IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

NO3AM® MJIt0C
(LOZAP® PLUS)

Cknag:

AI0YI PEeYOBUHK: N103apTaH Kanito, rigpoxsopoTiasng,

1 TabneTka MiCTUTb Nno3apTaHy Kanito 50 Mr, rigpoxnoportiasugy 12,5 mr;

[OMOMIDKHI peyoBuHK: MaHIT (E 421), uentonosa MIKpOKpUCTanivyHa, HaTpito KpocKapmenosa, MOBiJOH, MarHito creapar, rinpomenosa, makporosn 6000, TanbK,
eMy/ibCif CUMETUKOHY, TUTaHy aiokeng (E 171), xiHoniHoBWiA o0BTWiA (E 104), MoHco 4R (E 124).

Jlikapcbka hopma. Tabnetku, BKpUTI 060/10HKOHO.
OcCHOBHI (pi3MKO-XiMiYHi BNaCTUBOCTI: XXOBTI OBa/IbHi TabMETKN, BKPUTI 0060/IOHKOHO, 3 PUCKOHO 3 060X BOKIB.

dapmakoTepaneBTUYHa rpyna. Jlikapcbki 3aco6u, Lo Ait0Tb Ha PEHIH-aHMi0TEH3MHOBY CUCTEMY. AHTAroHIiCT aHrioteHsuHy Il i giypetukun. Kog ATX CO9D AO01.

dapmako/oriyHi B1acTmBOCTI.

MexaHi3ngiT.

JNo3zan® TMnoc — e KoMGiHaLis no3apTaHy i rigpoxnopoTiasugy. Y NawieHTiB 3 apTepiasbHOK TinepTeH3iclo Ta rinepTpodicto NMiBOro LWIYHOUKA N103apTaH,
0c06MBO Yy KOMGIHAUIT 3 Tigpox/aopoTiasngoM, 3MeHLUYE PU3MK PO3BUTKY CEPLIEBO-CYAMHHUX 3aXBOPHOBAHb | NIETa/IbHOCTI, WO 6yn10 [0BeAeHO 3a [0MOMOror
OL,iHKN KOMOIHOBaHOT 4acTOTM PO3BUTKY CEPLEBO-CYANHHMX NOAIN, IHCYNbTY Ta iH(DapKTy Miokapaa.

KoMnoHeHTV npenapaty BUABMSKOTL aAUTUBHWUIA aHTUTINEPTEH3MBHUI eqeKT, 3HUXKXYHOUM PiBEHb apTepiaslbHOro TUCKY GiNbLLIOKD MIPOHD, HIXK KOXKEH i3 KOMMOHEHTIB
OKpemo. BHacnifok AiypeTU4Horo eeKkTy rigpoxnopoTiasng nifBuLLye aKTUBHICTb PeHiHy nniasMu KpoBi (APIT), CTUMYNIOE CekpeLito anbAOoCTEPOHY, MifABULLYE
piBEHb aHrioTeH3nHy Il i 3HMXKYe piBeHb Kanito B CMpOBaTLi KPOBi. J1o3apTaH 6/10Kye BCi (i3ioNorivyHi  e(ekTn aHrioteHsuHy |l i BHacNigoK NPUrHiYeHHs
ehekTiB anbAOCTEPOHY MOXKE CNPUATU 3MEHLLEHHIO BTPaTU Kasilo, MOB’A3aHOI i3 3aCTOCYBaHHAM [iypeTuka.

J103apTaH YMHWUTL NOMIPHY YPUKO3YPUYHY it0, WO MUHAE B pasi BiAMIHW npenapary.

ligpoxnopoTiasug He3Ha4yHOK MIpOK0 MiABULLYE PiBEHb CEYOBOT KUCMOTW Y KPOBI; KOMGIHaLiA no3apTaHy Ta rigpoxnopoTiasuay nocnabntoe rinepypukemito,
CMPUYMHEHY AIYPETUKOM.

PapmakofnHamika.

JNosapTaH

JNozapTaH — Le CUHTETUYHWIA aHTaroHICT peuenTopa aHrioTeH3uHy Il (peuenTopiB Tuny ATy), NpU3HayYeHUA ANA NepopasibHON0 3aCTOCYBaHHA. AHFIOTEH3WH |1 —

NOTY>XHa CYAMHO3BY>XXYBa/lbHa PEHOBMHA — OCHOBHWIA aKTUBHWIA FTOPMOH PeHiH-aHTi0TEH3MHOBOI CUCTEMM Ta BU3HAYa/IbHWIA (haKTop Yy naTodgisionorii aptepiasibHOI
rinepteHsii. AHrioTeH3uH |l 3B’A3yeTbca 3 peuentopamu ATy, AKI MICTATbCA Yy 6aratbOX BuUAax TKaHWH (Hanpuknag, y TKaHWHAaX rafeHbKUX M’S3IB CYLUH,
HaHVWPKOBUX 3a/103, HUPOK Ta Cepus), L0 NPU3BOAUTL 4O BUHUKHEHHS HU3KW BaXKMBUX BIONOTIYHWUX eqeKTiB, Yy TOMY YMC/I 3BYXXEHHS CYAWH Ta CTUMYNALIT
CeKpeuil anbAocTepoHy. AHFIOTEH3VH |l TakoX CTUMY/HOE Mponidepauito KNITUH rNnafeHbKnx M’a3iB. Jlo3apTaH CenekTMBHO 6n10Kye peuentopn ATj.
JocnimpkeHHsMM in vitro Ta in vivo A0BefeHo, LLIO 103apTaH Ta Moro apmakoioriyHo akTUBHUI MeTaboniT KapboHOBOT K1McnoTu E-3174 610Ky0Th YCi (i3ioNnoriyHo
BaXX/MBI e(DeKTN aHrioTeH3MHY |1, He3aneXHo Bif Oro mkepena abo NOXOMKEHHS. J103apTaH He 3B’SA3YETbCS 3 peLenTopamm iHLWKUX FTOPMOHIB | He 6/10KYE iX abo



IOHHI KaHanu, BX/IMBI 41 CepLeBO-CyAMHHOT perynsuii. Kpim Toro, fo3aptaH He iHrioye AMN® (kiHasy 1) — dhepmeHT, AKuil po3knagae bpagunkiHiH. BignosigHo, He
BiI6YBaETLCA NOCUIEHHS HeBaXxXaHMX edheKTiB, ONocepeaKoBaHUX 6paanKiHIHOM.

Mpn 3aCTOCYBaHHI N103apTaHy NPUTrHIYEHHS HEraTUBHOIO 3BOPOTHONO BM/IMBY aHrioTeH3MHY |l Ha CeKpewito peHiHy Npu3BOAMTL 40 NiABuLLeHHS APTI. TigBuLeHHSA
APIT BUKIMKAE 30iMbLUEHHA KOHLUEHTpauii aHrioteHsnHy Il y nnasmi Kposi. He3Baaroum Ha 36i/bLUeHHA KOHUEHTpauii LMX PevyoBWH, aHTUrinepTeH3BHa
aKTUBHICTb Ta 3MEHLLIEHHS KOHLUEHTpaLiT anbAoCTepoHy Yy Nna3mi KpPoBi 36epiratoTbCs, WO CBiAYUTL NPO eDEKTMBHE G/TOKYBaHHA pPeLenTopiB aHrioTeH3uHy Il. Micns
MPUNUHEHHS NPUInOMY Nno3apTaHy 3HaueHHs AP Ta aHrioTeH3uHy |1 3HVXYHTbCA 0 NOYATKOBUX PiBHIB Y TPUAEHHWIA Nepiog,.

$1K nosapTaH, TaK i ioro OCHOBHUIA aKTUBHUIA MeTaboniT, MaroTb 6inbLUy adiHHICTb 40 pelenTopiB ATy, HX 40 peuenTopiB AT,. AKTUBHUIN MeTaboniT y 10-40 pasis
aKTUBHILLIMIA, HIXK 103apTaH, NpuW nepepaxyHKy Ha Macy Tina.

3a pesynbTatamu LOCNIIKEHHS, NPOBEAEHON0 CreLiaibHO A1 OLiHKM YacTOTU BUHUKHEHHS KaLL/IKo Y MauieHTIB, fKi NpuiiMani no3apTaH, MOPIBHAHO 3 NaLieHTamu,
AKi OTpUMyBan iHriGiTopn AM®, yacToTa BUHMKHEHHSA KAl Y NauieHTiB, Ki Npuiimany nosapTaH abo rigpoxnoportiasung, 6yna npuéansHo 04HaKOBO i B TOW e
yac CTaTUCTUYHO 3HAYYLLLO HXKYOLO, HXK Yy NauieHTiB, Ki npuiimMani iHri6iTopm Ard. Kpim Toro, 3arasibHuin aHaniz 16 noABiiHNX CAiNMX KNiHIYHUX AOCNIAKEHD i3
3ara/lbHO y4acTio 4131 naujieHTa Nokasas, L0 YacToTa CNOHTaHHUX NOBIAOM/IEHb NPO BUNaAKN BUHUKHEHHS KaLLKO Y NauieHTiB, fKi npuiiManu nosaptaH (3,1 %),
Oyna nofibHOK [0 4aCTOT TaKMX MOBIAOM/IEHb Y NAUIEHTIB, AKI OTpMMyBan nnauebo (2,6 %) abo rigpoxnopoTiasng (4,1 %), To4i AK 4acToTa BUHUKHEHHS Kallo Y
nauieHTiB, SKi npuinmany iHriéitopn AM®, ctaHosuna 8,8 %.

3acTocyBaHHS /103apTaHy Kanito nawieHTam, siKi He XBOPIitOTb Ha LYKPOBWIA [iabeT Ta siKi CTpaXKAatoTb Ha apTepianibHy FinepTeH3ito 3 NPOTETHYPIEHD, 3HMXKYE PiBEHb
MPOTEIHYPIT, & TaKOX (hpaKLiiHy eKCKpeLito anbbyMiHy Ta iMyHOrno6yniHy |gG Ha CTaTUCTUYHO 3HauyLLYy BeMUYMHY. Jlo3apTaH NigTPUMYE LWBUAKICTb KyBOUKOBOT
(iNbTpauil Ta 3MeHLYe (inbTpauiiHy (pakuito nnasmy KpoBsi. 3a3Bmyald 103apTaH 3HKYE KOHLEHTpaLLit0 Ce4oBOI KMCNOTK B cuMpoBaTLi KpoBi (3a3Bunyain <0,4 mMr
/nn), Lei edpeKT CTINKMIA NpY 3aCTOCYBaHHI TPMBaOT Tepanii.

Jlo3apTtaH He BM/MBaE Ha pediekc BeretTaTMBHOI HEPBOBOI CUCTEMW Ta He Mae MPO/IOHr0BaHOMO BIJIMBY HAa KOHLEHTPALito HOpeniHepuHy Yy nnasmi Kposi. Y
nauieHTIB i3 HeJOCTaTHICTIO NIBOrO LUIYHOYKA N03apTaH y fo3ax 25 Mr 1a 50 mMr BUSBNAE NO3UTUBHUIA FeMOAUHAMIYHWIA Ta HEMPOrOPMOHA/IbHUIA e(heKT, AKWUIA
XapaKTepu3yeTbCs NiABULLEHHAM IHLEKCY 06°€MHOI LLIBMAKOCTI KPOBOTOKY CEpLA Ta 3HVMKEHHAM TUCKY Y KiHLEBUX Kaniffpax fIereHis, 3MEHLLEHHAM CUCTEMHOIO
CYAVHHOrO0 0Mopy, 3HWKEHHAM CEpeAHbOro CUCTEMHOINO apTepialbHOMO TUCKY Ta LUBUAKOCTI CEPLEBUX CKOPOUEHb, & TaKOX 3MEHLLEHHSAM PIBHIB LMPKY/THOUNX Y
KPOBI anb[OCTEPOHY Ta HopeniHepuHy BIAMNOBIAHO. Y TakMX NaUi€HTIB i3 CEPLEBOK HEAOCTATHICTHO 4acToTa BMHWMKHEHHS apTepianbHOT FinoTeH3il 6yna
[,0303/1EXKHOI0.

JocnigppKeHHs Y NaLieHTiB 3 apTePiabHOK MNePTEH3IED

Y KOHTPO/IbOBaHUX KNiHIYHMX BUNPOBYBaHHAX 3aCTOCYBaHHS /103apTaHy 1 pa3 Ha Ao6y nauieHTam 3 1erkoto abo NOMipHOKO NePBUHHOKO apTepiasibHOK FiNepTEH3IED
[03BOJIANO JOCATTUA CTATUCTUYHO 3HAYYLLOMO 3HWKEHHS CUCTOJIYHOrO Ta AiaCTOMIYHOrNo TUCKY. BUMIpIOBaHHSA apTepiasibHOro TUCKY 4Yepe3 24 rOAvHWU Micns
NpuiioMy L03¥ MOPIBHAHO 3 MOro BUMIpPOBaHHAM Yepe3 5-6 roguH nicng npuiioMy 403v NPOLEMOHCTPYBAIO, WO e(EeKT 3HWKEHHS apTepiasibHOro TUCKY TPUBAE
YMNPOA0BX

24 roauH. MprpoaHniA 4060BUIA PUTM OpraHiamy 36epiraBcs. 3HKEHHS apTepianbHOro TUCKY HanpuyKiHLi iHTepBany MiXk npuiioMammn ABOX 403 cTaHoBUTL 70-80 %
efheKTy, LLLO CNOCTepiraeTbea Yepes 5-6 roguH nicns Npuinomy Lo3u.

MMPUNUHEHHA 3aCTOCYBaHHA /103apTaHy y MauieHTIB 3 apTepiaibHOK TIMepPTEH3IED HE MPU3BOAWTL A0 PanToBOro MiABWLLEHHA apTepiasibHOro TUCKY ((heHoMeH
puKoLleTy). He3gaxaroun Ha Te, L0 f103apTaH BUK/IMKAE BUPAXKEHE 3HMXKEHHSA apTepiailbHOro TUCKY, BiH CYTTEBO HE BM/IMBAE HA YaCcTOTY CepLEBMX CKOPOYEHb.
Jlo3apTaH 04HaKOBO e(heKTUBHWI Y NaLieHTIB YOI0BIYOT Ta XIHOYOI CTaTi, a TaKOX Yy 0ci6 monogLoro (BikoM 0 65 poKiB) Ta CTapLLOro BiKy, SiKi CTpaXatoTb Ha
apTepianbHy rinepTeHsito.

ligpoxnopoTiasng

Figpoxnopotiasng € TiasngHUM AiypeTrKoM. MexaHiam aHTUrinepTeH3MBHOI Al Tia3ngHUX AiypeTuKiB A0 KiHUA He BMBYEHWIA. Tia3nau NOpPYLUYHOTb MeXaHi3m
KaHa/bLieBOI peabcopbuLil eneKTponiTiB y HMPKax, 6e3nocepeHbO 36i/bLUYHOUN eKCKPELi0 HaTPito Ta Xnopuay Y NprubnsHo ogHakoBMX obcArax. [iypeTuyHa gis




rigpoxsiopoTiasugy 3MeHLLye 06°eM nna3Mu KpoBi, 36i/bLUye aKTUBHICTb M1a3MOBOr0 PeHiHY Ta MifgBuULLYE CeKpeLito anbJ0CTEPOHY, 3 BIAMOBIAHUM 36i/bLUEHHAM
KOHLEHTpaLiT Kanito B cedi Ta BTpaTol 6OikapboHaTy, a TakoX 30i/bLUeHHSIM KOHLeHTpauii Kanito B CMpOBaTLi KpOBi. PeHiH-a/ibA0CTEPOHOBUIA NaHUOr €
OnocepeAKoBaHVM aHrioTeH3MHOM |I, TOMy OfHOYacHe 3aCTOCyBaHHSA AHTAroHICTIB peLenTopa aHrioTeHsuHy |l MOoXe CnpuyvHUTK 3BOPOTHY BTpaTy Kanito,
MOB’A3aHy i3 3aCTOCYBaHHAM Tia3ngHUX AiYPETUKIB.

[icns nepopasibHOro NpUoMy Aiypes po3noYnMHaETbCA Y ABOrOAVHHUIA Nepiof, JOCArae MakCUMymy npubnansHo vepes 4 roguHu i Tpreae Npuban3Ho Big 6 ao 12
FOAWH. AHTUTINEPTEH3UBHUIA etheKT 36epiracTbCs f0 24 roauH.

HemenaHOMHMWIA pak LWKipn: Ha nigctaBi HasBHUX AaHUX enigemionoriyHnX AOCNIMKEHb CMOCTEPIracTbC KyMyNATUBHUI A0303aN1eXHUIA 3B’S30K MK XT3 i
HMPLLU. OgHe pocnifXeHHs BKIKOYano nonynsayito, Wwo cknaganaca 3 71533 sunagkis BKK 1a 8629 sunaakis MNMKK, a KoHTposbHa rpyna — 3 1430833 i 172462
BMMaAKIB, BiANOBIAHO. Bucokuii 06car 3actocyBaHHA XT3 (>50000 Mr KyMynsiTUBHO) acoLitoBaBca 3i ckopurosaHum BLU 1,29 (95% Al: 1,23-1,35) npu BKK Ta
3,98 (95% Al: 3,68-4,31) ansa NMKK. YiTka 3anexHicTb «KyMynaTvBHAa [03a-Bignosigb» crnoctepiranacd fk ana bKK, tak i gna MKK. IHwe gocnifxeHHs
NPOAEMOHCTPYBA/IO HasBHICTb MOX/IMBOIO B3aEMO3B’A3KYy MK pakom ryou (MKK) Ta 3actocoByBaHHAM 'XT3: 633 Bunafgku paky ryou signosigann 63067
BMMaAKaM Y KOHTPO/bHIN rpyni (BUKOPMUCTOBYBaacs CTpaTeris BUBIPKM 3 ypaxyBaHHAM PUBKKY). 3aNeXHICTb «KyMyNAaTUBHa J03a-epeKT» Byna NpoaeMOHCTpOBaHa
3a [J0NOMOroK CKOpUroBaHoro BigHoweHHs waHcis (BLU), ske ctaHoBuno 2,1 (95% Al: 1,7-2,6) 3i 36inblweHHam go BLU 3,9 (3,0-4,9) ana BMcoKoro obcesry
3acTtocyBaHHs (~25000 mr) Ta BLU 7,7 (5,7-10,5) ans HanBuwoi KymynsTuBHoi 4o3n (~100000 mr) (AMB. TakoX po3ain «Oco6MBOCTI 3aCTOCYBaHHS).
PapmakoKiHeTuKa.

Abcopbuis

NosapTaH

Mpy nepopanbHOMY NMPUnOMI No3apTaH f06pe BCMOKTYETbCA Ta NiAAAeTbCA MeTaboni3my nNpu nepLlioMy NPOXoKeHHI Yepes neyiHKy, BHAC/IA0K YOro YTBOPHETLCS
aKTUBHWI KapbOKCUIbOBaHWIA MeTabo/IT Ta HeaKTUBHI MeTaboniTn. CucteMHa O6i04OCTYMNHICTL fl03apTaHy Y TabneToBaHii  (opmi CTaHOBWUTbL Mpuban3HO 33
%. CepefHi MaKcMMarbHi KOHLEHTpaLiT 103apTaHy i 0ro akTMBHOINO MeTaboNiTy AoCAratoTbea Yepes 1 roguHy i yepes 3-4 roamHu BignoBigHO. Mpu 3aCTOCyBaHHI
no3apTaHy Nif Yac 3BUYHOrO BXXMBaHHA Ki KNiHIYHO 3HAYYLLIOro BMNNBY Ha NPodinib KOHLEHTPaLiT n103apTaHy Y nna3mi KpoBi BUSBNEHO He Byo.

Posnogin

NosapTaH

Jlo3apTaH i Oro akTUBHWUIA MeTaboNIT 3B’A3YHOTLCA 3 GifIKamMy NnasMu Kposi (B OCHOBHOMY 3 anbOymiHOM) Gifblue HiXX Ha 99 %. O6cAr posnodiny nosapTaHy
CTaHOBUTb 34 /1. [oCNiKeHHA Ha TBapMHaX MoKasau, Lo f103apTaH Malixe He MPOHMKAE Kpi3b remMaToeHuedaniyHunii 6ap’ep.

ligpoxnopoTiasng

Figpoxnopotiasng MPOHWMKaE Kpi3b niaueHTapHWUiA (ane He rematoeHuedanivyHuniA) 6ap’ep i B rpygHe MOJIOKO.

BioTpaHcdopmaLis

JNosapTaH

Mpr6ansHo 14 % [031 N03apTaHy MepeTBOPIOETLCS Ha AOro akTUBHUIA MeTaboniT. Micns nepopasbHOro BBeAeHHs no3apTaHy, MideHoro 14C, papioakTuBHICTb
LMPKY/OKOYOT M1a3M1 Hacamrepes noB’f3aHa 3 HasBHICTHO Y Hild 103apTaHy Ta MOro akTMBHOIro MeTaboniTy.

Kpim akTMBHOro MetaboniTy, YTBOPHOIOTLCA 6i0NONYHO HEaKTWBHI, Y TOMY 4YMC/i [Ba OCHOBHMX MeTaboniTh, WO YTBOPHOKOTLCSA BHACNILOK TiAPOKCU/IHOBAHHS
6yTMNOBOro 6i4HOro NaHutora, i OAMH APYropagHuii — N-2-TeTpason-rirKypoHig.

BuBeseHHA

NosapTaH

Mna3moBuiA KNipeHC no3apTaHy i Moro akTMBHOIrO MeTaboniTy CTaHOBUTb NPMG/IM3HO 600 MA/XB i

50 mn/xB BiANOBIAHO. HMPKOBWUIA KNipeHC no3apTaHy i MOro akTUBHOrO MeTaboniTy CTaHOBUTb NPUBAN3HO 74 MA/XB i 26 MA/XB BignoBigHo. MNpu nepopanbHOMY
npuioMi nosapTaHy Maike




4 % [031 BUBOAWUTLCA Y HE3MIHEHOMY BUI/ISAI i3 ceveto Ta maiixe 6 % [03M BUBOAUTLCA i3 CEYEerD Y BUINALI aKTUBHOIO MeTaboniTy. Jlo3apTaH i A0ro akTMBHWIA
MeTabonNiT MatoTb NiHIHY (PapMaKOKIHETUKY NpY nepopasibHOMY MPUIAoMI o3apTaHy y fo3ax Ao 200 mr.

Micng npuitomy niasMoBi KOHUEHTpaLii no3apTaHy i MOro akTMBHOIO MeTaboniTy 3HWXKYKOTLCA MOMIEKCNOHEHUINHO 3 KiHLUEBUM Mepiogom HaniBBUBELEHHS
npnénusHo 2 i 6-9 rognH BignosigHo. Mpu npuitomi 100 mr npenapaTy 1 pa3 Ha Ao6y Hi no3apTaH, Hi MOro akTUBHWIA METabONIT iICTOTHO He HAKOMUYYHTLCS Y
nnasmi Kposi.

JozapTaH i /ioro MeTaGoniT! BMBOAATLCS i3 XKOBYKO Ta ceyeto. Micns nepopasibHOro npuiiomy nosapTaHy, MiveHoro 14C, npu6nmsHo 35 % paflioaKTUBHOCTI
BUABNSAETLCA Y cedi Ta 58 % — y Kani.

lgpoxnopoTiasvg

ligpoxnopoTiasng He NigfaeTbcAd MeTaboniaMy Ta LUBUAKO BUBOAUTLCA HUPKaMW. Mpu KOHTPOAI PiBHA npenapaty y nniasMi KpoBi NPOTAroM AK MiHIMyM 24 roguH
nepiog HaniBBMBEAEHHS BapitoBas Bif 5,6 A0 14,8 rognHu. He meHLwwe 61 % NpuitHATOT 403K BUBOAMNOCS Y HE3MIHEHOMY BUMNAAI NPOTArOM 24 roAuH.
XapaKTePUCTUKM VY NALIEHTIB

JlozapTaH-rigpoxnopoTiasng

KoHUeHTpauii no3aptaHy Ta MOro akTMBHOrMO MeTaboniTy Yy Nnasmi KpoBi, a TaKOX PiBEHb BCMOKTYBaHHS TiApoX/nopoTiasniy Yy NauieHTiB NiTHbOro BiKy 3
apTepiaibHOK TiNepTeH3it0 CTaTUCTUYHO 3HAYYLLO He BiAPI3HAKTLCA Bif LMX MOKA3HMKIB Y MOMOAMX NaLIEHTIB 3 apTepiaibHOK TinepTeH3IEro.

JNosapTaH

Y nauieHTiB 3 lerkum abo NOMipHUM aJIKOro/IbHUM LMPO30M MeYiHKM KOHLEHTpaLiT no3apTaHy Ta oro akTMBHOro Metabonity y nnasmi KpoBi Nicns nepopasibHoOro
3acTocyBaHHA 6ynu BiAMNOBIAHO Y

5Ta 1,7 pa3a BULLMMK, HDXX Y MONIOAUX 340P0BMX [06POBO/bLIB YOM0BIYOT CTaTi. AHI 103apTaH, aHi MOro akTUBHWUIA MeTabonNiT He BUBOASATLCA MPK remogianisi.

KniHIYHI XapaKTepuUCcTUKMN.
Noka3aHHA.
ApTepianbHa rinepTeHsis y nauieHTIB, Y SKMX MOHOTepanis 103apTaHoM abo rigpox/opoTiasnaoM He A03BOSISE aleKBaTHO KOHTPO/KOBATY apTepiaibHUIA TUCK.

IMpoTnnoKasaHHA.

MigsuLLeHa YyTAMBICTb 0 No3apTaHy abo A0 OyAb-SKMX KOMIMOHEHTIB npenapary.

MigBveHa Yy TIMBICTb [0 NOXIAHWUX CyNbdaHinamigis (TakmMx AK rigpoxnopoTiasng).

Pe3nCTeHTHI f0 Tepanii rinokaniemia abo rinepkanbLiemis.

AHypis.

TsKKe NOPYLUEHHA (OYHKLUIT MeYiHKW: X0necTas Ta po3fiaan, NoB’a3aHi 3 HENPOXIiAHICTH XXOBYHUX LUNAXIB.

PedpakTepHa rinoHaTpiemis.

CumnToMaTMyHa rinepypukemis/nogarpa.

BariTHi ab0 XiHKM, AKi NNaHyoTb 3aBariTHITK (4MB. Po34in «3acToCyBaHHA Y nepiog BariTHOCTI abo rofyBaHHS rpyaato»).

TsKKe NOpYLLEHHSA PYHKLUIT HUPOK (KNipeHC KpeaTuHiHY <30 MA/XBUIUHY).

OpHouacHe 3acTocyBaHHs mpenapaty flo3an® [ntoc i3 nikapcbkMMK 3aco6amu, WO MIiCTSTb a/icKipeH, NPOTWMOKas3aHe NallieHTam i3 LlyKpoBUM fiaGeTom a6o
MopyLUeHHAMU OYHKLiT HUpoK (LLUK® [wBunakKicTb Kny604KoBoi inbTpalii] <60 mn/xs/1,73 M2) (auB. po3giny «dapMakoanHamika» i «B3aemogis 3 iHLWUMK
NiKapCbKMMM 3ac06amMu Ta iHLWI BUAW B3aEMOLII»).

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.



JlosapTaH
Mosigomnanocs, Wo pudamniynH i hyKoHa30/ 3HKYIOTb PiBeHb aKTUBHOI0 MeTaboniTy. KniHiuHI HacnigKu Unx B3aEMOAIN He BUBYEHI.

MoefHaHHA no3apTaHy, AK i iHWMX 3aco6iB, WO 6/10KYHOTb aHrioTeH3uH Il abo oro egekTu, 3 Kanisbepiraroummn fiypeTvikamu (Hanpwkiag, CrnipoHOMaKToH,
TpiamTepeH, aminopua), fobaBkamu i3 BMICTOM Kaslito abo KaniinBMiCHUMM 3aMiHHUKaMK COMi MOXYTb MPU3BOAMTI A0 NiABULLEHHS PIBHA Kasito B CMPOBaTL,i KPOBI.
CynyTHe 3aCTOCYBaHHA TakuX 3aco6iB He peKOoMeHAoBaHe. AK i y BMNAAKY 3 iHLWMMMK NiKapCbKMMK 3aco6amu, AKi MOripLwytoTh BUBEAEHHA HATPIKO 3 OpraHismy,
[aHuii npenapaTr MOXe 3HVXYBaTW BMBELEHHSA NiTito. TOMy, AKWO NIaHYETbCA CYMNYTHE BBEAEHHS COJeil NITiK0 Ta aHTAroHICTIB PeLenTopiB aHrioTeH3uHy I,
HeoOXIiHO peTe/IbHO KOHTPO/IKOBATU CUPOBATKOBI PIBHI NITItO.

Mpn 3acTOCYBaHHI aHTAroHICTIB PeuenTopiB aHrioTeH3nHy Il pas3om i3 HecTepoigHMMK npoTusananbHUMK npenapatamu (HM3MM) (Hanpuknag, cenekKTUBHUMMN
iHriitopamn umknookcureHasm (LLOIM-2), auetmncaniumnoBol0 KUCNOTOK Y MpOTU3anaibHUX f[o3ax Ta HecenektMBHMMM HI3M) Moxnvee nocnabneHHs
aHTUriNepTeH3NBHOro egiekTy. OAHOYaCHe 3aCTOCYBaHHS aHTaroHICTIB peLenTopiB aHrioTeH3nHy |l abo aiypetukis Ta HM3MM mMoXe Npu3BecTn A0 MiABULLEHHS
PU3MKY NOTIPLUEHHS (YHKLIT HUPOK, Y TOMY YMC/i 4O MOX/MBOI FOCTPOI HAPKOBOT HEAOCTATHOCTI, & TaKOX 0 MiABULLEHHA KOHLIEHTpaLIT Kasito B CMPOBATL,i KPOBI,
0C06MBO Y MaLiEHTIB 3 ICHYHOUOO 3HVKEHOK (PYHKLIEH HMPOK. Taky KOMOIHaLLit0 /TiIKapCbKMX 3aco6iB Cnif, 3aCTOCOBYBaTK 3 06EPEXHICTIO, 0CO6/IMBO NaLlieHTam
NTHLOrO BIKY. [MalieHT MOBMHEH OTPMMYBATU AOCTaTHbO PIAMHM, TaKOX C/if PO3rNSHYTA MOX/IMBICTb KOHTPOMK (MYHKLUIT HWPOK oAapasy Mnicnsa noyvarky
0[HOYaCHOI0 3aCTOCYBaHHA LMX Npenaparis Ta NepiofgnyHO — Y NoAa/bLLIOMY .

Y [edakux nauieHTiB i3 NMOpYLEHHAMNU (YHKUIT HAPOK, aKi nikyBanuca HIM3IM (Bkatoyaroum cenekTuBHi iHri6iTopyu LIOIM-2), Tepanis aHTaroHictamn pelenTopis
aHrioTeH3nHy |1 MoXe CNPUUYNHATY NOAasbLLE NOTIPLLUEHHS PYHKLIT HAPOK. Lli eheKkTn 3a3BMYail 06OPOTHI.

IHLI PeYOBMHM, WO BUK/INKAKOTL apTepiasibHy MinoTeH3ito (TPULMKIIYHI aHTUAENPECaHTU, aHTUNCUXOTUKKM, 6ak1ogeH, aMihoCTUH) NPU 0JHOYACHOMY 3aCTOCYBaHHI
3 UMMM 3acobamu, SKi CpUsAioTb 3HVDKEHHIO apTepiasibHOro TUCKY 4Yepe3 TepaneBTUYHWUIA e(heKT abo MobiyHi edeKTn, MOXe NiABULLYBaTUCA PU3NK BUHUKHEHHS
apTepianbHOI rinoTeHsii.

MopagiiHa 6/0Kaaa (Hanpuknag, 3acToCcyBaHHSA iHribiTopa AM® 3 aHTAaroHICTOM peLenTopiB aHrioTeHauHy |l) NoBMHHa 0OMeEXYyBaTUCA OKPEMO BM3HAYEHVUMMU
BUNaAKaMW 3 PeTelbHUM KOHTPOIEM apTepiasibHOro TUCKY, (OYHKLIT HUPOK Ta PIBHA eNneKTPoniTiB. JaHi KNiHIYHUX AOCNIIKEHb MPOAEMOHCTPYBA/IN, WO Y NaLieHTIB
3 aTepOCK/Iepo30M, CEpLIEBOI0 HEeJOCTATHICTIO abo LyKpOBMM [iabeToM 3 YpaXeHHAM OpraHiB-milleHeil noggiiHa 6710Kafja peHiH-aHrioTeH3H-alb40CTePOHOBOT
cuctemmn (PAAC) NoB’A3yeTbCs 3 6iNbLL BUCOKOK YaCTOTOK BUHWKHEHHS apTepiaibHOT rinoTeHsil, rinepkasiemieto Ta noripweHHAM (YHKLIT HUPOK (BKKOYarun
rOCTPY HUPKOBY HeLOCTATHICTb) MOPIBHAHO i3 3aCTOCYBaHHAM OfHOro 3acoby (auB. po3ginn «PapmakogmHamika», «lpoTunokasaHHsA», «Oco6nBoCTi
3aCTOCYBaHHSA»).

He cnipg 3acTocoByBaTyh anickipeH ogHo4acHo 3 npenapatoM J1o3an® IMaoc nauieHTam i3 LyKpoBuM Aia6eToM. Chifi YHUKATK 3aCTOCYBaHHS aiCKipeHy pasoMm i3
npenapaTom nawiieHTam 3 HAPKOBOK HepocTaTHICTHO (LUK ® < 60 msi/xB).

MigpoxnopoTiasuna

Mpn cymiCHOMY 3aCTOCYBaHHI TiasuaHUX AIYPETUKIB 3:

asnkoronem, bapbiTypaTamu, HAPKOTUYHUMK 3ac0bamyt Ta aHTUAENpecaH TaMy MOXe MiABULLYBATUCS PU3MK PO3BUTKY OPTOCTATUYHOI apTepiasibHOT MinoTeHsii;
npoTugiabe TUYHUMM 3acobamm (NepopanbHUMK Ta iHCYNiHOM) 3aCTOCYBaHHS Tia3nay MOXe BNMBaTK Ha TONEPaHTHICTb 40 roKo3n. MoxKe 3Ha0OUTUCA KOpeKL,is
[031 NpoTuaiabeTUYHMX 3aco6iB. MeT(opMiH Cnij 3acTOCOBYBaTU 3 0OEPEXHICTIO Yepe3 PU3MK BUHWKHEHHA nakTaTaumaosy, BUKIMKAHOIO (YHKLiOHaIbHO
HVPKOBOIO HE[IOCTATHICTIO, KA MOXE BUHUKHYTY Nif Ai€t0 rigpoxnopoTiasuay;

HLWMMW aHTUriNepTEH3MBHUMU 3ac06aMUN — aiUTUBHUIA eKT;

XONeCTVPaMiHOBMMU Ta XONeCTMUMNONOBAMU CMOIaMN — Y MPUCYTHOCTI aHIOHHUX 0OMIHHWX CMOJT YCMOKTYBAHHSA riapoxiopoTiasnay nocnabnoetscs. Pasosi 03u
XONeCTUPaMIHOBMX Ta XONECTUMOMOBMX CMON 3B’A3YIOTh FifpOX/I0POTiasng i 3MeHLYHTb MOro BCMOKTYBaHHSA Y LUYHKOBO-KWLLIKOBOMY TpakTi Ha 85 i 43 %
BIAMNOBIAHO;

KOPTUKOCTEPOIfamMu, afpeHOKOP TUKOTPONHUM ropMoHOM (AKTTY) — BUpaXKeHe 3HUKEHHS PiIBHS eNeKTPONITIB, 30KpeMa rinoKaiiemis;




MPECOPHNMU aMiHaMK (Hanpvknag, afpeHaniHoM) — MOX/IMBE 3HUXKEHHS BUPAXKEHOCTI BifMNOBIAI HA 3aCTOCYBaHHA NPECOPHUX aMiHIB, afe HefOCTaTHE A/if TOro, Wwo6
BUKNHOUNTY TXHE 3aCTOCYBaHHS;

MiopenakcaHTaMu Heflenonspuayryoro Tuny Aii (Hanpuknag, Ty60KypapuHOM) — MOXK/IMBE NOCUIEHHS eqeKTy MiopenakcaHTy;

NTIEM — [IYPeTUKN 3HWKYIOTb HUPKOBWI KNIpeHC NiTil0 Ta NiABMLLYIOTb PU3MK BUMHUKHEHHSI TOKCWYHOT Ai1 NiTit0; 1X KOMOGIHOBaHe 3aCTOCYBaHHSI He
PEKOMEHLYETHLCH.

Jikapcbki 3acobu gna nikysaHHA nogarpuv (npobeHeuua, cynbgiHnipa3oH Ta anonypuHon)

Moxke 3HafobUTMCS KOpeKuis 03U YPUKO3YPUUHUX NiKapCbKMX 3acobiB (AN BMBELEHHS CEYOBOI KMCMOTW 3 OpraHiamy), OCKiNbKM TifpoXnopoTiasug Moxe
BUK/IMKATM NIABULLEHHA PIiBHA CEYOBOI KUCNOTW Yy cupoBaTtyi KpoBi. Moxe 3HafobuTMCS 30i/bLUeHHS [03K MpobeHeumay abo cynbiHnipasoHy. OgHouvacHe
BBeEeHHS 3 TiasnaaMmn Moxke 36i/bLLYBaTU Ki/IbKiCTb BUMAAKIB BUHUKHEHHS peakLiil rinepyyTanBOCTI 40 a/lonypUHony.

AHTMXONIHEPriyHi 3acobu (Hanpuknag, aTponiH, 6inepnaeH)

36i/bLLIEHHSA 6i0A0CTYMHOCTI TiasnaoBUX AiYPETUKIB Yepe3 3HMKEHHA MOTOPUKM LLTYHKOBO-KULLIKOBOI0 TPaKTy Ta LUBUAKOCTI BUMOPOXHEHHS LLTYHKaA.
LInToTOKCMYHI 3acobm (Hanpuknag, uuknoocdamis, MeToTpekcaT)

Tia3nam MOXyTb 3MEHLLYBaTN BUBEAEHHS LIUTOTOKCUYHUX NIKAPCbKMX 3aC00iB HUPKaMU Ta MOTEHLIFOBATW TXHi MIENOCYNPECUBHI eqeKTN.

CaniumnaTwn

Mpw 3acTOCyBaHHI caniumnaTiB y BUCOKMX [03axX Yy NOELHAHHI 3 TiApOX10poTia3ngomM MOXe NOCUIBATUCA TOKCUYHWIA BNAWB CaNiLWnaTiB Ha LeHTpasibHY HepBOBY
CUCTEMY.

MeTwungona

3aikcoBaHi OKpeMi NOBiJOMIEHHS NPO BUMAAKN BUHUKHEHHSA FeMONITUYHOT aHeMIT Mif Yac 0AHOYaCHOr0 3aCTOCYBaHHS rifpoxn1opoTiasnay Ta MeTULOoMN.
LivknocrnopuH

OfiHoYaCHe 3aCTOCYBaHHS 3 LIMK/I0CMOPUHOM MOXKe NifBULLYBaTU PU3MK Tinepypukemii Ta nogarponogioHnx ycknagHeHb.

["NikO3UAM HanNepCTAHKM

IHoyKOBaHa Tia3uaoMm rinokaniemis abo rinomarHieMiss MOXyTb CIPUYUHATY BUHUKHEHHS AUTITaNiCHUX CEPLEBUX apUTMIiA.

Jlikapcbki 3ac06u, Ha AKi BNAMBAKTb 3MiIHU KOHLEHTpauii Kanito B cupoBaTLi KPOBi

PeKOMeHAYETLCSA NPOBOANTY NePIOANYHMIA KOHTPOb KOHLEHTPALT Kanito B CpOoBaTL KPOBI Ta BUKOHaHHA EKIT, Konv no3aptaH/rigpoxnopoTiasng 3aCTOCOBYHOTLCS
OAHOYACHO 3 NIKapPCbKMMKM 3ac06aMK, Ha AKi BMMBAKOTb 3MIHW KOHLEHTpaLii Kanito B CMPOBATLL KPOBI (Hanpukiag, riiko3nan HanepCTaHKU Ta aHTUapUTMIYHI
3aco00K) Ta KON y NofanbLLOMy 3aCTOCOBYHOTHLCA NiKAPCbKi 3aC00U, L0 BUKINKAKOTL MONIMOPMHY LLUIYHOUKOBY Taxikapgito (torsades de pointes) (y ToMmy uuchi
[esKi aHTUapuUTMIYHI 3acobu); rinokaniemis € pakTopomM, LLLO Cnpuse po3BUTKY torsades de pointes (MoMiMOPQHOT LLNYHOUKOBOT Taxikapaii):

— aHTMapuTMIYHI 3acobu Knacy la (Hanpvknag, XiHigvH, rigpoXiHigvH, gu3onipamis);

— aHTUapUTMIYHi 3acobu Knacy Il (Hanpuknag, amiofapoH, coTanon, AodeTunig, ibyTunig);

— [esKi aHTUNCUXOTUKN (Hanpuknag, TIOpUAAa3nH, X/10pnpomasyiH, 1eBOMENPOMA3NH, TPUMyonepasunH, LiaMeMasuH, Cybnipua, CynsTonpug, amicynsnpug, Tianpua,
niMo3ng, ranonepuaon, Aponepuaon);

— iHWi 3acobu (Hanpuknag, 6enpuann, umsanpua, AudemaHin, epuTpoMiuUH AN BHYTPILUHbOBEHHOrO BBEAEHHS, rafoPaHTPWH, Mi30N1acTUH, NeHTaMigvH,
TepheHaaVH, BIHKaMiH A/ BHYTPILUHbOBEHHOI O BBEEHHS).

Coni Kanbuito

TiasugHi 4iypeTuKn MOXYTb NiABULLYBaTU CUPOBATKOBI PiBHI KasibLiit0 Yepe3 3HMXKEHHS MOro BUBEAEHHS 3 OpraHiamy. AKLWO0 3aCTOCyBaHHA npenapatiB KasbLito
HeoOXifHe, CNif KOHTPOBATK pPiBeHb KaslbLito B CMPOBATLi KPOBI, & TaKOX BIAKOPUryBaTh 03y KasbLiito.

Bnnue npenapaTy Ha pe3ynbTaTun nabopaTopHUX AOCNIA>KEHD

Y 3B’A3Ky i3 BM/MBOM Tia3uiiB Ha MeTabo/i3M KasbLito X NPUAOM MOXKe 3MIHWUTU pe3y/ibTaTh JOCNIMKEHHSA (YHKUIT napalmTonofioHnx 3ano3 (4vB. po3gin



«OC06/MBOCTI 3aCTOCYBAHHSA»).

KapbamaseniH

ICHYE PU3VK BUHUKHEHHS CUMMTOMATUYHOT rinoHaTtpiemii. HeobxifHi KniHiYHWi Ta 6i0/10ri4YHMIA KOHTPO/b.

lofoBMicHI KOHTPaCcTHi 3ac06m

Mpy HasBHOCTI 0O6YMOB/IEHOI AiypeTuKamu ferigpatayii iCHye MigBULLEHNIA PU3NK BUHWKHEHHA TOCTPOI HUPKOBOT HEAO0CTAaTHOCTI, 0CO6/IMBO MPU 3aCTOCYBaHHI
NPOAYKTIB MOAY Y BUCOKMX A03ax. [Nepes BBeAeHHAM npenapaTy HeobXiAHO KOMMEHCYBaTV 3HEBOAHEHHS OpraHi3my y nauieHTiB.

AmoTepuumnH B (ans napeHTepansHOro BBeAeHHs), KopTukocTepoian, AKTI, cTUMyNtoYi MPOHOCHI 3aC06M abo riiuypusnH (MiICTUTBLCA Y OKPULL)
ligpoxnopotiasng MOXe NOoripwyBaTh eNekTPoNiTHUI aucbanaHc, a caMe MOriplwyBaTy¥ CTaH NPV rinokaniemii, rinoHatpiemii, rinoxnopemii, ankanosi,
NiJBULLEHOMY PiBHi a30TYy CEYOBMHU B KPOBI (B OCHOBHOMY MpW HUPKOBIV HeOCTATHOCTI).

beTa-6nokaTopu Ta fiasokcns

OfHoYaCHe 3aCTOCYBaHHS Tia3uAHUX [AiypeTuKiB, Y TOMY uYucChi rigpoxnopoTiaungy, 3 6eTa-6/0KkaTopaMnm MOXe NiABWLLYBaTWM PU3MK rinepraikemii. TiasugHi
AiYPETUKN, BKMIKOYAKOUM FiAPOXI0poTiasng, MOXYTb MOCUNIOBATM TiNepriikeMiuyHniA epekT Aiasokcunay.

AMaHTaauH

Tiasugn, y ToMy Yncni rifpoxnopoTiasng, MoXyTb 36i/bLIyBaTV PU3NK NOGIYHUX eqeKTIB, CIPUYNHEHNX aMaHTaLNHOM.

Oco6MBOCTI 3aCTOCYBaHHS.

Jlo3apTaH

AHTiOHEBPOTUYHUIA HABPSAK

CTaH nauieHTiB 3 aHriOHEBPOTUYHMM HabPSKOM B aHamHe3i (NpunyxnicTb 0614y, ry6, rnoTku Ta/abo f3mka) HeobXifAHO NOCTIAHO KOHTPOMOBATU (AMB. PO3Ain
«[106IYHI peakLii»).

ApTepianbHa rinoTeH3is Ta BHY TPILHbOCYAMHHA FiNOBONEMIs

CumnToMaTUyHa apTepianibHa rinoTeH3is, 0co6MBO MicNsA NPUAOMY NepLUOT 4031, MOXe BUHWKHYTW Y NalieHTIiB 3 rinoBoneMieto Ta/abo rinoHaTpiemieto yepes
arpecvBHy Tepanito AiypeTukamu, LIETUYHI OOMEXEHHS CrOoXKMBaHHA COMi, fiapetd abo 61toBaHHA. Taki CTaHW HeOOXiAHO BigKoOpuryBaTW nepef NOYaTKOM
3aCTOCyBaHHs npenaparty J103an® Mnatoc (AuB. po3ainu «MpoTunokKasaHHs», «Cnoci6 3acToCyBaHHSA Ta 4031).

EnekTponiTHWiA gucbanaHc

EnekTponiTHUIA amncbanaHCc 4acTo CMOCTEPIraeTbCA y NauieHTIB i3 NOPYLUEHHSAMU PYHKLIT HAPOK, Ha TNi LyKPOBOro fiabety abo 6e3 Hboro. Heob6xigHO peTenbHO
KOHTPO/10BATV NMOKa3HUKWM KOHLIEHTpaLii Kaito Y nnasmi KpoBi, a TaKOX KNipeHCy KpeaTUHiHY, 0CO6/IMBO Y MaLieHTIB i3 CEpLEBOD HELOCTATHICTIO Ta K/ipeHCOoM
KpeaTuHiHy y Mexax 30-50 mn/xBunmHy. He peKOoMeHAYeTbCS OfHOYaCHe 3acTOCyBaHHS /103apTaHy/rigpoxnopoTiasnay 3 KanisbepiralouMmmn AiypeTnkamu,
XapyoBMMK f06aBKaMu i3 BMICTOM KaJlito, @ TaKOX 3aMiHHUKaMW COfi, WO MICTATb Kaniin (auB. po3gin «B3aemogis 3 iHWMMKU NiKapCbKMMK 3ac06amMu Ta iHLWWi BUAW
B3aEMOLi ).

MopyLUEHHS YHKLIT NeYiHKK

PapmakoKIHETUYHI [jaHi CBigYaTh MPO Te, WO Y MayieHTIB i3 LMPO30M MEeYiHKN 3HaYHO NiABULLYETHCA KOHLIEHTpaLis 103apTaHy Y niasMi KpoBi, TOMYy npenapar
JNo3zan® Tntoc cnif 3acTocoByBaTV 3 06EPEXHICTIO MaLlieHTaM 3 JIETKUMK Ta NMOMIPHUMUW MOPYLUEHHAMMU (PYHKLT NeYiHKM B aHamHe3si. TepaneBTUYHWIA [0CBif,
3aCTOCYBaHHs N103apTaHy NaLieHTaM i3 TSXKKUMU MOPYLUEHHAMM (YHKLIT NediHky BigcyTHil. Tomy npenapat J103an® [a0C NPoTUNOKa3aHWiA Ans nauieHTiB 3
TSXKKMMW NOPYLLEHHAMUN (PYHKLLIT NMEYiHKM (AMB. po3ainv «PapMakoKiHeTUKa», «[1poTUNnoKasaHHs», «Cnocid 3aCTOCYBaHHA Ta J03W»).

MopyLUeHHs PYHKLIT HUPOK

MoBifoMnan0Ccsa NPO BUMNaKN MOripLeHHs QyHKLUIT HAPOK, Y TOMY YMCNI HUPKOBY HELOCTATHICTb, BHACNIAOK iHribyBaHHA PAAC, 30kpeMa y nauieHTiB, HAPKOBa
(DYHKLIA aKnX 3anexxHa Big PAAC, TakuX AK NaLieHTN 3 TSHXXKOK CepLeBO0 HeOCTaTHICTIO ab0 iCHYHOYO0H0 HUPKOBOK AMCHYHKUIEK. AK i Npy 3aCTOCYBaHHI IHLWNX



NIKapCbKMX 3acobiB, WO BnvBakTb Ha PAAC, TakoX MOBIAOMAANOCA NPO 30i/bLUEHHS PIBHA CEYOBWHM KPOBI Ta KPeaTUHIHY CMPOBATKM KPOBI Yy NauieHTIB 3
Ginatepa/lbHUM CTEHO30M HMPKOBMX apTepii abo CTeHO30M apTepil eAUHOT HUPKK. LI 3MiHM HUPKOBOT (OYHKLIT MOXYTb OYTW 3BOPOTHUMW MICNA MPUMUHEHHS
3aCTOCyBaHHA npenapary.

Jo3apTaH cnif 3 06epeXKHICTHO 3aCTOCOBYBaTY NaLlieHTaM 3 6ifiatepasibH1UM CTEHO30M HUPKOBMX apTepili abo CTEHO30M apTepil EANHOT HAPKMN.

TpaHcnnaHTayis HUPKK

[locBif 3acTOCyBaHHA NpenapaTy XBOPUM, AKi HelaBHO MEePeHec/N TPaHCMIaHTaLi0 HUPKK, BILCYTHIN.

MepBUHHKIA FinepanbA0CTEPOHI3M

3a3BMYail y NauieHTiB 3 NEePBMHHUM rinepasibJoCTEPOHI3MOM He CMOCTepiracTbCa BiAnoBiAi Ha Tepanitd aHTUTINEPTEH3MBHUMW NpenapaTaMu, MexaHiam Ail SKux
rnonsrae B iHri6yBaHHi peHiH-aHrioTeH3HOBOT ccTeMu. TOMY 3aCTOCYBaHHs npenaparty J1o3an® IMnkoc iMm He peKoMeH/J0BaHe.

IlwemiyHa xBopoba cepusa Ta LepebpoBackynspHi po3naam

HagmipHe 3HWKeHHA apTepia/ibHOro TUCKY Y NauieHTIB 3 iLUeMIYHMMM 3aXBOPHOBAHHAMMW CepLEeBO-CYANHHOT CUCTEMW Ta LiepebpoBacKyNApHUMK po3fiagaMm MOXe
NPU3BECTN [0 iH(hapKTy Miokapaa abo iHCYNbTY.

CepueBa HegocTaTHICTb

Y nauieHTiB i3 CepLEBOI0 HeAOCTATHICTIO, L0 CYNPOBOMAXKYETLCA ab0 HE CYMPOBOLKYETLCA MOPYLLEHHAMN (DYHKLIT HAPOK, AIK i NMPW 3aCTOCYBaHHI IHLLMX Npenaparis,
LLL0 BM/IMBatOTb Ha PEHiH-aHTiI0TEH3MHOBY CUCTEMY, ICHYE PU3MK BUHUKHEHHS TSHXKKOT apTepiasibHOT rinoTeH3il Ta (4acTo rocTpor) HUPKOBOT HeOCTATHOCTI.

CTeHO3 aopT¥ Ta MiTpa/bHOro KnanaHa cepus, 06CTPYKTUMBHA rinepTpodivHa kapgiomionaTis

AK 1y BUNagKy 3 iHWMMK CyAUHOPO3LLMPIOBa/IbHUMI 3acobamMm, 3aCTOCOBYBaTU npenapaT nawieHTam, fKi CTpaxjaroTb Ha CTEHO3 a0pTU Ta MITPa/IbHOrO KanaHa
cepust abo 06CTPYKTUBHY rinepTpogiyuHy KapaioMionartito, cflif 3 0C06/1MBOK0 06EPEXHICTHO.

Bnaue thakTOpiB € THIYHOIO XapakTepy

AK i BCI iHri6iTopyn AMN®, no3apTaH Ta iHWI aHTaroHIiCTU aHrioTEH3MHY 3HAYHO MeHLL e(heKTUBHI AN151 3HVXKEHHS apTepiailbHOro TUCKY Y NpeAcTaBHUKIB HErpoi4HOT
pacu, HDK Yy NpeAcTaBHUKIB THWKX pac. MOoXIMBO, Le 3yMOB/IEHO TWUM, WO Y MONynsauii TEMHOLWIKIPMX MauieHTIB 3 apTepiaibHOK TiNepTeH3IED NepeBaXkae
HV3bKOPEeHIHOBa popMa apTepiasibHOI rinepTeHsii.

BariTHicTb

He cnif 3acTOCOBYBaTU aHTaroHICTW peLenTopiB aHrioteH3uHy 11 (APA 1) K noyaTkoBy Tepanito y nepiof BariTHOCTI. AKLO NPOLOBXEHHSA Tepanii npenapatamu
APA || He BM3HaHO BKpail HEOOXiAHWM, NaLiEHTOK, AKi MNaHytOTb 3aBariTHITK, CNif MEPEBECTM Ha aNbTepHATUBHWUIA aHTUTINEPTEH3MBHWIA NiKapcbKuii 3acib i3
NiATBEPAKEHUM NpodineM 6e3neKn AN 3acTOCyBaHHS y Nepiof BariTHOCTI.

Y pa3i fiarHocTyBaHHA BariTHocTi APAII cnif HerainHo BigMiHUTK Ta, Y pa3i HEO6XiAHOCTI, NPU3HAUYUTY a/lbTEPHATUBHY Tepanito (AVB. po3ainn «poTUNoKas3aHHN»,
«3acTocyBaHHA Yy nepioj BariTHOCTi abo rofyBaHHS rpyaat0»).

MopagiinHa 6nokaga PAAC

ICHYtOTb [0Ka30Bi AaHi, AKi CBig4aTb NPO Te, WO 04HOYaCHe 3aCTOCYBaHHA iHribiTopis Al®, 610KaToOpiB peLenTopiB aHrioTeH3uHy |1 abo anickipeHy nigsuLLye
PU3MK PO3BUTKY apTepiasibHOI FiNOTeH3IT, rinepkaniemii Ta NopyLUEHHS QYHKLIT HUPOK (Y TOMY YMCNi TOCTPOT HUPKOBOT HEAOCTATHOCTI). Y 3B’S3KYy 3 MM NofgiiiHa
6nokaga PAAC WISXOM OHOHACHOr 0 3aCTOCYBaHHS iHribiTopis AMN®d, 6/10KaTOPiB peLenTopiB aHrioTeH3uHy |1 abo anickipeHy He PeKOMeHAYETLCS (AMB. PO34inu
«DapmakoanHamiKa», «B3aeMOAif 3 iHLWMMM NiKapCbKUMIM 3aC06aMU Ta iHLWI BUAW B3aEMOLIN»).

AKWO Tepania y BUrNsAAI Takoi noAgiiHoT 610Kaan € abCoMtoTHO HeOOXiAHOK, TO BOHA NOBWMHHA 3AiMCHIOBATUCA Mif Harfs40M crnewianicta Ta 3a YMOBWM YacToro i
PETENbHOrO KOHTPO/MO (OYHKLIT HUPOK, BMICTY e/IeKTPONITIB Ta PIBHA apTepiaslbHOro TUCKY.

IHri6iTOopy AlM® i aHTaroHICTM PeLenTopiB aHrioTeH3VHY |1 He MOXHa 0HOYaCHO 3aCTOCOBYBATM NaLjieHTaM 3 fiabeTUUYHOK HeponaTieto.

igpoxnopoTiasug

ApTepianbHa rinoTeH3is Ta NopyLUeHHS BOAHO-eNeKTPONITHOIO 6anaHcy




AK i npu NpuiioMi Byab-AKUX aHTUTINEPTEH3MBHMX 3ac06iB, Y AeAKMX MaLieHTIB MOXe CrnocTepiraTucs CMMNTOMaTUYHa apTepiasibHa rinoTeH3is. MauieHT NOBUHHI
nepebysaTy Mig Harnsa4oM 3 METOK CBOEYACHOTO BUAB/IEHHS KNiHIYHMX 03HaK MOPYLUEHHS BOAHO-E/IEKTPONITHOIO 6aiaHCy, HanpuKias 3HEBOAHEHHS, FiNoHaTPIieEMIT,
rinoXxnopemMivyHOro askanosy, rinomarHiemii abo rinokaniemii, ski MOXyYTb pO3BMBaTUCA MpPW CYNyTHIA fiapel abo 6/110BaHHI. Y TakuX nauieHTiB HeobXigHo
3AiCHIOBATW KOHTPO/Ib PiBHSI €N1eKTPONITIB CMPOBATKN KPOBIi. Y MAaL€HTIB, fKi CTpaXaaloTb Ha HabpsKW, Y XapKy NOrogy MoyKe PO3BUHYTWCS FinoHaTpieMis
pO3BefeHHS.

MeTaboniyHi Ta eHAOKPUHHI edekT!

Tepanisa Tiasugamm MoxKe NopyLLyBaTV TONEPAHTHICTb A0 [IHOKO3W. Y AeaKUX BUMagKax MoXe 3HagoobuTuCs KOpeKLis Ao3u rinornikemMiyHuX 3acobis, y TOMy Yuchi
IHCYNiHY (auB. po3ain «B3aemogis 3 iHWMMKU NiKapCbKUMK 3aco6aMu Ta iHWI BUAW B3aeMOAIM»). Mg Yac Tepanii Tiasugamu LYKpOBUIA AiabeT MOXe 3 NaTeHTHOT
(hopmu NEPENTUN Y SBHO BUPAKEHY.

Tiasugy MOXyTb 3MEHLLYBATN BMBEAEHHSA KaslbLitO i3 Ceyeto Ta CNPUUMHATY eni3ofuyHe Ta He3HayHe NiABMLLEHHA PIBHA KaslbLito CMPOBATKU KpOBi. BrpaxeHa
rinepkasibLieMia MOXe CBiJuMTW NpPO MNPUXOBaHWI rinepnapatupeo3. Tpeba NPUNVHUTL NPUAOM TiasnAHOTO AiypeTvka nepes LOCNIKEHHAM  (DYHKLN
napawmMTonogioHmx 3anos.

MiaBULLIEHHS PIBHS XONECTEPUHY Ta TPUTNILEPUAIB KPOBI TaKOXX MOXKe Oy TI NOB’s3aHe 3 Tepanicto TiasngHUMN aiypeTukamu.

Y [edakvx MauieHTIiB Tepanis Tiasngamy MOXKe NPUCKOPHOBATK PO3BUTOK rinepypukemii Ta/abo nogarpu. OCKifbKK 103apTaH 3HWXKYE PiBEHb CEYOBOI KWUCMIOTH,
no3apTaH y KOMGiHaLiT 3 rifpoxnopoTia3naomM 3MeHLLYE NPOSABU FinepypuKkemit, 3yMoB/eHOT 3aCTOCYBaHHAM [iypPeTUKIB.

MopyLueHHs QYHKLIT NeYiHKK

Tiasugm cnif 3 06epeXHiCTIO 3aCTOCOBYBATY MaLieHTaMm i3 NOPYLLUEHHAMMN YHKLIT NeYiHKM abo 3 NPOrpecyroyrM 3aXBOPHOBAHHAM MEYiHKW, OCKISIbKA BOHU MOXYTb
BUK/IMKATK NOSIBY BHYTPILLIHLOMEYIHKOBOIO X0/iecTasy, i HEBENMKI BIAXUIEHHSA Bif, HOPMU 3 6OKY PiAMHHOrO Ta eNeKTPOosIiTHOro 6anaHcy MOXYTb MPUCKOPIOBaTU
BUHWKHEHHS NMeYiHKOBOI KOMW.

MpenapaTt /103an® Moc NPOTUNOKA3aHWiA NaLieHTaM i3 TAXKKUMMW NOPYLUEHHAMM MYHKLT NeviHKy (1B, po3ainu «DapMakoKiHETUKa», «IIpOTUNOKAa3aHHS»).
HemenaHOMHWiA pak LKipu

Y [BOX enifemMionoriyHmMx AOCNIMKEHHAX, 3aCHOBAHNX Ha AaHMX [aTCbKOro HaliOHa/IbHOrO PEeECTPy OHKOMOTiYHMX 3aXBOPHOBaHb, OYN0 BUSBEHO MifBULLEHWI
PU3MK PO3BUTKY HeMeNaHOMHOro paky wkipn (HMPLU) [6a3anbHOKNITUHHOT KapuuHoMu (BKK) i nnockoknitvHHOT KapumHomu (MKK)] npy 36inbLueHHi
KyMYNATUBHOT 403K rigpoxnoptiasngy (MXT3). B SKoCTi MOX/IMBOIO MexaHiamy po3suTKy HMPLL moxke BUCTYnaTu poToceHcmnbinisytoda gis MXT3.

MauieHTiB, AKi npuiimatoTs XT3, cnig noiHgopmysaTy Npo pusnk HMPLU i nopaguTv perynsapHo nepeBipATU CTaH LUKIPHWX MOKPWBIB HA HAsABHICTb HOBUX
YTBOPEHb, | HeraHo MOBIAOMNATM MPO MosBY 6yAb-AKUX MNif03PINNX YTBOPEHb Ha LIKIPi. 3 METOK 3MEHLLEHHSI PU3MKY PO3BUTKY paKy LUKIpX MauieHTiB cnif
MOBIZOMUTW MPO MOX/MBI 3arM0BKHI 3aX0AW, Taki IK 0OMEXEHHS BM/IMBY COHAYHUX | YNIbTPaioNeToBNX NPOMEHIB Ta 3a06e3MeUYeHHA HaIeXXHOr0 3aXMCTY LUKIpU Yy
pasi Takoro BnnuBy. HeobGXigHO SIKHaMLWIBWUALIE MPOBECTM AOCMIMKEHHS MiA03PiNMX YTBOPEHb Ha LWUKipi, B TOMY 4MCAi BMKOHATW GIONCi0 3 riCTONOrIYHMM
aocnimkeHHAM MaTepiany. 3actocyBaHHA XT3 MOXe TakoX MoTpebyBaTu Mepernsgy y nNauieHTiB, y SKMX paHiwe 6yB HasBHumM HMPLL (amB. TakoX po3sain
«[106IYHI peakLii»).

BTopuHHa rocTpa 3akpuTOKyTOBa rnaykoma Ta/abo rocTpa mionis

ligpoxnopotiasng € cynbaHinamigom. JlikapcbKi 3acobm, ki € cynbaHinamigamm abo noxigHUMKU cynbhaHinamifis, MoXyTb 00YMOBNHOBATY ifiOCUHKPATUYHI
peakLii, AKi MOXYTb NPU3BOAUTY [0 BTOPWMHHOI rOCTPOT 3aKPUTOKYTOBOI rNayKoMM Ta/abo rocTpoi mionii. CUMNTOMaTUKA XapaKTepU3yeTbCA FOCTPUM MOYATKOM
3HUXKEHHSA roCTPOTY 30pYy abo 60/1H0 B 04ax i 3a3BMyali PO3BUBAETLCA NPOTArOM MepPiofy Bif KisIlbKOX FOAMH A0 KifIbKOX TUXKHIB Bifl NOYaTKY 3aCTOCYBaHHA npenapary.
HenikoBaHa rocrpa 3akpuMTOKYTOBa r/fiaykoMa MOXe Mpu3BOAMTU [0 He3BOPOTHOI BTpaTy 30py. MepBuHHI NiKyBa/ibHI 3aX04u nepefbadvaloTb BIAMIHY npenaparty
siKkoMora LweuaLle. Y BUMNagKy SKLLO BHYTPILUHbOOYHUIA TUCK 3a/IMWINUTLCA NICAA LbOro HEKOHTPObOBaHUM, MOXE 3HAL0OUTUCS 3BAXMUTW LOLIbHICTL HeraHoro
MeAMKaMeHTO3HOro abo XipypriyHoro BTpy4YaHHs. o (hakTopis pUsnKy po3BUTKY rocTpoT 3aKPUTOKYTOBOI M1ayKOMUMOXYTb HaNleXXaTu aneprisa Ha cynbdaHinamiam
abo neHiumniH B aHamHesi (4uB. po3ain «MobiuHiI peakuii»).



JNabopaTopHi JOCNIA>KEHHS

MpenapaT MOXe 3HMXXYBATW PiBeHb 1MoLy Y nnia3Mmi KpoBi. JlikyBaHHA npenapatoM Cif NPUNUHUTUA Nepes NpoBefeHHAM NabopaTopHOro 06CTEXEHHSA 3 METOH
OLIHKM (PYHKUIT napawmToBuaHnX 3a103. Liei nikapcbKuii 3acié 3aaTHUIA NiABMLLYBATX KOHLEHTPaLit0 BilbHOro 6inipy6iHy B CMpoBaTL,i KPOBI.

IHWi echekTW

Y nauieHTiB, SKi 3aCTOCOBYHOTb TiasuAHi AiypeTuKK, peakuil rinepyyTaMBOCTI MOXYTb CMOCTepiraTMcA HaBiTb Yy BUMNafKy BifACYTHOCTI NposBiB aneprii abo
OpOHXiafIbHOI aCTMU B aHamHe3i. € MOoBILOM/IEHHA NPO PO3BUTOK 3arOCTPEHHA ab0o MPOrpecyBaHHsA CUCTEMHOMO YepBOHOIO BOBYaKa MpW 3aCTOCYBaHHI TiasugHUX
AlypeTuKiB.

LJLonoMi>KHI pevyoBuHU

Liei nikapcbkuii 3aci6 MicTUTL 6apBHUK MOHCO 4R, AKMIA MOXE BUKIMKATYW aflepriyHi peakLuii.

3acTocyBaHHA Yy nepiof BariTHOCTI abo rofyBaHHs rpyagato.

BariTHicTb

JlikapcbKuiA 3aci6 NPOTMMOKa3aHO 3aCTOCOBYBATW BariTHUM abo XXiHKaM, SKi NAaHykTb 3aBariTHITU. AKWO Nig Yac NikyBaHHSA UMM 3ac060M NiATBEPMKYETLCA
BariTHICTb, MOro 3aCTOCyBaHHA HEOOXiAHO HEramHO NPUNUHUTK | 3aMiHUTU IHLLUM NTIKAPCbKUM 3aC060M, JO3BO/IEHUM [10 3aCTOCYBaHHSA Y BariTHUX.

[Mepiof rogyBaHHA rpyaato

AHTaroHicTw peuenTopis aHrioTeHsuHy I (APAII)

IHhopMaLlisi Loa0 3acTocyBaHHs npenapaty J1o3an® Mntoc nig yac rofyBaHHA rpyaato BiACYTHS, TOMY HE PEKOMEHYETbCS 3aCTOCOBYBATY Npenapart y Leli nepiog.
BaxkaHo nigibpaTtn anbTepHaTUBHMIA Npenapar 3 6i/bL cTabinbHUM NpodisemM 6e3nekn 415 3aCTOCYBaHHA Nif Yac rogyBaHHSA rpyaaro, 0c06/1MBO HOBOHAPOKEHNX Ta
HEAO0HOLLEHNX AiTeN.

ligpoxnopoTiasng

FigpoxnopoTiasng eKCKPeTYETbCA Y TpyAHe MOSIOKO MOAMHW Y HEBEeNWKIN KiNbKOCTi. Tiasuanm y BMCOKMX [03aX, BUK/IMKAKUM 306iMbLUEHHS Aiypesy, MOXYTb
MPUrHiYYBaTK CEKPeLito FpyaHOro Mo/oKa. 3acTocyBaHHs npenapaty J1o3an® IMntoc y nepiof rogyBaHHs rpyaato He pekoMeHayeTbes. Akuio Jlozan® Mntoc Bee X
TaKu 3aCTOCOBYETLCA Y Ll Nepio, oro fo3a NOBMHHA 6y TY AKOMOra HUXKYOK, HACKINIbKN Lie MOXX/IMBO.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMKU MeXaHi3mamu.

JocniipkeHHs LWOAO BMBYEHHS BNAMBY MperapaTty Ha 34aTHICTb KepyBaTW TPaHCMOPTHWMM 3acobaMu Ta MpautoBaTy 3 MexaHismamu He nposogunucs. OpHak
nauieHTam, fiKi N1aHyTb KepyBaTy TPaHCMOPTOM abo npautoBaTh 3 MexaHi3mamu, Cig nam’ataTu, WO Ha T/i aHTUTINepTeH3NBHOT Tepanii iHOAI MOXYTb BUHUKATK
3arnamopoyeHHs abo COHNMBICTb, 30KpPeMa Ha NnoyaTKy NiKyBaHHS Ta npw 36i/bLUeHHI 103K.

Cniocib 3acTocyBaHHA Ta [03W.

No3an® Moc MoXHa 3aCTOCOBYBATU HE3a/EXHO Bifl BXXMBaHHSA DKi. TabNeTKy CAif KOBTATY LiNO, 3anm1BatoUn CKNSHKO BOAW.

ApTepianbHa rinepTeHsis

Komb6iHauis nosaptaHy Ta rigpoxnopoTiasnay He Mpu3HaveHa A8 3aCTOCYBaHHA Yy SKOCTI Mo4yaTKoOBOI Tepanil. BoHa nokas3aHa TifIbKM NauieHTaM, Y AKUX
apTepia/ibHUA TUCK He BAAETLCA afleKBAaTHO KOHTPO/IOBATK 3a A0NOMOror MOHOTepanii /103apTaHOM Kanito abo MOHOTepanii rigpoxnopoTia3naom. PEKOMeHAYETLCS
3MIACHATU TUTPYBaHHA [03M AN KOXHOrO KOMMOHEHTa OKpPeMO (4nA no3apTaHy Ta rigpoxnopotiasugy). Y KAIHIYHO NPUAHATHUX BUNAAKax [LOUiNbHICTb
6e3nocepeiHLOr0 nepexofy Bif MoOHOTepanii 40 (hiKCOBaHOT KOMOIHALiT MOXe pPo3rnsfaTncs y NauieHTiB, Y AKUX He BAAETLCH HaIeXHUM YMHOM KOHTPO/IOBATU
piBEHb apTepiaibHOro TUCKY.

3BnyaliHa migTpymMytoya aosa — 1 Tabnetka 1 pa3 Ha Aoby. [N nauieHTiB 6e3 ageKBaTHOI TepaneBTMYHOI BIAMOBIAI A03a npenapaTy MoXke 6yTu 36inblueHa Ao 2




Tabnetok 1 pa3 Ha fo6y.

MakcumarnbHa fo3a — 2 TabneTkun 1 pas Ha fo6y. 3a3Buyali CTabifibHWiIA aHTUTINEPTEH3VBHUIA ePEKT AOCATaETLCA NPOTAroM 3-4 TUXKHIB Bif, MOYATKY /TiKyBaHHS.
3acToCyBaHHA NaLieHTaM i3 NopyLeHHAMM (PYHKLIT HUPOK Ta nalieHTaM, siKi nepebyBatoTh Ha remogianisi

Y naui€eHTIB i3 MOMIPHUMW MOPYLLUEHHAMU (PYHKLIT HUPOK (TOBTO KoM KNipeHC KpeaTuHiHY cTaHoBUTb 30-50 MA/XBUAMHY) KOPeKLis MoYaTKOBOI 403K He MOTpPiOHa.
He pekoMeHyeTbCst 3aCTOCOBYBaTK TabneTKn, SKi MICTATb /103apTaH Ta rigpoxnopoTiasug, nauieHTam, ski nepebyBatoTb Ha remopianisi. He cnif 3actocoByBaTtu
No3zan® ntoc naieHTam i3 THKKAMU NOPYLUEHHAMU (DYHKLLIT HPOK (TOBTO KON KTipeHe KpeaTuHiHy < 30 MA/XBUAMHY) (AMB. po3ain «poTUMNOKa3aHHS>).
3acTOoCyBaHHA NaLieHTaM i3 BHY TPiLUHbOCYAVHHO FiNOBONEMIEID

Mepen TM ik 3acTocoByBaTy JS103an® IMntoc, Heo6XiAHO CNOYATKY BifIKOPUTYBaTM BHYTPILLHLOCYAMHHY TiNOBOMEMiO Ta/a6o rinoHaTpieMito.

3acTOoCyBaHHA NaLieHTaM i3 NOPYLUEHHAMMW DYHKLIT NeYiHKK

No3an® Mntoc NpoTMNoKasaHuii NaLieHTam i3 TKKUMM NOPYLLEHHAMMW QYHKLT nedyiHky (auB. po3ain «MpoTUMNoKasaHHs»).

3acTocyBaHHA NauieHTam NiTHHOro BiKy

Mpu 3acToCyBaHHI Npenapaty MiTHIM NalieHTaM KOpeKList 403K 3a3B1Yail He NOTPi6GHa.

3acTocyBaHHA AITAM

[ocBia 3acTocyBaHHSA nNpenapaty AiTAM Ta NigniTKaM BiACYTHIl, TOMY Npenapar He CNif 3acTOCOBYBaT Liid KaTeropii nauieHTiB.

aiTn.
Be3neka Ta e(heKTUBHICTb 3aCTOCYBaHHA Npenapaty AiTam Ta nifniTkam He BCTaHOB/MeHi, Tomy J103an® Mntoc He cnif 3aCTOCOBYBATY Ljili KaTeropii naLlieHTiB.

Nepeno3yBaHHSA.

Hemae faHux npo crieuudiyHe NikyBaHHA Mepefo3yBaHHS MnpenapaTtoM. Y pasi nepefo3yBaHHA Tepanito CAif NPUNMHUTK, a 3a MauieHTOM Chif BCTaHOBUTU
CMOCTEPEXEHHS. AKLLO0 npenapaT NPUAHATO HEeL0AaBHO, NOTPIOHO BUKIMKATK G1H0BAHHS i BXXUTUW 3aX0AiB, CIPAMOBaHMX Ha YCYHeHHs Aerigpatauii, eneKTponiTHUX
MopYLLEHb, NEYiHKOBOT KOMM Ta apTepiasibHOI rinoTeH3il. JTikyBaHHS CUMNTOMaTUYHE i MIATPUMYHOYeE.

NosapTaH

[JaHi npo nepeno3yBaHHsA npenapaty Yy Noaen 06MexxeHi. HaiiMoBIpHILLIMMUK NposiBaMu Nepefo3yBaHHS € apTepiasibHa rinoTeH3is, Taxikapais; 6pagukapais Moxe
Oy TV HacniAKOM napacumnaTuyHol (BarycHor) CTUMy nsuiil. Y BUNagKy CUMNTOMaTUYHOT apTepiaibHOI rinoTeHsil nokasaHa NigTpuMmytoda Tepanis. SlosapTaH i noro
aKTUBHMWIN MeTaboNIT He BUAANAKOTLCA LLASXOM reMogianiay.

ligpoxnopoTiasng

HaliuacTiwi cumnTomMy nepefo3yBaHHS € HacnigKoM AeiumTy enekTponitie (rinokaniemis, rinoxnopemisi, rinoHatpiemis) i gerigpatauii BHacNifgoK HagMipHOro
ceyoBugineHHs (noniypis, onirypis), abo aHypis, ankanos, NigBuLLEHNI PiBeHb a30Ty CEYOBUHU KPOBI (B OCHOBHOMY HMPKOBA HeLOCTaTHICTb). [pu ogHovacHOMY
NPUNOMI CepueBMX TIKO3MAIB TiMoKanieMis MOXe CNPUUYUHUTIL MOCUNEHHS apuUTMIl, Taxikapito, apTepianbHy FiNOTEH3it0, LWOK, TaKoX MOXYTb CrocTepiratuncs
cnabkicTb, HyfoTa, 6/110BaHHS, cripara, CnyTaHiCTb CBIAOMOCTI, 3anamopoYeHHs, crnasMmn M’s3iB, NapecTesisi, BUCHXKEHHS, po3naaun ceifgomocTi. [MigpoxnopoTiang
BUAANSETLCA LUASXOM remogianiay, npote CTyniHb BUAANEHHS He BCTaHOB/IEHWIA.

Mo6iuHI peakuii.

HebaxaHi peakuii nepeniyeHi HMxX4Ye BigNOBIAHO A0 KaTeropili «Cuctema-OpraH-Knac» Ta 4acTOTM IXHbOrO BUHWKHEHHS, Sika BU3Hayaiaca BiANOBIAHO A0 TaKuX
KpuTepiis: gyxe yacto (= 1/10); yvacto (Big = 1/100 po < 1/10); HevacTo (Big = 1/21000 go < 1/100); pigko (Big = 1/10 000 go < 1/1000); gy»xe pigko (< 1/10 000);
yacToTa HeBioMa (He MOXke 6yTK OLiHEHA Ha OCHOBI HasiBHUX [JaHWX).

Y KNiHIYHUX AOCNIMKEHHSX KanieBOl CONi no3apTaHy Ta rigpoxnopoTia3uiy He CrocTepiranocs XOoAHUX HebaKaHUX peakuid, cneum@iyHnX ang KoMo6iHauii Lumx



AIH0YMX peyvoBMH. BussreHi nobivHi peakuii 0O6MexyBasMcs Takumu, NpPo SKi MOBIAOMANOCA paHille Mpy 3acTOCyBaHHI io3apTaHy Ta/abo rigpoxsiopoTiasngy
OKpemo.

Y npoueci KOHTPO/IbOBaHMX KNIHIYHUX JOCNIMLKEHb NPU NEPBUHHIV apTepiasibHil rinepTeHsii 3anamopoyeHHs 6y/10 EAMHOK NOB’A3aHOK0 i3 NPUAOMOM NpenapaTy
NoGIYHOO peakLieto, YacToTa SKOI NepeBuLLYyBania Taky npu npuiioMi nnaue6o y 1 % ab6o 6inblue nayieHTiB, AKi NpuiiMany no3apTaH Ta rigpoxaiopoTiasung.

Y npoueci NoCTMapKeTUHIOBOr0 3aCTOCYBaHHS NpenapaTty NoBifAoM/IAN0Cs NPO Taki NO6iYHI peakuii Ha 03apTaH Kanito/rigpoxnopoTiasna,.

3 60Ky renaTobiniapHoOi CUCTEMU: PILKO — renatuT

Pe3ynbTaTu JOCNiA>KeHb: PiAKO — rinepkanieMis, 36i/bLLUEHHS PiBHA afaHiHaMiHOTpaHchepasun (AJIT).

[oaaTkoBi MOGIYHI peakLii, AKi crnocTepiranmMcs Npu 3acToCyBaHHI OAHIET 3 Ait0YMX PEYOBUH MpenapaTy OKPEMO Ta AKi MOTEHLUIAHO MOXYTb BUHUKATK MNpw
3acToCyBaHHI KOMOIHALiT 103apTaHy/riApoX0poTiasnay, BKIYatoTh:

[Mo6iYHI peakLii, NOB’s3aHi 3 103apPTaHOM

Y npoueci KNiHIYHMX JoCNifKeHb Ta Nif Yac nicnapeecTpayiiniHOro 3acTocyBaHHs f103apTaHy NOBIJOM/IANOCA NPO Taki HebaKaHi peakwit:

3 60Ky KpOBi Ta NnimghaTUYHOI CUCTEMM: HEYACTO — aHeMis, nypnypa LLeHnsaiiHa-IeHoXa, eKXiMO3, FemMoni3; YactoTa HeBigoMa — TPOMOOLMTOMEHISA.

3 6OKY IMYHHOI CMCTEMU: PiaKO — peakLil rinepyuyTAnBOCTI (BKIKOUAOUM aHaiNaKTUYHI peakLii, aHriOHEBPOTUYHMIA HabPSAK, HAOPSK ropTaHi Ta ro/locoBUX 3B’S30K,
L0 NPU3BOAUTL L0 O6CTPYKLIT AUXa/IbHUX LINAXIB, Ta/abo HabpaK 06nmnyys, ry6, rnoTku i/abo s3mka). Mpo aHrioHeBPOTUYHUIA HAOPAK Y AeAKUX i3 LMX MauieHTiB
MOBIAOMNANOCA Y MUHY/IOMY Y 3B’S3KY i3 3aCTOCYBaHHAM IHLUMX NIKAPCbKMX 3ac006iB, Y TOMY Ynchi iHri6iTopis AlMd.

MeTaboniuHi Ta animeHTapHi po3naan: HeYacTo — BiACYTHICTb aneTuTy, nogarpa.

3 60Ky MCUXiKKM: YacTO — BE3COHHSA; HeYacTo — TPUMBOXKHICTb, TPMBOXHWIA PO3/aj, NaHiYHWIA po3nag, ChayTaHICTb CBIAOMOCTI, Aenpecis, He3BUYHI CHOBULIHHS,
MOPYLUEHHS CHY, COHNMBICTb, MOPYLUEHHSA Nam’aTi.

3 60Ky HEpBOBOI CUCTEMU: YacTO — rO/IOBHUI 6iflb, 3aMaMOPOYEHHS; HEYACTO — HEPBO3HICTb, MapecTesis, nepupepuyHa Heiponaris, TPEMOP, MirpeHb, CUHKONE;
yacToTa HeBioMa — MCreB3is.

3 60Ky opraHis 30py: HEYaCTO — HEYITKICTb 30pY, Big4yTTA NeviHHA ab0 NOKOJIOBAHHSA B 04aX, KOH’FOHKTUBIT, 3HVXXEHHS FOCTPOTU 30pY.

3 60Ky opraHis cnyxy Ta piBHOBaru: HeYacTo — BEPTUIO, BIAYYTTSA LUYMY/A3BOHY Y ByXax.

3 BOKy cepusi: HeyacTo — apTepia/sibHa riMoTeH3id, OpTOCTaTUYHA apTepiasibHa rinoTeH3is, CTepHanrisa, CTeHOKapfis, aTpioBeHTPUKYNApHa 6nokaga Il cTyneHs,
LiepebpoBacKynsipHi po3naan, iHGapKT MioKapda, nocuneHe cepuebuTTs, apuTtmii (ibpunauisa nepefcepab, CUHycoBa OpaauKapgis, Taxikapfisi, LWIyHOYKOoBa
Taxikapaisa, pibpunavis WiyHouKIB).

3 6OKY CyaMH: HeYyacTo — BacKy/iT; YacToTa HeBiloMa — 40303a/1eXKHI OPTOCTaTUYHI ePEKTMN.

3 60Ky pecnipaTOpHOI CUCTEMW, TPYAHOI KNITKN Ta CepefoCTIHHA: 4YacTo — Kallenb, TH(eKUii BEePXHIX AUXanbHUX LWNAXIB, 3aKNafeHICTb HOCa, CUMHYCUT,
MopyLUeHHs 3 60Ky NPUAATKOBKX Ma3yxX HOCA; HeyacTo — BifuyTTd AWCKOMGOPTY Y rAOTLI, PapuHIIT, NApUHTIT, 3a4MLIKa, BPOHXIT, HOCOBA KpOBOTeYa, PUHIT,
3aCTiNHI ABMLWA Y AMXaNbHUX LWNAXaX | NereHsx.

3 60Ky LLNYHKOBO-KMLLIKOBOrO TPaKTY: 4acTo — 6ifb Y XMBOTI, HyAOTa, Aiapes, Aucnencis; Heyacto — 3anop, 3y6HWi Bifb, CyXiCTb y pOTi, METEOPU3M, FacTpuT,
G/1H0BaHHSA, KMLLIKOBA HEMPOXIAHICTb; YacToTa HeBifjloMa — MaHKpeaTuT.

3 60Ky renaTo6iniapHOi CUCTEMU: YacTOTa HEBIOMa — BiAXWNEHHS Bif, HOPMU 3 6OKY NMOKa3HMKIB (DYHKLLIT NeYiHKN.

3 60Ky LWKIpKM Ta NiAWKIPHOT KNITKOBUHW: HEYacTo — asioneLid, AepMaTuT, CyXiCTb LUKIpU, epuTemMa, NMOYEepPBOHIHHA LUKIpKW, NiABMLLEHA YYTIMBICTL LO CBITNA,
CBepOIHHSA, BUCUMAHHSA, KPOMUB’iHKa, HafMipHa MiTNMBICTb.

3 60Ky OMOPHO-PYX0BOr0 anapaTy Ta CnoMyYHOI TKaHWUHKU: 4acTo — M’S30Bi cras3mu, 6inb y CnvHi, 6ifb y HOrax, Mianrisi; Heyacto — 6iflb Y pykax, Habpsik cyrno6is,
6iflb y KoniHax, M’A30B0O-CKeNETHUIA Gifb, 6ifb Y Nnievax, BigUyTTA CKyTOCTi, apTpasris, apTpuT, 6ifb y KynbLIOBKUX cyrnobax, pibpomianris, M’a308a CnabKicTb;
yacToTa HeBigoMa — pabaomionis.

3 60Ky HMPOK Ta CeyoBMBILHMX LUMAXIB: 4acTO — MOPYLUEHHS (YHKUIT HUPOK, HUPKOBA HELOCTATHICTb;, HEYacTO — HIKTYpif, YacTe CeYOBUMYCKAHHA, THMEKLT




CEeYOBWBILHUX LLNAXIB.

3 60Ky penpoayKTVBHOT CUCTEMU Ta MOMIOYHMX 3a/103: HEYACTO — 3HVDKEHHS NibIA0, epeKTUNbHA ANCHYHKLIS/IMNOTEHLS.

3arasibHi posnagn Ta peakuil y MiCli BBeEHHS: 4acTo — acTeHis, MigBuLleHa BTOM/IIOBAHICTb, 6inb Yy rpyasax; HeYacTo — Habpsik 06M4Ys, HabpsK, MigBULLEHHS
Temnepatypm Tina; YactoTa HeBifloMa — rpunonogioHi CUMNTOMU, 3arajibHe He3[y>KaHHS.

Pe3ynbTaTKn AOCNIA>KEHb: 4acTO — Trinepkaniemis, HEBE/IMKE 3HVKEHHS reMaTOKPUTHOIO 4Yucna Ta PiBHA remornobiHy, rinornikemis; HeyacTo — HeBeNnKe
MiABWLLEHHS PIBHIB CEYOBMHU Ta KpeaTWMHIHY B CMPOBATLi KPOBI; AyXe piaKo — NiABULLEHHSA PIBHIB NeYiHKOBUX (hepMeHTIB Ta 6inipy6iHy; YacTtoTa HeBigoMa —
rinoHaTpiemis.

[Mo6iYHI peakLii, NOB’A3aHi 3 riApox10poTiasnaom

[l06POSAKICHI, 3N0SIKICHI Ta Hey TOYHEHI HOBOYTBOPEHHA (B T.4. KICTW Ta nofinu): yactoTa HeBigoMa — HEMeNaHOMHUIA paK LWKipwn (6a3a1bHO-KNITUHHA KapLMHOMA i
NNOCKOKNITUHHA KapLuuHOMa).

3 60Ky KpoBi Ta NiM(PaTUYHOI CUCTEMMW: HEYyacTo — arpaHy/iouuTo3, annacTUyHa aHemis, reMoniTMYHa aHeMisi, NeiiKoneHis, nypnypa, TPOMOOLMTOMEHIS,
HeMTponeHis.

3 60Ky IMYHHOT CUCTEMM: PiKO — aHaiNaKTUYHI peakLii, aHathiNnaKTUYHWIA LLIOK.

3 OOKy 0OMiHY pPeyoBMH | XapyyBaHHA: HEYacTO — BIACYTHICTb aneTuTy, aHOPEKCIsA, TinepriikeMis, MPUrHiYeHHs KPOBOTBOPEHHS, TiMepypuKeMmis, rinomarHiemis,
rinokaniemis, rinoHaTpieMis, rinepkanbLieMis, MPu 3aCTOCYBaHHI BUCOKNX 03 MOX/IMBE MiABULLEHHSA PIBHSA MiNiAiB KPOBI.

3 6OKY MCUXIKN: HEYACTO — GE3COHHS.

3 60Ky HepBOBOI CUCTEMMU: HacTo — Ledanris (ronoBHUIA Ginb).

3 60Ky opraHis 30py: HeYacTO — TPaH3MTOPHA HEYITKICTb 30pYy, KCAHTOMCISA; 4acToTa HeBiZjOMa — rocTpa Mionis, BTOPUHHA rocTpa 3aKpUTOKYTOBA r1aykKoma.

3 60Ky CyfiH: HeYacTO — HEKPOTU3YHOUMI aHTiTT (BaCKY T, LUKIPHWUIA BACKYNIT).

3 60Ky pecnipaTOpHOI cMcTeMU, FPYAHOT KNI TKM Ta CepeaoCTiHHA: HEeYacTo — PecnipaTopHUIA AUCTPEC, Y TOMY YMCAI MHEBMOHIT Ta HabPsIK NEreHiB.

3 60Ky LLYHKOBO-KWLLIKOBOIO TPaKTY: HEYaCTO — Cia/loafieHiT, CyXiCTb Y pOTi, Cnasmu, NofpasHeHHs CNM30BOT 060MI0HKY LWUMYHKa, Hy0Ta, 6/1t0BaHHS, diapes, 3anop.
3 60Ky renaTob6iniapHOT CUCTEMU: HeYaCTO — XOBTAHULA (BHYTPILLHbOMNEYIHKOBUI X0MecTas), XOMeUMCTUT, NaHKPeaTuT, rinoX10pemMiuyHMin ankanos, Wo MOoXxe
IHAYKYBaTW NeYiHKOBY eHLehanonarito abo neyviHKOBY KOMY.

3 60Ky LWKipyn Ta MiAgWKIPHOT KNITKOBMHW: HeYyacTo — NiABWLLEHa YYTAMBICTb [0 CBiTNa, KPOMMB’SIHKA, TOKCUYHWIA enifepManbHUA HEeKponi3, CUHAPOM
CriBeHca—/[>XOHCOHa; YacToTa HeBijoMa — LLUKIPHWUIA YepBOHWIA BOBYAK.

3 60Ky ONOPHO-PYX0BOro anapaTy Ta Cnoay4yHOT TKaHWHU: HEYacTo — M’A30Bi CrasMu, CyA0MU.

3 60Ky HMPOK Ta CevoBMBIAHMX LLNSXIB: HEYACTO — FIKOKO3YPIA, iIHTEpCTULiaIbHUIA HEePPUT, HUPKOBA AUCHYHKL IS, HUPKOBA HEAOCTATHICTb, 3HUKEHHS TONEPaHTHOCTI
[0 T/IFOKO3MW.

3 60Ky penpoayKTVBHOT CUCTEMU: epeKTUIbHA ANCHYHKLIS/IMMNOTEHLLIA.

3arasibHi po3naimn Ta peakuil y MiCLi BBEAEHHS: HEeYacTo — NiABULLEHHSA TeMnepaTypu Tifa, Xap, 3anaMmopoYeHHs.

Onunc OKpeMmnx Heba>KaHMX peakLii

HemenaHOMHMIA pakK LUKipW: Ha MigcTaBi HasBHWUX AaHMX €enigemionoriyHnMX AOCNIMKEHb CrOCTEPIraeTbCs KyMYNSTUBHUIA [0303a/1EXHMI 3B°A30K MiXK XT3 i
HMPLL (guB. Takox po3ainm «OcobnnBOCTI 3aCTOCYBaHHA» Ta «PapMakoAMHaMIKa).

[MoBigOMNEHHS NPO NifO3PKOBaHI NOBIYHI peakLil

MoBifOMMEHHA NP0 Nifo3proBaHi NOGIYHI peakLil nicns 3aTBEpPAYKEHHS NiKapPCbKOro 3acoby € BaXXIMBOK Npoueayporo. Lie [103BoNSE NPOLOBXKYBATY MOHITOPUHT
CMNiBBIAHOLLEHHA «KOPUCTL/PU3NK>» A1 AaHOro NiKapCbKoro 3acoby. MeanyHi npauiBHUKA MarTb MOBIAOMAATM MPO YCi Mifo3ptoBaHi HebaxaHi peakuii yepes
HaLiOHa/IbHY CUCTEMY MOBILOM/IEHb.




TepMiH NpUAATHOCTI. 2 POKMW.

YMmoBu 36epiraHHsA. 36epiratv B opuriHanbHili ynakosui, B HEAOCTYNHOMY An1st AiTel micui npu Temnepatypi He Buuye 30 °C.
HecymicHicTb. Hesigoma.

YnakoBka. Ne 10, Ne 30 (10x3), Ne 30 (15x2), Ne 90 (10x9), Ne 90 (15x6):

no 10 TabneTok y 6nictepi; no 1, 3 abo 9 6nicTepiB y KapTOHHI KOPOOL;

no 15 tabnetok y 6nictepi; no 2 abo 6 6/icTepiB y KAPTOHHI KOpo6Li.

KaTteropis Bignycky. 3a peLentom.

BupobHuK.
TOB «3eHTiBa».

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca Micusa NPoBafKeHHS MOro 4isiNIbHOCTI.
Y kabenosHu 130, 102 37 Mpara 10, AonHi Mexonynu, Yecbka Pecnybnika.

3afABHUK.
TOB «CaHo(i-ABeHTIC YKpaiHa».

MicLe3HaxomMkKeHHA 3asBHMKaA.
YKpaiHa, 01033, m. KuiB, Byn. XKunsaHcbka, 48-50A.



