y 3 HU3bKMMKM f03aMu iHri6iTopa AMN® HeobXigHO MaTu
Ha yBas3i, LL0:

- Y BMNAKy HeAOTPMMaHHS peKoMeHAalii LWOoAo NpuU3HaYeHHs AaHOi KOMOIHaLiT ICHYE PU3MK BUHUKHEHHS rinepkaniemii (MOXMBO, NneTanbHOT) Mig 4ac
NiKyBaHHA NauieHTIB i3 cepueBoto HepoctaTHicTio I1-1V knacy 3a NYHA T1a (pakuieto Bukugy < 40 %, Aki nonepefHbo NikysBaimca iHriditopom AM® Ta
NeTNIbOBUM [iyPETUKOM;

- nepej Npu3HaveHHAM Takoi KOMOiHaUii cnif YNeBHUTUCS Y BIACYTHOCTI rinepkaniemii Ta HUPKOBOT HeAOCTaTHOCTI;

- PEeKOMEeHJ0BaHO NPOBOAMTM PETeNbHUIA MOHITOPUHT KanieMil Ta KpeaTUHIHEMIT LLLOTUXKHEBO MNif, Yac NepLuoro Micaus fikyBaHHS Ta Hafasi WOMICAYHO.
PauekagoTpun. Bigomo, Wwo nikyBaHHs iHribiTopamu AM® (Hanpuknag nepuHLoNpuIoM) MoXe CPUYUHATIA PO3BUTOK aHTiOHEBPOTUYHOIO HabpsKy. Liein pusmnk
MOXe 36i/bLLIyBaTMCA NPU OAHOYACHOMY 3aCTOCYBaHHI 3 paLeKafoTPUIOM (NiKapCbKUM 3aC060M, IKWIA BUKOPUCTOBYETLCA A4/151 /TiIKYBaHHA rOCTPOT diapel).
IHri6iTopn MTOR (Hanpuknag cuponiMmyc, eseponimyc, Temcmponimyc). MayieHTu, SKi 0AHOYACHO 3aCTOCOBYHOTh iHri6iTOpM MTOR, MOXYTb HafexXatu 4o rpynu
NigBULLEHOI0 PU3NKY PO3BUTKY aHTiOHEBPOTUYHOIO HabpsKY (AMB. po3ain «OcobnMBOCTI 3aCTOCYBaHHS»).

HIM33, Bkoyatoum aueTuncaniyuiosy KUCIoTy = 3 r/noby

MoxknmBe nocnabneHHs aHTUriNepTeH3UMBHOIO eheKTy Mij Yac OfHOYACHOr0 3acToCyBaHHS iHri6iTopis AMN® 3 HIM33, TakuMu AK aueTuacaniymioBa Kucnora y
npoTusanasbHUX gosax, iHribitopu LIOI 2, HecenekTneHi HM33. OgHoYacHe 3acTocyBaHHs iHri6iTopis AMNd® Ta HIM33 mMoxe Npun3BecTn A0 36iNbLUEHHS PUSNKY
MOripLweHHs PYHKUIT HUPOK, Y TOMY YMCAi IMOBIPHOCTI PO3BUTKY rOCTPOT HWPKOBOI HEAOCTATHOCTI, MIABULLEHHS PIBHA Kanito y nnasmi Kposi, 0COOMMBO Yy
navuieHTIB i3 NOPYLUEHHSAMUN (DYHKLIT HAPOK B aHaMHe3i. Taky KOMGiHaLlito cnif npusHavaTi 3 06epeXxHiCTIo, 30Kpema nauieHTaM NiTHLOro BiKy. MMauieHTam cnifg
BiJHOBMUTWN BOAHMIA 6anaHC, a TaKoX HeOOXigHO MPUAINUTI yBary MOHITOPUHTY (DYHKLIT HUPOK ofpa3y Micnis Npu3HayeHHs KOMOIHOBaHOT Tepanii Ta nepioguyHo




Hagani.

OfiHoYaCHe 3aCTOCYBaHHS, LU0 NOTpebye yBaru

AHTUriNepTeH3MBHI 3ac0bM Ta BasoamnaTaTopu

OfHoYaCHe 3aCTOCYyBaHHS aHTUTINEPTEH3MBHINX 3aC06IB MOXE MiABULLMTI FiNOTEH3UBHUIA eqeKT nepuHgonpuny. OgHoYacHe 3aCTOCYBaHHS 3 HITPOrTiLEPUHOM Ta
IHLWMMW HiTpaTaMu abo 3 iHWKMKW Ba3o4unaTaTtopamu MOXe CrpuUsaTh AOAATKOBOMY 3HMXKEHHIO apTepia/ibHOro TUCKY.

[ AinTWHY (niHarninTwH, cakcarninTuH, CUTarfinTWH, BilbAarninTuH)

Y nauieHTiB, KM MPU3Ha4YeHO KOMOIHaLito rNinTUHY Ta iHribitopa AM®, Moxnmnee NigBULLEHHS PU3NKY BUHUKHEHHS aHrioefieMn BHACNi4OK TOro, WO rAinTuH
3HWKYE aKTUBHICTb gnnentunnentugasu-1Vv (4Mr-1Vv).

OfiHoYaCHe 3aCTOCYBaHHA LefKUX aHeCTEeTWKIB, TPULMKNIYHUX aHTUAENpPecaHTiB abo aH TUNCUXOTPOMHMX 3acobiB 3 iHribiTopamu AP MoXe Npu3BecTy A0
MOLANbLLUOr0 3HVXEHHS apTepiaibHOro TUCKY (AMB. po3ain «OcobMBOCTI 3aCTOCYBAHHS»).

[AiypeTuku

Y nauieHTiB, AKi NPUAMalOTb AiypeTuKKU, Ta 0CO6IMBO Y TUX, Y KOrO MOPYLUEHWA BOLHO-eNEKTPONITHWI 0OMIH, MOX/IMBE HaAMIpHE 3HWKEHHS apTepiaibHOro
TUCKY Nicns no4vaTKy NikyBaHHA iHri6iTopom AMN®. IMOBIpHICTb PO3BUTKY FiMOTEH3NBHOIO e(DEKTY 3HMKYETLCS 3aBAAKMN BiAMIHI AiypeTuKa, NiABULLEHHIO 06°EMy
LIMPKY/OKOYOT KPOBI ab0 CMOXMBaHHIO COMI Mepef NMoyaTtkoM Tepanii MepuvHAONPUAOM. JliKyBaHHA CANif PO3MOYMHATA 3 HU3bKMX [03 Ta MOCTYMOBO iX
36inbLIyBaTn.

CumnaToMIMETUKN MOXYTb NOCNabNATU aHTUTINEPTEH3NBHY [it0 iHri6iTopiB AN,

3onoTo. HiTpatonogibHa peakuis (CMMNTOMW: NOYEPBOHIHHA 06/MYYs, HYL0TA, 6/1K0BaHHA Ta apTepiasibHa rnoTeH3id) BUHWMKAE PILKO Y NaUiEHTIB, AKI 04HOYACHO
NPUNMatoTb IHriGiTopyn AM®, BKIOYAKOUM NEPUHAONPWA, Ta IH’EKLIAHI NpenapaTy 30/10Ta (HaTpito aypoTiomanar).

[ns amnogmniHy

Bnave iHWKWX NiKapCbKMX 3ac06iB HA aMa0AMMNIH

IHri6iTopn CYP3A4

OfHoYacHe 3acTocyBaHHA amnoauniHy Ta iHri6iTopis CY P3A4 noTy>kHoi abo nomMipHOI AT (iHri6iTopu npoTeas, a3onbHi NPOTUrPUOKOBI 3aC06M, Makponian, Taki
K epUTPOMILUMH YW KNapuTPOMIUMH, Bepanamin abo AunTiazem) MOXKe MpPU3BECTM A0 3HAYYLLOro MifBMLLEHHS eKCno3uuii aMnoguniHy, WO TakoX MOXe
MPU3BECTU [0 MiJABMWLLEHHS PU3VNKY BUHWKHEHHS apTepianbHOT rinoTeHsil. KniHibyHe 3Ha4YeHHS TakmxX 3MiH MOXe OyTW BiNblU BUPaXKEHUM Y MauieHTiB NiTHLOrO
BiKy. M0Xe 6yTn HeOOXiHNM K/TiHIYHE CNOCTepeXKeHHs 3a CTaHOM nallieHTa Ta nig6ip 4o3u.

He pekomeHAyeTbCA 0AHOYACHO 3aCTOCOBYBATM aM/IOAMMIH Ta rperndpyTn abo rpernpyToBUiA CiK, OCKINIbKM Y AeAKUX NauieHTiB 6i040CTYNHICTb aMNoanMiHy
MO>XXe MifBU1LLYBaTUCA, L0 Nepeaycim, NPU3BOANTL [0 MOCUNEHHS FNOTEH3UBHOI Aii.

IHpykTOpK CYP3A4

Mpn opHoyacHoMy 3actocyBaHHI Bigomux iHAyKTopiB CYP3A4 nnasmoBa KOHLUEHTpauis amnoamniHy Moxe 3miHtoBatuca. OTxe, CNif KOHTPO/OBATH
apTepialbHUA TUCK | BPaxoBYyBaTW peryntoBaHHS A03M K Nif Yac, Tak i nicns cynyTHbOro Npuinomy Mikie, 0co61MBO i3 cunbHUMK iHAYKTOpamu CY P3A4
(Hanpwvknag, pugamniumH, Tpasa 38ipo06oto).

[aHTponeH (iHDys3iT)

Y TBapuvH CMNOCTepirainca LUAYHOUKOBI i6punauii 3 netaslbHAM HacnifKOM Ta CepLeBO-CYAMHHWUIA KOMamnc, Lo acolitoBanncs 3 rinepkaniemieto, nicns
3aCTOCyBaHHS Bepanamifly Ta AaHTpONeHy BHYTPILWHbOBEHHO. Yepe3 pu3MK PO3BUTKY rinepkaniemil peKoMeHA0BaHO YHWMKATW 3acTOCyBaHHSA 6/10KaTopiB
KaNbLIIEBMX KaHaniB, TaKMX AK aMI0AUMIH, CXUIbHUM A0 3/109KICHOT rinepTepMii nauieHTam T1a npu NikyBaHHI 31058KICHOT rinepTepMii.

Bnsive amnoguniHy Ha iHLI NiKapcbKi 3ac06u

MiNOTeH3UBHWIA edheKT aMNoAMMiHY NOTEHLIFOE FiNOTEH3VBHUIA eEKT IHLIUX aHTUrINepPTEH3MBHUX 3aC06iB.

Takponimyc




ICHYe pu3VK NigBULLEHHS PiBHSA TaKpo/niMycy B KPOBi MpW O4HOYACHOMY 3aCTOCYBaHHI 3 amM/I0AMMiHOM, OfHaK (PapMakKOKiHETUYHUIA MexaHi3M Takoi B3aeMOgil
MOBHICTIO HE BCTaHOB/EHO. LLL06 YHMKHYTM TOKCUYHOCTI Takponimycy, npu cynyTHbOMY 3aCTOCyBaHHI aMnoauniHy noTpibeH perynsipHUin MOHITOPUHE PiBHSA
TakpoiMycy B KpOBI Ta, Yy pasi He0b6XigHOCTI, — KOPeKLis 403YBaHHS.

LinknocnopuH

JocnipkeHb B3aEMOAIT UMKIOCNOPUHY Ta amIoAuMniHy Npu 3acTOCyBaHHI 340pOBMM [00POBOMbUAM ab0 B iHWMX rpynax He MNPOBOAM/M, 3a BUHATKOM
3aCTOCYBaHHA NnaujieHTam i3 TPaHCMN/IaHTOBAHOK HUPKOHO, Y AKX CMOCTePIranocs MiHA1Be MigBULLEHHSA 3a/IMLLKOBOI KOHLEHTpaUIT LMKnocnopuHy (B cepesHbLOMY
Ha 0-40%). [na nauieHTiB i3 TPaHCMIAHTOBAHOK HUPKOK, SIKi 3aCTOCOBYHOTb amioawmniH, Cif PO3rnsHYTM MOX/MBICTb MOHITOPUHIY KOHLEHTpaLil
LMKNOCMNOPWHY Ta, Y pasi HeoOXiJHOCTi, 3MEHLIUTI 403Y LUMKIOCMNOPUHY.

CumBacTaTwVH

OfiHoYacHe 3aCTOCYBaHHSA 6aratopa3oBux f03 amnoaunidy 10 mr Ta cumBacTaTMHy B A03i 80 Mr Npu3BoAMIo A0 36i/bLUEeHHS eKCno3uu il cumBacTaTUHy Ha 77 %
MOPIBHAHO 13 3aCTOCYBAHHAM /MLLIe CMMBACTATUHY. 14 nauieHTIB, AKi 3aCTOCOBYHOTb aMIOAMNIH, 403y CUMBACTATUHY CNif 06MexuTn 1o 20 Mr Ha Jo6y.

KniHiuHi focnigpkeHHs B3aEMOZii npenapaTy nokasanu, Lo am/IoauMiH He BN/IMBaE Ha PapMakoKiHETUKY aTOpBacTaTUHY, AUTOKCUHY abo BapdapuHy.

IHriGITOPKN MeXaHiCTUYHOT MileHi panamiyyHy (MTOR)

IHri6iTopn MTOR, Taki fiK cuponiMyc, TeMcuponiimyc Ta eBeponimyc, € cyoctpatamu CYP3A. AmnoguniH - cnabkuid iHrieitop CYP3A. Mpu ogHoYacHOMY
3acTocyBaHHi 3 iHri6iTopamm mTOR amnoauniH MoXe 36i/bLUyBaTV eKCno3unuito iHridiTopis mTOR.

Oco6MBOCTI 3aCTOCYBAHHSA.

Yci3acTepeXxeHHs, NMoB’A3aHi 3 KOXHWM i3 KOMMOHEHTIB npenapary, CTOCYTbCA npenapary Amecca.

[na nepuHgonpuny

Oco061Bi 3aCTEPEIKEHHS

MigguiLeHa Yy TNMBICTb/aHriOHEBPOTUYHUIA HABPAK

MoBifomnanocs Npo PiAKICHI BUNaAKN BUHMKHEHHS aHTIOHEBPOTUYHOMO HAbpPSAKY 06/1M4yys, KiHLIBOK, ry6, CM30BMX 000/I0HOK, A3MKa, r0/10COBOT LWifIMHK Ta/abo
ropTaHi y nauieHTIB Mij yac 3aCTOCyBaHHA iHri6iTopiB AM®, y Tomy uncni nepuHgonpuny (4nB. po3gin «obivHi peakuii»). Lie Moxe cTatuca 6yab-Konunig, vac
NiKyBaHHA. Y TakKux Bunafkax Heo6XigHO TEPMIHOBO BiAMIHUTW Mpenapar i BCTAHOBWUTWU BIAMOBIAHWIA Harnsg 3a CTaHOM NauieHTa A0 MOBHOI0 3HUKHEHHS
cMMNTOMIB. B OKpemux Bunagkax, KoM Habpsik PO3MOBCIOMKYETLCA NMLIE Ha 06/M4ys Ta rybu, cTaH nalieHTa 3a3Buyail NokpawyeTbcsd 6e3 NiKyBaHHS.
Mpy3HaYEHHSA aHTUTICTaMIHHMX MPenapaTtiB MOXe 6YTU KOPUCHUM 15 3MEHLLEHHS CUMMTOMIB.

AHTIOHEBPOTUYHUIA HAOPAK, NOB’A3aHUI i3 HAOPAKOM ropTaHi, MoXe NpPU3BecTW [0 NeTabHOro HacMiAKy. Y BuUNaaKax, Konv Habpsk po3noBCHOIKYETLCA Ha A3NK,
ron10COBY LWifIMHY ab0 ropTaHb, L0 CNPUYMHAE OBCTPYKLIIO AMXaSIbHUX LWUNAXIB, He0OXifHe TepMiHOBE MPOBEAEHHSA HeBiLKMaAHOT Tepanii, Sika MOXe BKIHYaTy
BBeLeHHs afpeHaiHy Ta/abo 3abe3neyeHHs NPOXigHOCTI AMXasbHUX WAsXiB. MauieHTaM cnif, 3HaX04UTUCA Mif PeTeNbHUM MeLNYHUM HarnisgoMm A0 NMOBHOro
3HVWKHEHHS CUMNTOMIB, L0 BUHUK/IK, Ta CTabinisauii cTaHy.

MauieHTn, SKi B aHaMHE3i Man aHTriOHEBPOTUYHMIA HAOPAK, WO He ByB NOB’A3aHWiA i3 NpUIAOMOM iHriGiTopa AlM®, 3HaxoaaTbCA y rpyni NigBULLEHOTO PUNKY
LL|0/10 BUHUKHEHHS aHTFiOHEBPOTMYHOIO HabpAKY Nif Yac npuiiomy iHriditopa AMN® (aue. po3ain «MpoTUNOKa3aHHS»).

MosigomMnsnocs Npo piAKicHI BUNagKM BUHUKHEHHS IHTECTMHA/IbHOMO aHriOHEBPOTUYHOMO HAbPsKY Y NauieHTIB Nif vac NnikyBaHHA iHribiTopamy AIN®. Y Takux
nauieHTiB crnocTepiraBcs abAomiHanbHWA 6inb (3 HygoTOH abo ONKOBaHHAM UM 6e3 HUX); Y [esKMX BUMaaKax He CnocTepiranocsd nonepeaHbLoro
aHriOHEeBPOTMYHOIO HabpsAKy 06mMyus Ta piBeHb C-1 ecTepasn OyB Yy HOpPMI. [liarHo3 iHTECTUHA/IbHOrO aHriOHEBPOTUYHOIO HabpsiKky OyB BCTAHOB/IEHWIA Mif, Yac
KOMM’OTEPHOI TOMOrpadii YepeBHOT MOPOXHMHN ab0o yNbTPa3ByKOBOrO AOC/IMKEeHHS, abo Mif yac XipypriyHoro BTpyyYaHHs. icnd BigMiHW iHribiTopa AlN®
CUMNTOMW aHFiOHEBPOTUYHOIO HABPSAKY 3HWKanW. |HTECTUHA/IbHUIA aHFiOHEBPOTUYHMI HAaOPSK HEOOXigHO BMKMHOYMTK Mif Yac NpPOBeAeHHS AN(EpPeHLinHOro
AiarHo3y y nauieHTiB 3 abaoMiHaNbHUM 601eM, AKi NpUiMaroTb iHri6iTopn AMN® (ame. po3ain «MobivHi peakuii»).




OfHoyYacHe 3acTocyBaHHS iHri6iTopiB AINd i3 KombiHaljielo cakybiTpun/BancapTaH NPOTUNOKa3aHO 4Yepe3 MiABULLEHWIA PU3UK aHFiOHEBPOTUYHOIO HabpPSKY.
JlikyBaHHS KOMOiHaUi€ero caky6iTpun/BancapTaH He CNif po3nouYMHaTK paHille, HiXK 4yepe3 36 roAuvH Nicnd OCTaHHLOT A03M NepuHaonpuny. JlikyBaHHS
MepPVHAOMPUIOM He CNif, pO3roYnHaTK paHille, HK yepe3 36 roAvH nicnis 0CTaHHLOI f03K KOMOIHaUiT cakybiTpun/BancapTaH (AvB. po3ginv «1poTunokasaHHs i
«B3aeMojis 3 iHLWMMY NiKapCbK1MK 3acobamu Ta iHLWi BUAKW B3aEMOLiN», «OCO6NMBOCTI 3aCTOCYBaHHSN).

OfiHoYacHe 3acTocyBaHHA IHri6iTopis AMN® 3 pauekagoTpunom, iHriitopamm mTOR (Hanpuknag, CUPOIMYCOM, €BepONiMycoM, Temciponimycom) Ta
BifAArNiNTMHOM MOXeE NPU3BECTM [0 NiABWLLEHOIO PU3MKY BUHWKHEHHS aHriOHEBPOTUYHOIO HabpsKy (Hanpuknag, Habpsak AuXasbHUX LWsSXiB ab0 MOB/IEHHS, 3
MOPYLUEHHAM AMxaHHs abo 6e3 HbOro) (amB. po3ain «B3aemogis 3 iHWMMM NiKapCbKMKM 3ac06amu Ta iHLLI BUAM B3aEMOiN»). 3 06ePeXXHICTIO CNif 3acTOCOBYBaTH
NPy 3acToCyBaHHI pauekagoTpuny, iHriitopis mTOR (Hanpuknag, cuponimyc, eBeponiimyc, TEMCUPONIMyC) Ta BiNAarninTvH y nauieHTa, SK1iA BXe npuiiMmas
iHriéiTop Aro®.

AHainakToigHi peakuii nig vyac nnasmadepesy ninonpoTeigiB HXU3bKOT WinbHOCTI (JTHLLL)

PifKo y nauieHTiB, fKi nNpuimaroTb iHri6iTopn AM®, nig yac nposefeHHA nnasmadepesy JIHLLL 3 BUKOPUCTaHHAM AeKCTpaHCy/b(aTy MOXYTb BUHUKHYTU
HeGe3neyHi 4na XWUTTA aHaginakToigHi peakuii. PO3BUTKY aHainakToigHUX peakuiii MOXHAa YHUKHYTW, AKLWO Nepes MPOBEAEHHAM KOXHOro nnasMadgepesy
TUMYaCcOBO MPUMNUHATU NiKyBaHHSA IHri6iTopamm AlM®.

AHainakTOoifHI peakuii nig vac geceHcubinisyroyoi Tepanii

Y nauieHTiB, AKi npuiiMatoTb iHri6iTopu AM®, nig yac AeceHCMBINi3ytodoro NikyBaHHA npenapatamu, WO MICTATb G6KOMMHY OTPYTY, MOXYTb BUHMKATU
aHainakToigHi peakuii. Liux peakuiii MOXHa YHUKHYTK MPY TUMYaCOBOMY MPUMNMHEHHI 3aCTOCYBaHHS iHri6iTopa AMN®, ane peakLii MOXYTb BUHUKHY TN 3HOBY
npy Heo6epeXXHOMY NPOBeLeHHI NPOBOKaL,inHMX Mpob.

HeliTponeHis/arpaHynoy/To3/TpomoouyToneHis/aHeMis

Cepep nauieHTiB, AKi NpUinMaroTb iHriGiTopn AM®, 6yno 3apeecTpoBaHO BUMAAKW HEMTPOMeEHii/arpaHynoumMTo3y, TPOMOOLUMTOMNEHIT Ta aHeMil. Y nauieHTiB 3
HOPM&/IbHOKO (PYHKLIED HUPOK Ta MpPW BiCYTHOCTI HLWIMX (DAKTOPIB PU3MKY HEWTPONeHis BUHUKAE pigko. MepuHZOMNpWA chif npusHavatv gy>ke 06epexHo
nawieHTam i3 KonareHo3amu, nif yac Tepanii iMyHocynpecopamu, anonypuHonom abo npokaiHamigom abo nNpu NoeAHaHHI LMX 06TSKYOUMX (haKTopiB, 0CO6/IMBO
Ha TNi iICHYKOHOro nopyLleHHs PYHKLUIT HMPOK. IHOAI Y BMLLE3a3HaUYeHNX NaLieHTIB MOXYTb PO3BMBATUCA CEPMO3HI H(EKLIT, SKi Y NOOAUHOKUX BUMagKax He
BIAMOBIAAIOTb HAa IHTEHCUBHY aHTUBIOTMKOTepanito. AKLL0 NepuUHAONPUA NPU3HaYaTV TakMM MaLieHTaM, PeKOMeH40BaHO NepioAMYHO KOHTPO/OBATK KiNbKICTb
NeKoLMTIB KPOBI, a MaLieHTV NOBMHHI 3HATK, WO HeO6XiAHO cnosiwaTy Npo 6yab-aKunii NPosB iIHMEKLIMHOMO 3aXBoptoBaHHSA (Biflb y rop/i, MPONacHULIo).
PeHoBackynspHa rinepTeHsisa

Y naujieHTIB i3 4BOCTOPOHHIM CTEHO30M HMPKOBOT apTepii abo CTeHO30M apTepii A0 €4MHOI (PYHKLIOHYHYOT HUPKK NpKU NiKyBaHHI iHriGiTopammn AlM® icHye
NiABWLLEHNIA PU3MK TINOTEH3IT Ta HUPKOBOI HEAOCTATHOCTI, (AUB. PO3Ain «POTUNOKa3aHHN»). JTiKyBaHHA AiypeTMKaMu MOXKe OYTU CRPUATIMBUM (HaKTOPOM.
BTpara gyHKLIT HAPOK MOXe BifbyBaTucs nLLIE NPU He3HaYHMX 3MiHAX KpeaTWHIHY B CMPOBATLi KPOBI HaBiTb Y MaLieHTIB 3 O4HOCTOPOHHIM CTEHO30M HUPKOBOT
aprepir.

MofgiliHa 6n10Kafa CUCTEMM pPeHiH-aHrioTeH3nH-anbAocTepoH (PAAC)

€ [aHi, Wo ofjHoYacHe 3acToCyBaHHS IHriGiTopiB AlNd, 6/10KaTopiB peLenTopiB aHrioTeH3nHy |l abo anickipeHy 36iMblye pU3MK TiNOTeHsii, rinepkaniemir Ta
3HMXKYE (DYHKLIHO HUPOK (BKNKOYAKOUM rOCTPY HUPKOBY He0CTaTHICTb). ToMy noAgiiHa 651okaga PAAC WNsSXoM KOMBGIHOBaHOM0 BUKOPUCTaHHS iHri6iTopis AMN®,
6nokatopiB peLenTopiB aHrioTeH3nHy |l abo anicKipeHy He pPeKOMeHAYeTbCA (AMB. po3ainv «B3aemogis 3 IHWMMM NiKapCbKUMK 3acobamy Ta iHWI BUAW
B3aEMOAiin» Ta «PapMakognuHaMiKa).

AKLLO Tepanisa NoABIHOK 6/10Ka[0H0 BBAXKAETLCSA aOCONMHOTHO HEOOXiAHOLO, Lie Mae BifA6yBaTUCS NnLLE Mij HArnsa4oM (axiBus Ta 3a YMOBW 4acTOro peTenbHOro
KOHTPO/O (DYHKLIT HUPOK, PiBHA €NeKTPONITIB Ta apTepia/lbHOro TUCKY.

IHri6iTopy AlMN® Ta 6/10KaTOPK PeLlenTopiB aHrioTeH3MHY || He cnif 3acTOCOBYBaTW OAHOYACHO MaLieHTaM i3 AiabeTUYHOO HedponaTieto.

MepBUHHUI anb0CTEPOHI3M



MayieHTV 3 MepBUHHMM TrinepasibfoCTEPOHI3MOM, AK MPaBWIO, He pearylTb Ha aHTUriNepTeH3VBHI npenapaTy, WO Ait0Tb 4Yepe3 iHribyBaHHA CUCTEMU
PEHiH-aHri0TeH3NHY. TOMY BUKOPUCTOBYBATU LieW NiKapCbKMii 3acib He PeKOMEHAYEThCS.

BariTHiCTb

IHri6iTopn AI® He cnif npusHavaT 418 3aCTOCYBaHHA BariTHUM. MauieHTOK, AKi NaHytTb BariTHICTb, CNif NepeBecTU Ha albTepHaTMBHE aHTUTiNePTEH3NBHE
NiKyBaHHSA, SKe Mae 3aTBepMKeHW Npoginb 6e3neKkn 3acToCyBaHHS Y Mepiof BariTHOCTI. AKLLO BariTHICTb BCTAHOB/EHA, MiKyBaHHS iHri6iTopamn AM® cnifg
HeranHo NPUNUHUTK Ta, AKLLO Lie MOX/IMBO, PO3N0oYaTH albTePHATUBHY Tepanito (4MB. po3ainn «poTUnoKasaHHN» Ta ««3acToCyBaHHSA y nepiog BariTHOCTI abo
rOAYBaHHS FPYALI0»»).

3acTepeXxeHHs Mpy 3aCTOCYBaHHI

CTabinbHa iwemiyHa xsopoba cepus

AKWO NPOTAroM MepLIoro Micaus NikyBaHHS NepuMHAONPUIIOM CrnocTepiraBca eni3of HectabifbHOT cTeHoKapdii (6yab-AKOT TSXKKOCTI), HEOOXiAHO PeTesibHO
3BXXWUTU CMNIBBILHOLUEHHSA PUSNK/KOPUCTb Nepes TUM, K BUPILLYBaTU NUTaHHA NPO NPOLOBXEeHHS Teparii.

ApTepiasibHa rinoTeHsis

Mpuidom iHriGiTopiB AMN® MoXe CPUUUHUTI 3HUXKEHHS apTepiasibHOro TUCKY. CUMNTOMaTMYHA apTepiaibHa rinoTeH3is crnocTepiraceTbCa pigLle y nauieHTIB 3
HEYCK/Ia[IHEHOK apTepiasibHOK TinepTeH3ield Ta € Oifbll BipOrifHOK Y NauieHTiB 3 TinoBOMeMiel0, AKI NPUAMAOTb AiYPeTUKW, 3HAXOLAATbCA Ha AiETi 3
06MEXXeHHAM KifIbKOCTi coni, Yy NauieHTiB Ha Aianisi, y nauieHTIB 3 fiapecto abo 61t0BaHHAM ab0 y NauieHTIB 3 TSXKKOK PeHiHO3aMeXHOK apTepiasibHO
rinepreHsieto (AvB. po3ainn «B3aemogis 3 iHWMMKU NiKapCbKUMK 3acobamm Ta iHWi BUAWM B3aeMOfin» Ta «[Mo6ivHi peakuii»). CumnToMaTuyHa apTepiasibHa
rinoTeHsis € 6ibl BIPOrifHOK Y NaUieHTIB i3 CUMMTOMaTUYHOK CEPLIEBOD HEAOCTATHICTHO, i3 CYNYTHBLOK HUPKOBOK HEJOCTaTHICTIO abo 6e3 Hel. BUHUKHEHHS
CUMMTOMAaTUYHOT apTepiabHOT FiNOTeH3iT HabiNbL BiporigHe Y NauieHTIB 3 BiflblU THKKUM CTYMNeHEM CepLeBOi He0CTaTHOCTI, AKi NPUAMalOTb BEKI 03U
NeTNbOBUX AiYPeTUKIB, MaroTb rinoHaTpieMito ab0 HUPKOBY HELOCTATHICTb (DYHKLIIOHAIbHOIO XapakTepy. A8 3HWKEHHS PU3MKY CUMMITOMATUYHOT apTepianbHOT
rinoTeH3iT Ha noyaTKy Tepanii Ta Ha eTani Nigéopy 403 nauieHTam HeoOXiAHO 3HAXOAUTUCA Nif PeTeNbHUM HarnagoMm nikapsa (AuB. po3ainm «Crnocib 3acTocyBaHHS
Ta [1031» Ta «[106IYHI peakLii»). Taki cami 3aCTEPEXXEHHS ICHYIOTb A1 NaLiEHTIB 3 iLLEMIYHOK XBOPO60HD cepus abo LiepebpoBacKySPHUMM 3aXBOPHOBAHHAMU, Y
AKMX HALMIPHE 3HVXXEHHS apTepiasibHOro TUCKY MOXE CMPUYNHUTY BUHUKHEHHS TH(APKTY MioKapaa abo iHCY/bTy.

Mpn BUHUKHEHHI apTepiasibHOT rinoTeH3il nayieHTy Cnif HagaT ropu3oHTa/IbHOrO MOJIOXKEHHS Ta Yy pa3i HeOOXiAHOCTI BBECTU BHYTPILWHbOBEHHO 0,9 % (9 mr/mn)
PO3YMH HATPItO XNopuAay. TpPaH3UTOPHA FiNOTeH3iA He € NPOTUMNOKAa3aHHAM 15 NOAaIbLIOro 3aCTOCYBaHHA npenapaTty, AKWiA 3a3Bryali MoXKHa 3acToCoBYyBaTu 6e3
Oy Ab-AKMX MepeLuKos nicns BiAHOBEHHA 06°eMy KPOBI Ta MiABULLEHHSA apTepia/ibHOro TUCKY.

Y [esKuX MauieHTIB i3 3aCTINHOI CepLEeBO0 HeLOCTATHICTIO 3 HOPMa/IbHUM ab0 3HVXXEHUM apTepia/lbHUM TUCKOM NEPUHAONPUIY MOXe CNPUYNHUTL AOLATKOBE
3HUXKEHHSA CUCTEMHOrO apTepiasibHOro TUCKYy. Llel edekT € nepefbadvyBaHnM i 3a3BUYail He NOTpebye BiAMIHM NpenapaTy. AKWO apTepiasibHa rinoTeH3is cTae
CYMNTOMAaTUYHOKO, MOXeE 3’ABUTUCA HEOOXIAHICTb 3HVMXKEHHSA 031 ab0 BiAMIHW npenapary.

CTeHo3 aopTanbHOro Ta MiTpanbHOro KnanaHis/rinepTpodivyHa kapgiomionaTia

AK 1 iHWi iHribiTopu AN, nepuHAONpUAYy cif NpusHavatn 3 06epeXHICTIO nauieHTam 3i CTEHO30M MITPaIbHOrO KnanaHa abo 06CTPYKLIED BMXOAY 3 NIiBOro
LUNYHOYKa (aopTanbHUIA CTEHO3 abo rinepTpodiyHa Kapaiomionaris).

HupkoBa HeOCTaTHICTb

Y pasi HUPKOBOT HELOCTATHOCTI (KNipeHC KpeaTUHiHy < 60 M/I/XB) NOYATKOBY 03y NEPUHAONPUIY CAif NPU3HaYaTy BIANOBIAHO LO KNIPEHCY KpeaTUHIHY nauieHTa
(amB. po3pin «Crocib 3acTocyBaHHA Ta [03W»), a Aani — 3a/1eXHO Bif BIAMOBIAI NauieHTa Ha NiKyBaHHA. MOHITOPUHI Kanito Ta KpeaTUHIHY € 3BUYalHUM
CTaHAapTOM A1 TaKUX NauieHTiB (auB. po3gin «MobivHi peakuii»).

Y nauieHTIB i3 CUMNTOMaTMYHOIO CEPLIEBOID HEAOCTATHICTIO apTepiasibHa rinoTeH3is, WO BUHMKAE Ha MOYaTKy 3aCTOCyBaHHSA iHriGiTopiB AI®, MoXe Npu3BecTn
[0 NOPYLUEHHS PYHKLUIT HAPOK, Y AeAKUX BUMaAKax — i3 BAHUKHEHHAM rocTpOi HUPKOBOT HEAOCTATHOCTI, ika 3a3BMyali € 060POTHOHO.

Y [eskux nauieHTiB i3 ABOBGIYHMM CTEHO30M HUPKOBWX apTepiil abo CTEHO30M apTepil eAUHOT HUPKW MpW 3acTOCyBaHHI iHri6iTopis AM® cnocTepiranocs




36iNbLUEHHA PIBHIB CEYOBMHW KPOBI Ta KpeaTWHIHY Y CUMpOBaTLi KPOBI, AKi 3a3BMYail MOBEPTAIUCH LO HOPMU MIiCNs MPUNUHEHHS NliKyBaHHA. Lle 0co61mBo
CTOCYETbCA NaUieHTIB i3 HUPKOBOK HEAOCTATHICTIO. py HasABHOCTI CynyTHLOI PEHOBACKYNAPHOI rinepTeHsii pU3nMK BUHUKHEHHS TSHXXKOT apTepiasibHOT FinoTeHsit
Ta HUPKOBOT HEAOCTATHOCTI MigBULLYETLCA. JTiKyBaHHSA TaKMX MauieHTIB CMif NOYMHATK Mif pPeTeNbHUM HarnsagoM fikaps, 3 MasleHbKUX 03 Ta 3 00epeXxHOo
TUTpauieto Jo3. 3 Orfifay Ha BuMLLECKa3aHe, NiIKyBaHHA AiypeTvKaMu MOXKe CNpUSATU BUHUKHEHHIO apTepiasibHOT rinoTeHsii, TOMy iX MOTPIiOHO BiAMIHUTK Ta
NPOBOANTN MOHITOPUHT (DYHKLIT HUPOK Y MepPLLi TUXKHI NTiIKyBaHHA NepuHAOMPUIOM.

Y Leakux nauieHTiB 3 apTepiaibHO MiNepTeHsIier, Y AKX 40 NOYaTKY NiKyBaHHA He 6y/0 BUAB/IEHO PEHOBACKYAPHNX 3aXBOPHOBaHb, PO3BMBAIOCA MiABULLEHHSA
CEYOBMHWN KPOBI Ta KpeaTWHIHY CMPOBATKM KPOBI, 3a3BMYail He3HauyHe Ta TM4YacoBe, 0CO6/IMBO KOW NePUHAONPUY TepT-6yTunamiH npusHadyam 04HOYACHO 3
AiypeTrkKom. Ane e 6inbll XapaKTepHO A1 NaLieHTIB 3 Y)Ke iICHYHUOK HUPKOBOK HeAOoCTaTHICTHO. MoXKe cTaT HeOOXiAHUM 3HUXKEHHSI 03K Ta/abo BigMiHa
AlypeTuka Ta/abo nepuHAonpuy.

MeyviHKOBa HEAOCTATHICTb

Bunazgku, konu Ha Tni npuitomy iHriGitopa AMN® po3BMBaETLCS CUHAPOM, L0 NMOYMHAETLCA 3 XONECTaTUYHOI XXOBTAHML,i Ta MPOrpecye y WBUAKONINHHWIA HEKPO3
NeyviHKM Ta iHOAi — NeTaslbHUIA HaCNiAoK, BUHMKAKOTb PiAKO. MexaHi3m po3BUTKY AaHOr0 CUHAPOMY HeBIAOMMIA. MMaljieHTaM, Y SK1X PO3BUHYMACS XXOBTAHMLA abo
3HaYHe NiBMLLIEHHS NEeYiHKOBUX (hepMEHTIB Ha T/i npuiiomy iHribitTopa AM®, Heo6XiAHO NPUNUHUTK NOro NPUIAOM Ta NPOTK BIAMOBIAHE MeAMNUYHE OOCTEXEHHS i
OTpUMaTK NiKyBaHHA (4MB. po3ain «Mo6iuHI peakLii»).

Pacoswii thakTop

IHri6iTopyn AMN® yacTilwe CNPUYMHSAOTL BUHUKHEHHS aHTiOHEBPOTMYHOIO HabpsKY Yy MauieHTiB HErpoigHOI pacy, HIXX Yy NPeACTaBHMKIB iHWNX pac. AK i iHLWwi
iHri6iTopy AM®, NepuHZONPUN MeHL! eEKTUBHO 3HUXKYE apTepia/lbHUA TUCK Y MauieHTIB HerpoigHoi pacu, HiX y NauieHTiB iHWMX pac, WO, MOX/MBO,
MOSICHIOETLCS HU3bKUM PIBHEM PeHiHY Y KPOBI NalieHTIB 3 apTepia/ibHO FinepTeH3ieto 3 Nonynsayii HerpoigHoi pacu.

Katwenb

MoBiAOMNANN NPO BUHMKHEHHS KallMto Ha TAi Tepanii iHribiTopamm AM®. 3a xapakTepucTUKaMu Kallenb € HENPOAYKTUBHUIA, CTINKUIA Ta NPUNUHSAETLCA Nicns
BiAMiHM NpenapaTy. Kawenb, CNPUYNHEHWNIA NpUitioMOM iHriGiTopiB AM®, NoTpi6HO BpaxoBYyBaTW Nif Yac NpoBeAeHHS ANGepeHLIAHOIo AiarHo3y Kaluso.
XipypriyHe BTpyyaHHs/aHeCcTe3is

MepnHAONPUA MOXe 6/10KyBaTU BTOPUHHE YTBOPEHHS aHrioTeH3uHy Il y BiAMNOBiAb HAa KOMMEHCATOPHE BUBISIbHEHHS PEHIHY Y MauieHTiB npu XipypriyHomy
BTPYYaHHi abo nifg Yac NpoBeAeHHs aHecTe3il npenapatamu, O CNPUYMHAKOTL apTepianbHy rinoTeHsito. Mpenapat cnig BigMiHATK 3a 1 AeHb A0 XipyprivyHoro
BTPYYaHHA. Y pasi BUHUKHEHHS apTepiaibHOT MinoTeHsii, AKLL0 BBAXKAETLCH, L0 BOHA CPUYMHEHA 3a3HAYEHUM MeXaHi3MOM, CTaH XBOPOro MOXHa HOpMani3yBaTtu
LLNSAXOM 30iNbLUEHHS 06°EMY LIMPKY/IHOKOYOT KPOBI.

Kaniin y cupoBaTLi KpOBI

IHri6iTopn AMN® MOXYTb CNPUUUHATY TiNePKanieMito, OCKISIbKN BOHW NMPUTHIYYHOTb BUBIIbHEHHS a/lbA0CTEPOHY. E(eKT, AK NpaBunno, He3HaYHWI y NawieHTiB i3
HOPMa/IbHOK (DYHKLIiE0 HMPOK. OAHaK y nauieHTiB 3 NOPYLUEHHSAMU YHKLUIT HUPOK, BiKOM Bif 70 poKiB, 3 LYKPOBUM [1iabeTOM BUHMKAKOThL IHTEPKYPEHTHI MOAil,
30Kpema 3HEBOJHEHHS, rocTpa cepLieBa AeKoMMeHcalis, MeTaboniuyHuniA aumaos, Ta/abo y nayieHTiB, AKi NpUiiMatoTb npenapaTy Kanito (BKIKYaKUM 3aMiHHKKM
coni), AlypeTuku, Lo 36epiratoTb Kaniii, abo y NauieHTiB NPMInOM iHLIMX NpenapaTis, MOB’A3aHUX 3i 36iNbLUEHHSM Kasito B CMPOBaTLi KpoBi (Hanpuknag, renapuH,
TpUMeTONpUM abo KO-TPUMOKCa30/1, TaKoX BiJOMUIA SK TPMMeTONpPUM/CynbjaMeToKcasosn), i 0CO6/MBO aHTaroHiCTU ab4oCTepoHy abo 6/10KaTopy peLenTopis
aHrioTeH3uHy, MOXe criocTepiratucs rinepkaniemis. Iinepkaniemis MoXe CPUYNHATIA Cepito3Hi, IHOAI NeTanbHiI apuTMmil. Kaniis6epiratoyi AiypeTuku i 61okatopu
aHrioTeH3MHOBMX PeLenTopiB CNif 3aCTOCOBYBATU 3 06EPEXHICTIO NaljieHTam, SKi OTPMMYOTb iHriGiTopn AMN®, a piBeHb Kanito y cupoBaTtLi KPOBI Ta QYHKLIT
HUPOK CNifi KOHTPO/HOBATY (AUB. PO34in «B3aemogis 3 iHLWMMK NiKapCbKUMK 3ac06amu Ta iHLLI BN B3aEMOLIA»).

MavieHTw, XBOpi Ha LyKpOBWiA giabeT

MauieHTaM, XBOPUM Ha LlyKpPOBUWiA AiabeT, AKi NpuiAMatoTb NepopasibHi LYKPO3HWKYBa/IbHI 3aC00M ab0 OTPUMYIOTb IHCYNIH, HEOOXILHO peTesilbHO KOHTPO/BaTH
piBeHb r/iKemii NPOTAroM nepLuoro micaus Tepanii iHriditopamv AN® (aue. po3gin «B3aemogis 3 iHWNMKU NiKapCbKMMKM 3aC06aMU Ta IHLLI BUAW B3aEMOLIN»).



[ns amnoamniHy
MopyLUEHHS OYHKLIT NeYiHKK
T1/2 amnogunniHy, K i BCIX aHTAroHIiCTIB Ka/bLiito, 36i/IbLLYETHCA Y NALIEHTIB 3 NOPYLUEHHAMMW PYHKLIT NeYiHKX. ToMy 3aCTOCOBYBATU npenapar TakiiM XBOPUM

CNifg 3 06ePeXHICTIO, 3 peTeNbHUM MOHITOPUHIOM PiBHS MEYIHKOBUX (DEPMEHTIB.

CepueBa HefoCTaTHICTb

MawieHTu i3 cepueBO0 HEAOCTATHICTIO MOBUHHI 3aCTOCOBYBATM Mpenapar 3 06epeXKHICTHO.

Mpn 3acTocyBaHHI aMnoAUMiHY NS NiKYBaHHA NaLieHTIB i3 CepLeBo0 HefoCTaTHICTIO HeiwemivHoi eTionorii (111-1V knac 3a NYHA) y xofi gocnifpkeHHs 6yno
BifI3Ha4YeHO 3POCTaHHA YacTOTK BUMAAKIB PO3BUTKY HabPSAKY /lereHb, Xo4ua 3HauyLLoi pisHMLi Y 4acTOTi NoripwaHHs cepLeBol HefOCTAaTHOCTI NMOPIBHAHO 3 rPyroto
nnaue6o He crniocTepiranoca (4uB. po3ain «PapMakognuHaMiKa).

Ona npenapaTy Amnecca

3acTepeXkeHHs Mpy 3aCTOCYBaHHI

Be3neka Ta epeKTUBHICTb aMN0AUMNIHY MPK FiNePTOHIYHOMY KPU3i He BCTaHOB/IEHI.

3acTocyBaHHsA nauieHTam i3 CepLeBoto HeAOCTATHICTIO

[0 nauieHTiB i3 cepLeBOt0 HeJOCTATHICTIO C/if CTaBUTMCS 06EPEXHO.

Y [0BroTpvBasioMy nnaue60-KoHTPONbOBaHOMY AOC/IIKEHHI Y MalieHTIB i3 BUPaXXeHO cepueBoto HepoctatHicTio (I Ta IV knac NYHA) nosigomnsnm npo
4acTOTY HabpPAKY NIEreHiB y rpyni, AKy NiKyBan amio4MNiHOM, BULLY, HXX Y rpyni nnaue6o (aue. po3gin «dapmMakoamHamika»). Bnokatopu KanibLieBUX KaHasiB,
BK/IKOYAKOUM amMIoAUNIH, CMif 3aCTOCOBYBATU 3 06EPEXHICTHO NaliieHTam i3 3aCTiiHOK CepLEBOK) HEAOCTAaTHICTHO, OCKINIbKM BOHWM MOXYTb MifBMLLYBaTU PUINK
MainbyTHiX CepLeBO-CyANHHUX NOAIN Ta NeTa/IbHOCTI.

B3aemopii

OfHoyYacHe 3aCTOCyBaHHA npenapaTty Amsecca 3 npenaparamu NiTito, Kaninsdepiratounmy giypetrnkamm abo xapyoBumy gobaBkamu, WO MICTATb Kaniid, um 3
[AHTPONIEHOM He PEKOMEHAYEThCH.

3acTocyBaHHs y nepiof BariTHOCTI abo rogyBaHHs rpyaato.

BariTHiCTb

IHri6iTopy AM® NpoTMNoKas3aHO 3aCTOCOBYBATW MPOTArOM BariTHOCTI (AUB. po3ainy «poTunokasaHHs» Ta «OCO6/IMBOCTI 3aCTOCYBaHHS»).

EnigemionoriyHi BUCHOBKM LLIOA0 PU3MKY TepaToreHHoCTi micns Bnavey iHriditopis Ard® nporarom

| TpUMeCTpy BariTHOCTI € HEOLAHO3HAYHUMMU; OHAK HE MOXXHA BUKNHOYATV He3HaYHe MigBULLEHHS pU3KKY. MauieHTOoK, AKi NiaHyrTb 3aBariTHITH, Cif NepeBecTy
Ha aNbTepPHATMBHE aHTUTINEPTEH3VBHE NiKYBaHHS, AKe Mae 3aTBeppKeHuI Npodinb 6e3neky 3acTocyBaHHS Y Mepiof BariTHOCTI. FAKLWO BariTHICTb BCTaHOB/IEHa,
NiKyBaHHA iHridiTopamv AMN® cnif HeranHo NPUNUHATK Ta, AKLLO Lie MOX/IMBO, PO3MoYaT albTepHATUBHY Teparito.

Bigomo, wo 3actocyBaHHs iHri6itopis AM® nig vac Il i 11l TpymecTpy BariTHOCTI MOXe 3YMOBUTW PO3BUTOK (DETOTOKCUMYHOCTI (3HVDKEHHSA (DYHKLIT HUPOK,
ONirorigpamHioH, petapZaLito OKOCTEHIHHSA Yepena) | HeoHaTa/lbHY TOKCUYHICTb (HUPKOBY HEJOCTATHICTb, apTepiasibHy FinoTeHsito, rinepkaniemMito).

AKLLO 3acTOCyBaHHSA iHri6iTopis AlM® Bigbynocay Il TpuMecTpi BariTHOCTI, PEKOMEHAYETLCS NMPOBECTU Y/IbTPa3BYKOBE AOCNIIKEHHS (DYHKLIT HUPOK eMbpioHa Ta
yepena embpioHa.

HemoBnaTt, maTepi akux npuimanu iHrieitopu AMN®, cnig petenibHO NepeBipATM Ha NpeaMeT apTepiasiibHOT rinoTeHsil, onirypii Ta rinepkaniemii (4us. po3ginu
«[MpoTunokasaHHs» Ta «OCO6/IMBOCTI 3aCTOCYBAHHSA»).

AKWO Nig vac NikyBaHHS LM 3aC000M MiATBEPAKYETLCA BariTHICTb, IOr0 3aCTOCYBaHHA HEOO6XiAHO HEranHO NPUNMHUTK i 3aMIHUTU IHLUUM NiKapCbKMM 3aC060M,
[,03BO/IEHMM [10 3aCTOCYBaHHSA BariTHUM.

[Mepiof rogysaHHs rpyaaro
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AMNOAWMIH NPOHWKAE Y TPYAHE MOMIOKO MOAUHN. YacTKy MaTepUHCLKOT J03U, AKY OTPUMYE HEMOB/ISA, OLiHIOBa/IM MIDKKBaPTWUIbHUM AianasoHoM 3 — 7 %,
MakcuMmym 15 %. OckKinbku iHhopMaLis LO40 3acTOCyBaHHA npenapaTy Amsecca Nif 4vac rogyBaHHA TPyAAt0 BifCYTHS, npenapaT He pPeKOMeHAYETbCS
3acTocoByBatu y Uil nepiog. Mepesary cnif HagaBaTy NikapCbKMM 3acobam, AKi MaroTb Kpauii npodini 6esnekn nig yac rofyBaHHA rpygaro, 0co6smBo
HOBOHAPOMKEHNX ab0 HeJOHOLLEHMX AITeN.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MexaHi3MmaMmu.
Mpy KepyBaHHI aBTOMOGINEM abo po6OTI 3 Pi3HUMM MexaHi3Mamy MOTPIGHO BpaxoBYBaTWM MOX/MBICTb PO3BUTKY TakKMX MOGIYHMX peakuiin npenaparty, sK
3arnamopoyeHHs abo cnabKicTb.

Cniocib 3acTocyBaHHSA Ta [03Mu.

MounHaTK NikyBaHHA 3 1 TabneTKn Ha J06Y 04HOPA30BO, AKY 6aXKaHO MPUIAHATY BpaHLi Nepes BXMBaHHAM iXi.

TabneTkun He nignaraTb Noginy. [lianasoH 403yBaHHA npenaparty Aae 3MOry rHy4ko nigibpatu crniBBifHOLLIEHHA KOMIMOHEHTIB 3a/1eXKHO Bif KNiHIYHMX NOTpeo.
[o3y cnig nigbupaTy iHAUBIAYaIbHO /19 KOXXHOIO0 NavieHTa 3 ypaxyBaHHAM NOKa3aHHS /19 3aCTOCYBaHHS, Nepebiry 3aXBoproBaHHA Ta MOKa3HWKIB apTepiaibHOro
TUCKY.

3acTocyBaHHSA (hikcoBaHOT KOMOIHaLiT He MigX0AWUTb A1 NOYaTKOBOT Tepanii.

MakcumanbHa ao6oBa f03a — 1 Tabnetka npenapaTy Amnecca 8 mr/10 Mr Ha 006y .

MayieH TN 3 HUPKOBOK HELOCTATHICTIO Ta NauieH TV NiTHLOrO BiKY (AMB. po3ainy «dPapmMakoKiHeTMKa» Ta «OC06/IMBOCTI 3aCTOCYBaHHSA)

BuBefeHHA nepuHAONPUAATY YNOBINMbHIOETLCA Y MaUieHTIB NITHLOro BiKy Ta NauieHTIB 3 HMPKOBOK HefOCTaTHICTHO. ToMy nif 4ac NikyBaHHA HeoOXiAHO
MPOBOAMTY YaCTUA KOHTPONb PiBHA KpeaTuHiHy Ta Kanito. lMpenapar Amecca MOXHa npu3Hadaty nauieHtam i3 KK = 60 mn/xs. lMpenapat Amsecca
NPOTUMNOKasaHWin nauieHTam i3 KK < 60 Mn/xB y Uil nikapcbKiin hopmi. TakuM nauieHTaM pPeKOMeHAYETbCA iHAMBIAyanbHMIA NiA6ip 403 NepuHAONpuUay Ta
amnoaunnixy.

3MiHa KOHLeHTpaLii aMmnoauniHy y naasmMi KPoBi He KOPESTOE 3i CTYMEHEM TSXKKOCTI HUPKOBOT HEJOCTATHOCTI.

MauieH Ty 3 NeYiHKOBOK HeAOCTATHICTHO (ANB. po3ainu «dapMakoKiHeTMKa» Ta «OC06/IMBOCTI 3aCTOCYBaHHS>)

PekomMeHAaLii Wo40 A03YBaHHA AN NALIEHTIB i3 NErK1UM Ta MOMIpPHUM NOPYLUEHHAM (DYHKLUIT NeYiHKM He BCTaHOB/EHI, TOMY BMOIp 1031 MOBUHEH Oy T 06EPEXXHUM
| MOYMHATUC i3 HUXKHBOT MeXXi fliana3oHy [03yBaHHA (AMB. po3ainin «PapmMakoKiHeTMKa» Ta «OCc06MBOCTI 3aCTOCYBaHHSA»). LLL06 3HalTV oNTUMa/ibHY NOYaTKoOBY
Ta NIATPUMYHOYY [03Y Y MaLieHTIB i3 NOpyLIeHHAMM poboTY NeYiHKK, 403y Chif IHAMBIAYaIbHO TUTPYBATWN, BUKOPUCTOBYHOUYM BiflbHY KOMOIHaLit0 amnoauniHy Ta
nepuHgonpuny. ®apMakoKiHeTUKY aMmIo4UMNIHY NMPU BAXKKUX MOPYLLEHHAX POB0TY MeYiHKN He BUBYa. 3aCTOCYBaHHSA aM/IOAMMNIHY NS NALiEHTIB i3 BUPQXKEHOH
NeYiHKOBOO HEAOCTATHICTHO C/if NOYMHATM 3 HAMMEHLLIOT 4031 Ta MOBINIbHO TUTPYBATMW.

aiTn.
Mpenapat He peKOMeHAYETLCA NpU3HaYaTh 4iTam (Bikom 40 18 pokiB) Yepes BifCYTHICTb AOCNI[KEHb 3 YYacTHO LLIET rPynu NaLieHTiB.

NepenosyBaHHS.

IH(hopmaLis Npo nepeao3yBaHHA NpenapaTy AMecca npy 3acTocyBaHHI A5 TiIKyBaHHSA NN BiACYTHS.

Mepeno3yBaHHA (MPUIAOM BENNKUX [03) aMNOAMMIHY MOXeE NPU3BECTU A0 HaAMIpHOT nepudepuyHoil Basoaunatauil Ta, K HaclifoK, — 40 3HaYHOI Ta, MOX/IMBO,
TPMBA/IOI CUCTEMHOT apTepiasibHOI FiNOTEH3IT, Y T. Y. 3 PO3BUTKOM LLOKY @X [0 SIETa/IbHOr0 HacnigKy. AMIOAUMIH HE BUBOAUTLCA MPY reMogianisi.

JlikyBaHHA

KniHiYHO 3HauyLla apTepiasibHa rinoTeHsis, CNPUYMHEHa nepefo3yBaHHAM amMIoANMIHY, NOTPebye NPOBeLEeHHS aKTUBHNX 3aX0AiB, CMPAMOBaHUX Ha NIATPUMKY



(DYHKLi CepLeBO-CYAMHHOI CUCTEMW, BKIOYAOUM MOHITOPUHI NMOKA3HWKIB PO60TW cepus i fereHb, 3abe3neyeHHs MOIOXKEHHS XBOPOro fiexayun 3 NigHATUMM
HVDKHIMW KiHLiBKaMW, KOHTPO/b 06°EMY LIMPKY/IHOKOYOT KPOBI, Aiypesy.

[nd BILHOBNEHHSA TOHYCY CYAWH | HOPMa/IbHOTO PiBHA apTepia/ibHOro TUCKY MoKa3aHe MPU3HaYeHHs CYAMHO3BY)XYBa/lbHUX 3aC00IB. 3 METOK YCYHEHHS HacNifKiB
610Kau KasbLiEBUX KaHaiB BHYTPILLHbOBEHHO C/1iJ BBOAWUTM INHOKOHAT KaUbLiit0.

Y [eskux BunagKax Moxe BUSABUTUCA KOPUCHMM NMPOMUBAHHS LLUTYHKa.

OCKi/IbKM aMnoguniH 3Ha4HOK Mipoto 3B’A3YeThbCA 3 BisIKaMu KPOBI, TO e()eKTUBHICTb Aiani3y ManoiMoBipHa.

[daHi npo nepefo3yBaHHA NepPUHAONPUNY y Ntofeil 0bmexkeHi. CumnTomMammn nepeaosyBaHHs iHri6GiTopie AMN® e apTepiasibHa riNOTEH3is, LLOK, MOPYLUEHHS
eIeKTPONITHOrO 6anaHcy, HUPKOBA HEAOCTATHICTb, FiNepBeHTUNALIS, TaxikapAia, MPUCKOPeHe cepuebuTTs, bpagukapais, 3anamopoYeHHs, XBUIOBaHHS, Kallefb.
JNiKyBaHH#A Ccnig NPOBOAUTM LUMAXOM BHYTPILUHbOBEHHOIO BBEEHHS (Di3i0NOriyHOro po3unHy. MNpu nossi apTepiaibHOT FiNOTeH3IT NauieHTy HeobXigHO HajaTtu
FOPU30HTA/IbHE MOJMIOXEHHS 3 HWU3bKUM Y3ronis’aM. MOXHA TakKOX 3acTOCyBaTW aHrioTeH3unH Il Ta/abo KatexonamiHu Ans BHYTPILUHbOBEHHOrO BBELEHHS.
Buganutu nepuHgonpun i3 CUCTEMHOIO KPOBOOKITY MOXHa LUSXOM remogianiay (Ave. po3gin «OcobanBoCTi 3aCTOCyBaHHS»). 19 YCYHEHHSA 6paguKapail, Wwo He
NiAOaeTbCs NiKyBaHHIO, PO3rNSAal0Tb NUTAHHA WOAO iMMnaHTauii Bogis putMy. Heob6xifAHO NOCTIAHO KOHTPO/OBATU OCHOBHI MOKA3HUKW XXUTTELISNLHOCTI,
KOHLIEHTPAL|it0 eNeKTPONITIB Ta KpeaTUHIHY B CMPOBATL,i KPOBI.

Mo6iyHiI peakuil.

3a3HayeHi HuK4Ye NoObiYHI edeKT cnocTepirainca nNpu NikyBaHHI NePUHAONPUIOM abo aMIoAMMIHOM OKPEMO Ta 3apeecTpoBaHi BiAMoOBIAHO [0 Knacudikauii

MedDRA 3a opraHamu i cucteMamm Ta 4aCTOTOK BUHUKHEHHSA: Ay>ke YacTo (3 1/10); wacto (3 1/100 pgo < 1/10); HevacTo (3 1/1000 go < 1/100); pigko (31/10000

[0 <I/1000); pyxe pigko (<I/10000); yacToTa HeBigoMa (4aCTOTY He MOXKHa OLIHATM Ha NiACTaBi HAABHUX JaHWX). Y MeXaxX KOXHOT rpynu 3a 4acToTO NO6GiYHi
eaKUii 3a3Ha4yeHi y NopsaaKy 3MeHLeHHS NposBiB. N06iYHI fBMLLA 6yBaKOTb HE3HAYHUMM | TUMYACOBUMM Y Bi/IbLLOCTI NaUieHTIB.

Knac cuctemmopraHis HebaxkaHi peakuit YacTtoTa
Amnoaunid  |MepuHgonpwn
3 60Ky KpoBi Ta fliMaTnyHOI|Eo3nHOGINis - HeyacTo*
cucTtemmu JelikoneHis/HeTponeHis AyXe pigKo | ayXe pigko
ArpaHynouuTo3 abo naHUMToneHis - LyXe pigko
TpomboumMTOneHis Ay>Ke PIAKO |4y>Ke pigko
lemoniTMYHa aHemis Yy  nauieHTiB  i3|- LY>Ke pifKo
BPOKEHOKD ~ HeAOCTaTHICTIO  (DepPMEHTY
G-6PDH
3MeHLLEeHHS piBHA remornobiny  if- [yXe pigko
remMaTokputy
3 60Ky iIMyHHOT CUCTEMM AnepriyHa peakuis [Y>Ke PiLKO |He4yacTo
3 60Ky 06MiHY peyoBuH Ta|linepraikemis LYXe pigko |-
meTabonismy 306i/bLLEHHA Macy Tina HeyacTo -
3MeHLLeHHs Macy Tina HeyacTo -
inoHatpiemis - HeyacTo*
3 BOKy NCKXIiKu BescoHHs, fenpecis HevacTo -
3MiHW HacTpoKo HevacTo HeyacTo
[MopyLLEHHA CHY - HeyacTo




CnnyTaHicTb CBIAOMOCTI piAKo -
3 60Ky HEPBOBOT CUCTEMY COHNMBICTb 4yacTo -
3anamopoyeHHs 4acTo 4acTo
"0NOBHUIGINb (FONIOBHUM YNHOM Ha NoYaTKy| 4acTo 4acTo
NiKyBaHHSA)
Tpemop HeyacTo -
inectesis HeyacTto -
MapecTesis HeyacTo 4acTo
MinepToHyc
MepuepnyHa Heinponaris AyXe pigko |-
[Avcressis, HENPUTOMHICTb HeyacTo -
Bepturo - 4yacTo
CnyTaHicTbCBIJOMOCTI - [yXe pigko
3 6oKy opraHiB 30py MopyLueHHs 30py 4acTo 4acTo
3 60Ky opraHiB cnyxy Ta|lLlymy Byxax HeyacTo 4acTo
piBHOBAru
3 6oKy cepus ManbniTayis 4acTo HeyacTo*
Taxikapgis HeyacTo*
CuHKone HeyacTo -
AHTIHO3HI 60ni pigKo -
CTeHokapgis - AyXe pigKo
[H(hapKT MioKapAa, MOX/NBO, BHACNIAOK [LyXKe pifKo |ay»e pigko
BUPa&KEHOT  apTepiasibHOI  rinoTeHsilT Yy
XBOPUX rPYnn BUCOKOTO PU3NKY (AMB. pO3L4in
«OC06/IMBOCTI 3aCTOCYBaHHS»)
ApuTmis (BkMovatouM  Bpagukapaito, (HeyacTo [yXe pigko
LU/IYHOUKOBY Taxikapgito Ta ibpunayito
nepegcepap)
3 6OKy CyuH AprtepiasibHa  rinoTeHsia  (Ta  edekTu,|HeyacTo 4acTo
MOB’A3aHi 3 apTepia/ibHOHO FiNOTEH3IED)
Mpunaven yacTo -
[HCYNbT, MOX/MBO, BHACNIAOK BUPAXKEHOT (- Ay>Ke piaKo
apTepiaibHOT TiMOTEH3IT Yy XBOpUX rpynu
BMCOKOr0 PU3NKY (ams. po3gin
«Oc06MMBOCTI 3aCTOCYBAHHS»)
Backynit LYKe PISKO | 4Y>Ke pigKo




CuHAapoM PeliHo - HeBiOMO

3 60Ky auxanbHOi cuctemMn  |3afmLika yacTo yacTo
PUHIT HeyacTo LyXe pigKo
KaLuesnb HeyacTo 4yacTo
bpoHxocnasm - HeyacTo
Binb 3a rpyavHoro - piAKo
Eo3nHo®diNbHA NHEBMOHIS - AyXe pigko

3 60Ky TpaBHOI cMCTEMU ineprnasisa aceH LYXe pifko |-
Binb y XuBOTI, HYyf0Ta 4acTo 4acTo
bntoBaHHA HeyacTo 4yacTo
Ancnencis HeyacTo 4acTo
3miHa puTmy aedekadii yacTo -
CyxicTby poTi HeyacTo HeyacTo
3MiHN cMaky HeyacTo -
[Liapes, 3anop - 4acTo
MaHKkpeaTuT Ay>Ke PIAKO  |4y>Ke pigko
FacTpuTt LYXe pigko |-

3 60Ky  nediHkM  Ta|lenatuT,xonecTaTuyHa XOBTAHULSA AYXe pigko |-

YXOBYOBMBILHWNX LLNAXIB LimToniTnyHniA abo XonectaTUUHWIA renaTur|- [YXe pigko
(ams. posgin «OcobnMBOCTI 3aCTOCYBaHHS)

3 6OKy LWKipn i nigwkipHoiHa6psk KeiHke AYXe pigko |-

TKaHWHU AHFIOHEBPOTUYHUIA  HabpsK  067M4us,|ysKe pigko [HeuacTo
KiHUiBOK, ry6, C/nM30BMX O06O/IOHOK, A3MKa,
roflocoBOi  WifMHK Ta/abo roptaHi (4uB.
po3ain «Oco6/MBOCTI 3aCTOCYBaHHS)
MynbTuUdopmHaeputTema AyXKe pigKo | ayXKe pigko
Anoneuis HeyacTo -
Mypnypa HeyacTo -
3MiHa KONbopy LKipK HevacTo -
[MigBuULLEHE MOTOBUAINEHHA HeyacTo HeyacTo
Csepbix HeyacTto 4acTo
BucunaHHsa HeyacTo 4yacTo
CuHpapom CTiBeHca— [)KOHCOHa Aoy>Xe pigko |-
Memdiroig - HeyacTo*
Peakuil (hoTOYYT/IMBOCTI AyXe pigko |-




lMneprigpo3 - HeyacTo
EkconiaTMBHMI fepMaTuT, eKk3aHTema LYXKe pifKo
Kponus’aHKa HeyacTo
TOoKCUYHWIA enigepManbHUIn HEKPOSi3 HeBiLOMO -
3 060Ky KICTKOBO-M’5130BOrgApTparis, miaris HeyacTo -
anapaty Ta cnony4yHoi|CyaoMmm’3iB yacTo 4acTo
TKaHUHN Bifb y crivHi HeyacTo -
3 60Ky HUPOK [MopyLUEHHA  CEeYOBUMYCKaHHA,  HIKTYpis,[HeYacTo -
Ta CeYOBUBIAHMX LLNAXIB NiBWLLIEHHS YaCTOTM CEYOBUMYCKAHHSA
HupkoBaHefOCTaTHICTb - HeyacTto
["OCTpa HMPKOBaHeLOCTATHICTb - LyXe pigKo
3 BOKy cTaTeBMX OpraHis ifIMnoTeHLis HeyacTo HeyacTo
MOJIOYHNX 3a/103 [iHeKkoMacTis HeuacTo -
3aranbHi - nopylweHHs  Ta|TMepudepryHnin Habpsik 4acTo -
peakuii y micLi BBefeHHS Habpsik IyKe 4acTo
BTomntoBaHiCTb 4acTo -
Binb y rpyasax HeyacTo -
AcTeHis 4acTo 4acTo
Binb HeyacTo -
Hesgy>kaHHA HeyacTo HeyacTo*
[inepTepmis - HeyacTo*
JTabopaTopHi NOKa3HNKK MigBULLIEHHA PIBHA NEYIHKOBUX (DEPMEHTIB:|Ay)Ke PiAKo |-
ANT, ACT (y 6inbLuocTi BUNafKiB rnos’s3aHi
3 X0/1eCTa3om)
MigBULLEHHS piBHA 6inipybiHy  Ta|- piAKo
MeYviHKOBUX (DEPMEHTIB
MigBULLEHHS  KOHLUEHTpauii CevyoBUHU Y |- yacToTa HeBigoMa
KpOBI Ta KpeaTWHIHY Yy nasmi Kposi,
rinepkasiiemisi, fka 3HUKae Micna BigMiHU
npenapaty (ams. po3gin  «Oco6amBOCTI
3aCTOCYBAHHSI»)

*YacToTy 6yno po3paxoBaHo 3a AaHUMK KNiHIYHWX JOCNiA>XKEHb AN NOBIYHMX peakLii, siKi 6yno BUSIBNEHO HA OCHOBI CMOHTaHHWUX NOBiAOMIEHb.

3BiTYBaHHSA NPO Nif03pOBaHi NOBIYHI peakLil.

3BiTyBaHHSA NPO Nifo3proBaHi NOGIYHI peakLil Micnsa peecTpauii MikapcbKoro 3acoby Mae Be/IMKe 3Ha4eHHs. Lie fae 3mory nposoamTy 6esnepepsHe CrOCTEPEXEHHS
CMNiBBIAHOLLIEHHA MK KOPUCTIO | pU3MKamu, NoB’A3aHMMK i3 3aCTOCYBaHHAM NiKapCbKoro 3acoby. CrieyianicT y ranysi 0XOpOHW 340P0B’S NOBWHHI Mo4aBaTu
iHthopMaLito Npo 6yab-AKi Nigo3prHoBaHi MOGIYHI peakLiT 3a JOMOMOr O HaLiOHa/IbHOT CUCTEMW 3BITHOCTI.




TepMiH NpUAATHOCTI. 3 pOKMK.

YMmoBu 36epiraHHs. 36epirati npy Temnepatypi He Bue 30 °C B opuriHa/ibHIN yNakoBLi AN 3aXUCTY Big AiT BOMOrM Ta cBiTna. 36epiratv y HeJoCTYNHOMY A/1s
AiTel MicLi.
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