Ckian

Oitoua peuoguHa: amnonuIliny 6ecunart; 1 Tabnetka MicTuTh 6,944 Mr aMJIOOUITIHY
Oecumnary, 110 eKBiBajleHTHO 5 MTr amnoaumniny; 1 Tabnetrka mictuth 13,889 Mr
aMJioguIiny 6ecunary, 110 eKBiBaJleHTHO 10 MI aMJIOHUIIiHY;

OONOMIJCHI peuoB8uHU: LIeII0JI03a MiKpOKPHUCTaligyHa, Kabllito rigpodocdart
0e3BOOHUM, HATPiI0 KPOXMabIIiKOIAT (TUIl A), MarHito crTeapar.

JIikapcbKa ¢opMma

Tabnetkn.
OcHOoBHI (pi3uKo-xiMiuHI 81acmMuBoCcmi:

mabaemku no 10 me: TtabmeTku Bifg 6iyioro mo Matizke 6i1oro Konbopy, y dopmi
cMaparma, 3 rpaBipyBaHHIM «AML-10» 3 omHOro 60Ky i morotumnom «Pfizer» - 3
1HIIIOT O;

abo TabmeTku Bim 6inmoro mo Maiixke 6ioro Konwopy, y popmi cmaparga, 3
rpaBipyBaHHAM «AML-10» 3 ogHOro 60Ky i 663 MapKyBaHHS - 3 iHIIIOTO.

@apMaKOTepaneBanHa rpyiia

CeJleKTHBHI aHTAroHICTHU KaJbllilo 3 IepeBaXXHUM BIIUBOM Ha cyguHu. Kog ATX C08C
AO1.

dapMaKoguHaMiKa

AwmrogumniH - aHTAroHICT Kasblliio (TToXimHe OUTigpoIipuauHYy), 1110 OJIOKYE
HaOXOO2KEeHHS 10HIB KaJbllil0 O MiOKapaa Ta A0 KJIITHH I'TagKuxX M’ sg3iB.

MexaHi3M TinmoTeH3UBHOI [Iil aMJIOOUITIHY 3yMOBJIeHHY 6e311ocepegHbOI0
pO3CnabiIio0Yol0 Oi€l0 Ha rIafKi M’ a3u cyauH. TOYHUYM MeXaHi3M aHTHaHTiHaJIbHOTO
edeKTy aMJIOOUIIiHy BU3HaYeHU HEJOCTAaTHbO, OOHAK HUXKYe3a3HaueHi epekTu
BifirparoTh IIE€BHY POJIb.

1. AMmoguniH po3MMUPIOE TepuepudHi apTepionau i TaKUM YUHOM 3HUXKYE
nepudepuyHnl OIip (IMoCTHaBaHTaxXeHHs). OCKINIbKYU CePLIeBUN PUTM
3aIuIIaeThCcsa cTabiMbHUM, 3HUKEHHS HaBaHTaXkKeHHS Ha ceplie MPU3BOAUTH IO
3HUKEHHS CIOXKMBaHHS eHeprii Ta moTpebu Miokapma B KHUCHI.

2. Po3mupeHHs rOJIOBHUX KOPOHapHUX apTepill Ta KOPOHAPHUX apTepion
(HopMaJIbHUX Ta illleMi30BaHMX), MOXKJ/INBO, TAaKOXK Bifirpa€ pojib y MexaHi3Mmi mil



amiiopuItiny. Take pO3MIUPEHHS NiABUIIYE HACUYEHICTh MioKapaa KUCHEM Yy
MalieHTiB 3i clta3aMoM KOpoHapHOI apTepil (cteHokapmis [TpuHiiMeTasna abo
BapiaHTHa CTEHOKapHis).

Y nanieHTiB 3 apTepianbHOIO TillepTEH3i€l0 3aCTOCYyBaHHsA npemnapaTty 1 pa3 Ha 7oy
3abe3medye KITiHIYHO 3Hauyllle 3HMKEHHS apTepialbHOT0 TUCKY MPOTATOM 24 TOOWH Y
MIOJIOKEHHI SIK JIexKadM, Tak i cTosg4uu. Yepes MOBIIbHUK MOYATOK il aMIOOUIIIHY
rocTpa apTepiajibHa TilIOTEH3is 3a3BUYal He CIIOCTEPIraeThCH.

Y narnieHTiB 3i cTeHOKapi€lo IIpu 3aCTOCyBaHHI ofHi€l ;0O0OBO1 O3U IIpenapary
MMiABUNIYETHCS 3arajibHUM Yac Qi3sMYHOro HaBaHTaXKEeHHS, Yac A0 II0YaTKy CTeHOoKapmil
i gac mo 1 mm genpecii cermeHTa ST. [IpenapaT 3HKWXKY€E 4aCTOTYy HamnafiB CTeHOKapmil
Ta 3MeHIIye nNoTpely y 3aCTOCYBaHHI HITPOTJIiLIEpUHY.

AMIToguMiH He aCOIil0ETHCS 3 OyOb-IKUMU IOOIYHUMU MeTaOOoTiYHUMHU OisiMu abo
3MiHaMu piBHJ JIiMiAiB y Iy1a3Mi KpPOBi 1 MOXKe 3aCTOCOBYBATHUCS IAllleHTaM 3 aCTMOIO,
IIYKPOBUM HiabeToM Ta IIogarpoio.

dapMaKOKiHeTHKa

BCMOKTYBaHHS/PO3MOMII.

[Ticns mepopaIbHOTO 3aCTOCYBAHHS TepaIlleBTUYHUX 03 aMJIOJUIIIH IIOCTYIIOBO
abcopOyeThes y nmna3mMy KpoBi. AGcosioTHa 6i010CTyIIHICTh HE3MiIHEHOI MOJIEKYIIU
CTaHOBUTH NMpubIu3Ho 64-80 %. MakcuManbHa KOHIIEHTPALlis y Mj1a3Mi KpoBi
OOCSTA€EThCA MPOTATOM 6-12 roamu micns 3acTocyBaHHSA. O6’eM pPO3MOOiy CTAaHOBUTH
npubnu3Ho 21 1/Kr; KOHCTaHTa gucolialil kuciaoTu (pKa) ammoguItiny CTaHOBUTS 8,6.
Iocmim»XeHHs in vitro IpoaeMOHCTPYBaJIH, 110 3B’ I3yBaHHS aMJIOOUNIHY 3 OinKaMu
IJIa3MU KPOBi CTaHOBUTH MpuOIu3Ho 97,5 %.

OmHOYaCHe BXKUWBAHHSA 1Ki He BIIJINBAa€E Ha BCMOKTYBaHHS aMJIOOUIIIHY.

MeTab01i3M/BUBENEHHSI.

INepion HaIiBBUBEIEHHS 3 MJIa3MU KPOBi CTAHOBUTL ITPHOI13HO 35-50 roguH.
PiBHOBaxkHa KOHIIEHTpAIlisl y MJIa3Mi KPOBi JOCATAETHCS ITicns 7-8 mHiB 6e3mepepBHOTO
3aCTOCYBaHHS IIpernapary. AMJIOOUIIIH TOJIOBHUM YUHOM MeTabo/Ii3yeThCs 3
YTBOPEHHSAM HeaKTUBHUX MeTabos1iTiB. bnu3bko 60 % BBegeHOl 03U BUBOOUTHCS i3
ceuero, npubmu3Ho 10 % 3 IKUX CTAaHOBUTH aMJIOAUIIIH Y HE3MiHEHOMY BUTJISAMI.

IlarieHTH JTITHHOTO BIKY.

Yac mocarHeHHS piBHOBaXXHUX KOHIIEHTpPAIlill aMJIOOUITIHY V IIJIa3Mi KpPOBi MOOiOHUN ¥
Mali€eHTiB JIITHBOTO BiKy Ta y OOPOCIUX HallieHTiB. KiipeHc aMI0OuIliny 3a3Buyan



Oemio 3HUKEeHUH, 1110 y HaIliEHTIB JIITHLOTO BiKy IPU3BOOUTE M0 30iJIbINT€HHS ITJIOIII ITifT
KPUBOIO «KOHIIeHTpalisg/4ac» (AUC) Ta nepiony HaniBBUBEOEHHS Ipemapary.

[MTamieHTH 3 DOopyHUIeHHSIM QYHKIIIN HUPOK.

Awmrnogunin eKCTeHCUBHO 6ioTpaHCHOPMYETHCS M0 HEaKTUBHUX MeTaboiTiB. 10 %
aMJIOOUIIiHY BUMINIAETLCS y HE3MiHEHOMY BUTJISALI 3 ceuelo. 3MiHU KOHIIEHTpallil
aMJIOOUITIIHY Y IJIa3Mi KPOBi He KOPEJIOI0Th 3i CTYIIeHEM IIOPYIIeHHS (PyHKITiM HUPOK.
[NTamienTaM i3 mOpyILIeHHSAM (QYHKIIIM HUPOK MOJKHAa 3aCTOCOBYBaTU 3BUYalHi J0O3U
aMJIOOUIIIHY. AMJIOOUIIIH HE BUOAJIIETHCA LIIAX0OM IOiali3y.

[TarieHTH 3 MOPVIIEeHHSIM OVHKITI DeYiHKH.

IndopmMmaliis 11040 3aCTOCYyBaHHS aMJIOAUITIHY HalliEHTaM i3 MopyIIeHHSIM QyHKITi1
MIeYiHKY OyKe oOMekKeHa. Y MallieHTiB i3 Ne4iHKOBOI HeOOCTaTHICTIO KITIpEHC
aMJIOOUITIHY 3HUKEHUMH, 1110 MPU3BOOUTH M0 30iIbIIIeHHSI TPUBAJIOCTI ITepiomy
HarmiBpo3mnaay Ta go 30inbuieHHss AUC npu6nu3nao Ha 40-60 %.

iTH.

HocnigkeHHs ¢papMaKOKIiHETUKM IIPOBOOUIIN 3 y4acTO 74 OiTeu 3 apTepialbHOIO
rimnepTeHnsieio BikoM Big 12 o 17 pokiB (Takoxk 34 mallieHTHU BiKOM Bifg 6 o 12 pokiB Ta
28 nanienTiB BikoM Bif 13 mo 17 pokiB), sKi 3aCTOCOBYBaiu aMJIOAUIIIH ¥ go3ax 1,25-
20 mr Ha mo0Oy 3a 1 a6o 3a 2 npuioMu. 3a3BU4Yal KJIipeHC IIPpU IepopabHOMY
3aCTOCYBaHHI OiTaAM BiKOM Bif 6 7o 12 pokis Ta Big 13 0o 17 pokiB ctaHOBUB 22,5 Ta
27,4 n/roguHY BIiONOBIOHO AJis XJIONMYUKIB 1 16,4 Ta 21,3 n/roguHy BiAIIOBIOAHO OJ1d
miB4aToK. CiocTepiraeTbcsi 3HaUYHa BapiaOenbHICTh €KCITO3UIlil Y Pi3HUX IAlli€HTiB.
IHdopMaliist 110m0 HallieHTiB BiKOM OO0 6 POKiB oOMezKeHa.

IToxka3aHHSA

e ApTepiasibHa rinepTeH3sid.
e XpoHiuHa cTabislbHA CTEHOKApPMis.
e BasocnmacTtuuHa cTeHOKaphis (cteHoKapmois [IpuHiiMeTana).

HpOTHHOKaSaHHSI

Bigoma mimBuilleHa 4y TIMBICTh OO OUTIAPOIiPUAOUHIB, aMJIOOUITIHY ab0 Mo OyOb-
SIKOT'O 1HIIIOTO KOMIIOHEHTAa IIpelapary.

ApTepiasnibHa TilIOTEH31A TAXKKOIO CTYIIEHH.

Illok (BKIIOYaO4YM KapOiOTeHHUU IIIOK).

OOGCTpyKIisi BUBIIHOTO TPaAKTY JIiIBOTO IIJIYHOYKA (HAaIpUKJIad CTEHO3 aOpTH
TS2KKOT'O CTYIIEH).



e 'emoguHaMiuHO HecTalbilbHa ceplleBa HEOOCTATHICTD IIiCJIg TOCTPOTO iHhapKTy
MioKapmaa.

B3aeMoqisi 3 iHIIHMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHIHM B3a€EMOIiN

Bnaue iHwux aikapcvkKux 3acobie Ha ama00UuniH.

HasaBHi mani momo 6e3me4YHOro 3aCTOCYBaHHS aMJIOOUITIHY 3 Tia3uOHUMU
niypetukamu, anbda-61okaTopamu, 6eta-61okaTopamMu, iHribitopamu AII®, HiTpaTaMu
ITPOJIOHTOBAHOI Ail, cCyOmiHrBambHOI0 (OPMOIO HiTPOTIIilIepUHY, HECTEPOIOHUMU
MMpOoTU3analbHUMU TiKapChbKUMM 3aco0aMu, aHTUOIOTUKAMU, OPaJIbHUMU
rirnorjaikeMiYHUMU JTiIKapChbKUMHU 3aCO0aMMU.

IaHi, oTpUMaHi y XOAl in vitro gOCJiAXKEeHb 13 I1JIa3MOI0 KPOBI1 JIIOOUHM, CBiAYaTh IIPO
BiCYTHICTb BIJIMBY aMJIOOUITIHY Ha 3B’sI3yBaHHS 3 OiTKaMM KPOBi JOCTiIXKyBaHUX
JIiKapchbKuX 3aco0iB (QUrokcuH, ¢peHiToiH, BapdapuH abo iHmoMeTalluH).

IH2i6imopu CYP3A4.

OmHOYacHe 3acTOCyBaHHs aMyioguIriHy Ta iHrioiTopiB CYP3A4 moTykHo1 abo rmoMipHOi1
mil (iHridiTopu mmpoTeas, a30JIbHI NPOTUTrPUOKOBi 3aco01, MaKpOIigu, TakKi K
epUTPOMIIIUH ab0 KITapuUTPOMIlIMH, BeparaMin abo aunTiazemM) MoxKe ITPU3BECTHU [0
3HAYYIIOT0 HiABUIIIEHHS €KCIO3UIlil aMJIOOUIIIHY, III0 TAKOXK MOKe IPU3BECTHU IO
MigBUILIEHHSI PU3UKY BUHUKHEHHS rinoTeH3il. KiTiHiuHe 3Ha4YeHHS TaKUX 3MiH MOXKe
OyTu OinbIll BUpaKeHUM Y IMalli€HTIB JIITHHOTO BiKy. Moxke OyTU HeOOXiZHUM KIIiHidHe
CIIOCTEepPeKEeHHs 3a CTAaHOM MalliEHTa Ta nigbip mo3u.

He pekoMeHOy€ETHCS OOHOYACHO 3aCTOCOBYBATU aMJIOAUIIIH Ta rpeundpyTu abo
rpeunpyTOBU CiK, OCKITbKY Y OeSKUX IalliEHTiB 6i0J0CTYIIHICTh aMIOAUNIIHY MOXKe
MiABUITYBATHUCSH, 1[0, Y CBOIO Yepry, IPU3BOOUTH OO0 IOCUJIEHHS TiMMOTEH3UBHOI Ail.

Indykmopu CYP3A4.

KoH1leHTpania aMaoguiiny B Ijia3Mi MOXKe 3MIHIOBATUCH ITiCJIsI OOHOYACHOT O
3acTocyBaHHA BigoMux iHOyKTOopiB CYP3A4. Tomy Ciif IPOBOOUTU MOHITOPUHT
apTepiarbHOrO THUCKY i KOperyBaTHu 03y 3 ypaXyBaHHSIM OOHOYACHOI'O MIPUNOMY ITUX
JIiIKapChbKUX 3aCc00iB K BIIPOMOBIK TaK i ITiCJIsI CYyIMyTHLOTO JIiKyBaHHS, 0COOJIUBO I1ie
cTocyeTbest cunbHUX iHOyKTOPiB CYP3A4 (Hampukian, pudamnoinuHy, 3Bipo6oio
3BUYAaUHOIO).

IanmpoaeH (iHdy3ii).

Y TBapuH crnocTepirajaucs IUIyHOYKOBI piOpussdiii 3 meTaIbHUM HACIiIKOM Ta
CepleBO-CYOUHHUU KOJIallC, 110 aCOLil0BaJIUCS 3 rinepKajiieMi€ro, Hiciasa 3aCTOCyBaHHSA



BepalaMily Ta JaHTPOJIeHy BHYTPIIIHBOBEHHO. Yepe3 pU3UK PO3BUTKY TillepKajieMil
PEKOMEHIOBAHO YHUKATH 3aCTOCYBaHHS 0JI0KATOPIiB KaJIbITiEBUX KaHaJliB, TAKUX SIK
aMJIOOUITiH, CXUJIBHUM OO0 3JI0SKICHOI rimeptepMil nailieHTaM Ta IIpY JTiKyBaHHI
3JI05IKiCHOI rinmeprepmil.

Bnaue amao0uniHy Ha iHWi aikapcvki 3acobu.

lNnoteH3mBHUU e(heKT aMJIOOUNIHY ITOTEHIIIIOE TIMOTEH3UBHUMN e(PEeKT iHIInX
AHTUTITIEPTEH3UBHUX 3ac00iB.

Takpoaimyc.

IcHye pyU3UK HigBUILIIEHHS PiBHIB TAaKPOJIIMYyCYy B KPOBi IIPYU OOHOYAaCHOMY 3aCTOCYBaHHI
3 aMJIOOUITIHOM, OOHAK (PapMaKOKiHETUYHUYM MexXaHi3M TaKol B3aEMO/Iil ITOBHICTIO He
BcTaHOBIEHO. [[106 YHUKHYTU TOKCUYHOCTI TAKPOJIIMyCy, TIPU CyTyTHbOMY
3aCTOCYBaHHI aMJIOOUIIIHY MallieHTaM, Ki IpUUMalTh TaKPOJIIMYC, CJIi IPOBOOUTHU
PETYNSAPHUN MOHITOPUHT PiBHIB TaKpOJIiMyCy B KPOBi Ta, y pa3i HeoOXimHOCTI,
KOpUT'yBaTHU 003y TAaKPOJIIMYCY.

mTOR inriéitopu (mammalian target of rapamycin - MilieHi panaMilluHy y CCaBIIiB).

Taki mTOR iHri6iTopu, IK CUPOJIIMyC, TEMCHUPOJIIMYC i eBepoJiiMyc € cyOcTpaTaMu
CYP3A. AMmnonunin € cnabkuMm inrioitopom CYP3A. IIpu ogHOYacHOMY
3acTocyBaHHi ammoguIriny 3 mTOR iHri6iTopaMu BiH MOKe ITOCHJIIOBATH BIIJIUB
OCTaHHIX.

IukaocnopuH.

IocnigKeHb B3a€EMO[ii LIMKJIOCIIOPUHY Ta aMJIOOUIIiIHY IIPX 3aCTOCYyBaHHI 3MOPOBUM
DOoOPOBONBISAIM ab0 B iHIIUX IPyHax He IIPOBOOUIIM, 3a BUHATKOM 3aCTOCYBaHHS
HallieHTaM i3 TPaHCHOJIaHTOBaHOK HUPKOIO, YV IKMX CIIOCTEpPIiranocs MiHINBE
MigBUINIEHHS 3aJIMIIIKOBO]l KOHIIeHTpallil HUKIOCHOpUuHY (B cepemuboMy Ha 0-40 %).
IIJ1s1 TIalfieHTiB i3 TPaHCIIJIAaHTOBAHOI HUPKOIO, AKi 3aCTOCOBYIOTh aMJIOOUIIIH, CIIif
PO3TISTHYTH MOZKJIMBICTh MOHITOPUHTY KOHIIEHTPALIii IUKJIOCIIOPUHY Ta, V pa3i
HeOoOXigHOCTi, 3MEHIIUTH 03y ITUKJIOCIIOPUHY.

CumeBacmamuH.

OmHo4YacHe 3aCTOCYBaHHSA OaraTopa3oBUX 03 aMaonuminy 10 Mr Ta CMUMBacTaTHUHY B
no3i 80 Mr mpu3BOAMIIO OO0 30iNbIIIeHHS €KCIO3Ullil CUMBacTaTUHY Ha 77 % IOPiBHSHO
13 3aCTOCYBaHHSM JIMILle CUMBacTaTUHY. [[JIs mallleHTiB, SKi 3aCTOCOBYIOTh aMJIOAUIIIH,
O03y CUMBACTaTUHY ciimg ooMexutu no 20 Mr Ha mo0y.

Cunoenadin.



Opuopa3oBuii npuiioM 100 Mr cunmeHadiny nalieHTaMU 3 €CEHIliaTbHOIO
rinepTeH3i€l0 He BOJIMBAB Ha (papMaKOKiHETUKY amMuonuniny. [Ipu omHOYacHOMY
3aCTOCYBaHHi aMJIOOUITIHY Ta cuilgeHadiny B SKOCTi KOMOiHOBaHOI Tepalrii KoXKeH i3
npemnapariB NPOSBIISAB rinOTeH3UBHUYN e(DEKT He3aJIeXKHO Bif iHIIIOTO.

THwi nikapcvki 3acobu.

KniniuHi gocnigKeHHS B3a€MOZIl IpelapaTy IIoKa3aid, 10 aMJIOAUIIiH He BIJIMBAa€E Ha
dbapMaKOKiHETUKY aTOpBaCTaTUHY, MUTOKCUHY ab0 BaphapuHy.

EmaHon (ankoeonw).

OpmHopa3oBul Ta baratTopa3oBul npurioM 10 Mr aMJIOOUINIHY He MaB CyTTEBOTO BILJIUBY
Ha (papMakKOKiHETUKY €TaHOJIY.

CyMicHe 3aCTOCyBaHHS aMJIOOUIIIHY 3 UMETUOUHOM, HE MaJio BIJIUBY Ha
(bapMakoOKiHETUKY aMJIOOUITIHY.

CyMicHe 3aCTOCyBaHHA IIpenapariB ajlloMiHilo/MarHiio (aHTanuaiB) i3 pa3oBO 403010
aMJIOJUITIHY HEe MaJio CyTTEBOTO BIOJIMBY Ha (papMaKOKiHETHUKY aMJIOOUITIHY.

JlabopamopHi mecmu.

BrinuB Ha MOKa3HUKHU J1TaO0OPATOPHUX TECTiB HEBIHOMUMH.
Oco00/1MBOCTi 3aCTOCYBaHHSA

Be3neka Ta e()eKTUBHICTh 3aCTOCYBAHHS aMJIOOUIIIHY IIPU TiIEePTOHIYHOMY KpPHU3i He
OIIIHIOBAJINCH.

ITauieHmu i3 cepuesoi HedocmamHicmio.

IMaHill KaTeropil maIi€eHTiB aMJIOAUIIIH CJIiI 3aCTOCOBYBaTU 3 00€epPEkKHICTIO. Y X0mi
OOBTOTPUBAJIOTO ITalle00-KOHTPOJIBOBAHOI'O OJOCIIII?)KeHHSI y MalIliEHTIB i3 ceplieBoio
HEeOOCTaTHICTIO TAXKKOT0 cTyneHs (knac III ta IV 3a knacudikaiiero NYHA) npu
3aCTOCYBaHHi aMJIOOUITIHY YacTOTa BUIIAIKiB PO3BUTKY HaOPSKYy nereHb Oysa BUIIIOIO
MMOPiBHSHO i3 3acTOCyBaHHSM Ij1alie6o. [TallieHTaM i3 3acTiliHOIO0 CepIIeBOI0
HEeJIOCTAaTHICTIO 6JI0OKAaTOPHU KaJbIIiEBUX KaHAaJliB, BKJIIOYAlOYW aMJIOOUIIIH, CIIif
3aCTOCOBYBATHU 3 00€PEKHICTIO, OCKIJTbKM BOHM MOXKYTD ITiIBUIIYBAaTH PU3UK CEPIIEBO-
CYOWHHUX TOAiN Ta JieTalbHUX HACIIOKIB y MaOyTHHOMY.

ITauieHmu i3 nopyweHHAM PYHKUII neyiHKU.

[lepion HamiBBUBeOeHHs aMonulliny Ta napaMetrpu AUC Bulli y nmarji€eHTiB i3
MMOPYIIEeHHSAM (YHKIIIl TeYiHKW; peKOMeHIallili CTOCOBHO 403 IpelapaTy HeMae. ToMy



OaHil KaTeropil maIfieHTiB CJIif PO3MOYMHATH 3aCTOCYBaHHS IIpernapary i3 HalHUK4O0l
no3u. Crig 6yt 00epeXKHUMHU SIK Ha II0YaTKy 3aCTOCYBaHHS IIpemnapary, Tak i Imifg gac
30inbiIeHHs mo3u. [lalieHTaM i3 TAKKOI0 ITeYiHKOBOIO HEJOCTATHICTIO MOXKe OyTHu
HeOoOXiTHMM MOBiIbLHUY ITif0ip mo3u Ta peTelbHUM Harlasan 3a CTAHOM IIallieHTa.

ITauieHmu AiMHBLO20 BIKY.
306imbIIIyBaTH O3y IIperapaTy gaHil KaTeropil naimieHTiB ciig 3 o6epexxHiCcTIo.
ITauienmu i3 HUPKOBOI HedocmamHicmio.

IaHi KaTeropil maIfieHTiB CJIi 3aCTOCOBYBaTH 3BUYaliHi O34 IpenapaTry. 3MiHU
KOHIIEHTpallil aMJIOUIIiHY Y IJIa3Mi KPOBi He KOPEJioloTh 3i CTylIeHeM MOpYIleHb
(pyHKLiM HUPOK. AMJIOOUIIIH HEe BUAAISAETHCA MIJIAXOM Hiasli3y.

AMonuniH He BIJIMBA€E Ha pe3yJIbTaTH 1ab0paTOPHUX HOCTiIKEHb.

He pekoMeHOyeThCA 3aCTOCOBYBaTU aMJIOOUITIH pa3oM i3 rperndpyToM abo 3
rpeunGpyTOBUM COKOM, OCKIiNTbKY Y OeSKUX IalliEHTiB 6i0m0CTynHICTh MOXKe OyTU
30imbIleHa, 1110 IpU3Beae 00 IIOCUJIEHHS TiIOTEeH3UBHOT O eeKTy IIpernapary.

depmusibHIiCMb.

[ToBimoMisisiocss mpo 000POTHI OioXiMiYHI 3MiHM T'OJIOBKM CIlepMaTo30ia Y AesIKUX
MallieHTiB TP 3aCTOCyBaHHi 6JI0KATOPiB KanbllieBuX KaHaiB. Kiminiunoi indopmarrii
IIIOA0 TTOTEHIINHOTO BIJINBY aMJIOOUITIHY Ha (pepTUIbHICTE HEZOCTAaTHLO.

3maTHiCTH BIUIMBATH Ha HIBHIKICTHh peakllil mpu KepyBaHHiI aBTOTPaHCIOPTOM
a0o0 iHMMMHu MexaHi3ZMaMHu

AMonuniH MoXKe YMHUTH He3HauHMM a00 IMOMipHUY BIIJIUB Ha 3[aTHICTh KepyBaTHU
ABTOTPAHCIIOPTOM abo IIpalfoBaTH 3 iHIMMMH MeXaHi3MaMH.

[IIBuaOKicTh peakilil Moxke OyTU 3HUIKEHA IIPU HASIBHOCTiI TAKUX CUMIITOMIB 5K
3arraMOpOYeHHSs, TOJIOBHUM Oilb, CIIJIyTaHiCTh CBimoMocCTi abo HymoTa.

Cnig 0yTu o6epeXHUMHU, 0COOJIMBO Ha IMOYaTKy Teparil.
3acTocyBaHHs1 y niepion BariTHOCTi ad00 rogyBaHHs IPyaaio

Besneka 3acToCcyBaHHS aMJIOOUIIIHY XKIHKaM y IIepiof BariTHOCTLI He BCTaHOBJIEHA.

3acToCcoByBaTH aMJIOQUIIIH y IIePiof BariTHOCTI PEKOMEHOYETHCS JIUIIE V TUX
BUIIaKaX, KOJIM HeMa€ 0e3IMeYHilnol albTepHAaTUBU, a PU3UK, ITOB I3aHUM i3 caMUM
3aXBOPIOBaHHAM, IIepeBUIllye MOXKIIUBY IIIKOOY Bif JIIKyBaHHSA [JI MaTepi Ta Mioza.



Y xopi gocninzKeHb Ha TBapUHAaX IIPU 3aCTOCYBaHHI BUCOKUX 103 CIIOCTepiranacs
penponyKTUBHA TOKCUYHICTS.

ITepiod 200yB8aHHA 2py00t0. AMIIOOUIIIH BUAINISAETHCSA ¥ MaTEPUHCHKE MOJIOKO.
CriBBigHOIIIEHHS 0031, OTPHMMaHOl HOBOHAPOAXKEHUM Bill MaTepi, Y Mi2KKBapTUIILHOMY
fiamna3o0Hi OLiHIOTE K 3-7 %, MakcuMyM 15 %. [lig aMIoOuIiHy Ha HEMOBJISAT
HeBimomMma.

[Tpu TpUNHATTI PillleHHS PO MPOAOBXKEHHS roAyBaHHA IPyAnio abo IIpo
3aCTOCYBaHHSI aMJIOOUITIHY HEOOXiTHO OIiHIOBATH KOPUCTDL TOAYBAHHS T'PYOOI0 OIS
OUTUHU Ta KOPUCTH Biff 3aCTOCYBaHHJ IIperapaTy Ojisi MaTepi.

Cmocid 3acTocyBaHHs Ta 03U

[l71a miKyBaHHS apTepialbHOI rifepTeH3il Ta CTeHOKapHil 3BUYaliHa Io4YaTKoBa A03a

® cramoBuTh 5 Mr 1 pa3 Ha moOy. 3ayekHo Bim peaxiiil maIieHTa

npenapaty HopBack
Ha Tepalriio J03y MOKHa 30iIbIIIUTH 00 MaKCUMalIbHOl 103U, 1110 CTAHOBUTHL 10 MT

1 pa3 Ha moOy.

[NamieHnTaM 3i CTeHOKapIi€lo IIpemapaT MOKHa 3aCTOCOBYBaTH K MOHOTepariio abo y
KoMOiHalrii 3 iHIMMMY aHTHUAHTiHAILHUMU JTiIKaPChbKUMU 3aCco00aMU MPU PE3UCTEHTHOCTI
1o HiTpaTiB Ta/abo amekBaTHUX 403 OeTa-0JI0KaTOPiB.

€ OOCBifl 3aCTOCYBaHHS ITperapaTy y KoMOiHallil 3 TiasugHUMU OiypeTukaMu, aabda-
6510KkaTOopamu, 6eTa-671oKaTopaMu abo iHTibiTopaMu aHTiOTEH3UHIIEPETBOPIOBAILHOTO
(bepmeHTy nalieHETaM 3 apTepiaJbHOIO TillepTEeH3i€l0.

HeMmae HeoOxigHOCTI y mTigOopi mo3u npemnapaTty IpU OGHOYaCHOMY 3aCTOCyBaHHI 3
Tia3uOHUMU OiypeTukaMu, 6eTa-010KaTopaMu Ta iHTibiTopaMu
QHTI0TEH3UHIIEPETBOPIOBAJILHOTO (DEPMEHTY.

Ilimu sikom 8i0 6 poKie 3 apmepia/nibHOW 2inepmeH3i€ro.

PekoMmeHnoBaHa royaTkoBa go3a Iperapary HopBaCK®

OIS 1€l KaTeropil maIieHTiB
cTaHOBUTH 2,5 Mr 1 pa3 Ha mo0y. AKIo HeoOXigHUM PiBEHb apTepialbHOTO TUCKY He
Oyme MOCATHYTUM IMMPOTATroM 4 THUXKHIB, 03y MOKHa 30iIBIINUTH I0 5 MT Ha H00Yy.
3acTocyBaHHS IIpelapaTy y OJo3ax BUIIEe 5 MT [OJIS JaHOl KaTeropil nmaiieHTiB He

OOCIIiAXKYyBaJlu.
ITauieHmu A1iMHBLO20 BIK).

Hemae HeoOxigHOCTI y mmimOopi mo3u [y maHol KaTeropil naiieHTiB. [TigBUIIEHHSA O0O3U
CJIig TPOBOOUTH 3 00EPEKHICTIO.

ITauieHmu 3 nopyweHHAM (pYHKUIl HUPOK.



PekomeHOy€eThCS 3aCTOCOBYBaTU 3BUYalHI 03U IIpenapaTy, OCKIJIbKU 3MiHU
KOHIIeHTpallil aMJIOOUIIIHY Yy IJIa3Mi KPOBi He IIOB’sI3aHi 31 CTylIeHeM TSKKOCTi
HUPKOBOl HEJOCTATHOCTi. AMJIOOUIIIH HE BUBOOUTHCS LIJISAXOM AiaTi3ly.

ITauieHnmu 3 nopyweHHAM YHKUII neviHKu.

Ilo3u mpemnapaTy AJig 3aCTOCyBaHHS IalliEHTaM 3 MOPYIIeHHSIM QYHKIIi1 ITIe4iHKH Bif
JIETKOTO IO TIOMipHOTO CTYyIIeHsI He BCTAHOBJIEHI, TOMY Hif0ip IO3U CJIif MPOBOOUTH 3
00€epekXHICTIO Ta MOYMHATU 3aCTOCYBaHHS IIpenapaTy i3 HalHUKY0l 03U B [iala3oHi
mo3 (ouB. po3min «OcobaIMBOCTI 3aCTOCyBaHHSI» i «@apMaKOJIOTiuyHi BJITaCTUBOCTI.
dapmakoKiHeTHKa»). PapMakKOKIiHETUKY aMJIOOUITIHY He OOCIiAXKYyBaju y Nalli€eHTiB i3
MMOPYIIEHHSAM (QYHKIIIl IeYiHKU TIKKOTO CTyINeHs. [[1s MallieHTiB i3 MopyIIeHHAM
(QYHKIIil TeYiHKU TAXKKOI'O CTyIIeHSI 3aCTOCyBaHHS aMJIOOUIIIHY CJIil TOYUHATH i3
HaAWHMUXKYO0I JO3HU Ta IIOCTYIIOBO ii 30imbIITyBaTH.

TabneTku Mo 5 M MOKHA PO3TIIMTHU HABIIN /I OTPUMAHHS 03U 2,5 MT.
itk
[IpenapaT MOXKHa 3aCTOCOBYBaTHU HOiTSIM BiKOM Bifl 6 POKiB.

BB aMmnogumniHy Ha apTepialbHUM TUCK MAli€HTIB BiKOM [0 6 POKiB HEBIIOMUM.
Ilepeno3yBaHHsA

IlocBim HaBMUCHOTO IIepe0o3yBaHHs IIpernapaTry 0OMexXeHU M.

Cumnmomu nepedo3y8aHHs: HasgiBHa iHdopMallid Ja€ mifgcTaBu BBaXaTH, 1110 3HAUYHE
rmepeao3yBaHHS aMJIOOUIIIHOM IIPU3Bee 0 HagMipHOl mepudepruyHol Ba3oguiaaTallil
Ta, MOXKJIMBO, 00 pedIeKTOpPHOI Taxikapmil. [ToBimoMisiiocss mpo PO3BUTOK 3HAYHOI Ta,
MOZKJIMBO, TPMBAJIOl CUCTEMHO] apTepialbHOI riIOTEeH3il, BK/II04Yal04H IIOK i3
JleTaJIbHUM HacCJIiIKOM.

JIIKyBaHHA: KIJIIHIYHO 3Hauyllla apTepiajibHa rilloTeH3id, 3yMOBJIEHA [Iepefo3yBaHHIM
aMJIOOUIIiHYy, BUMara€ akTUBHOI HiATPUMKH AiJIbHOCTI CeplLieBO-CYANHHOI CUCTEMH,
BKJIIOUAIOYX YaCTUU MOHITOPMHT (QYHKIIIM cepls Ta AUXaHHS, MiTHATTS HUXKHIX
KiHITIBOK, MOHITOPUHT 00’€My IIMPKYJII0I0Y0l PiIUHU Ta CEYOBUMITIEHHS.

IIJ1s1 BIDHOBJIEHHS TOHYCY CYOUH Ta apTepiajlbHOIO TUCKY MOXKHa 3aCTOCyBaTHU
CYOUHO3BYXKYBaJlbHi ITperapaTy, YIIEBHUBIINCH Y BiICYyTHOCTi MPOTUIIOKa3aHb A0 1X
3aCTOCyBaHHS. 3aCTOCYBaHHS KaJbllil0 ITIOKOHATY BHYTPIIIIHBOBEHHO MOXKe OyTH
KOPUCHUM [IJIs1 HiBeJTIOBaHHS e(heKTiB OJI0Kaau KaJIbI[iEBUX KaHAIiB.



Y pesikux BUIMIagKax MoxKe OyTH KOPUCHUM MPOMUBAHHS HITYHKA. 3aCTOCYBaHHS
aKTHBOBAHOTO BYTiJJISI 3TOPOBUM AOOPOBOJIBIISIM IIPOTSTOM 2-X TOAMH IiCJIsi BBEJEHHS
10 Mr amMnopuIliHy 3HaYHO 3MEHIINIIO PiBEHb UOT0 BCMOKTYBaHHSI.

OCKinbKM aMJIOOUITIH 3HAYHOIO MipOoI0 3B’I3YeThCA 3 OilkaMu KPOBi, eheKT miamisy
HEe3Ha4YHUM.

ITo6iuHi peakmii

[Tpu 3acToCyBaHHI aMJIOOUITiHYy HaldacCTillle ITOBimOMJISIJIOCS IPO TaKi mobiuHi peakiril
sIK: COHJIUBICTb, 3allaMOPOYEHHS, TOJTOBHUM Oilb, IOCUJIeHEe CePLeOUTTS, TPUTIIIUBH,
0inb y 4YepeBHil MOPOXKHUHI, HyJ0Ta, HaOPSKU rOMiIOK, HaOpsKU Ta MifgBUIleHA
BTOMJIFOBaAHICTh.

[To6iuHi peaxiiil, Ipo SIKi TOBiMOMIISIIOCS il Yac 3aCTOCYBaHHS aMJIOOUITIHY, HaBedeHi
HUXK4Ye 3a CUCTeMaMHM Ta KjlacaMHU OPraHiB Ta 3a YaCTOTOI0 BUHUKHEHHS: OyKe 4aCTOo
(= 1/10), gacTo (Bin

= 1/100 mo < 1/10), HegacTo (Big = 1/1000 go = 1/100), pigko (Big = 1/10000 go =
1/1000), nyxe pigko (= 1/10000) HeBigoMO (He MOKHa BCTAHOBUTH Ha ITifcTaBi
HasSIBHUX OAaHUX).

3 60Ky kpoei ma aimpamuuHoi cucmemu.

IyKe pigKo: TeNKOIIUTOIIEeHisz, TPOMOOIIUTOIIEH .

3 60Ky iMyHHOI cucmemu.

Ily>xke pigko: anepriyHi peaxiiii.

3 6oky memaboaizMy ma aaimeHmapHi po3aaou.

IyXe pigKo: rinepriikeMis.

IlcuxiuHi nOpyweHHs.

HeuacTo: menpecisi, 3MiHM HAaCcTPOIO (BKJII0OYAIOUYN TPUBOXKHICTh), 0©@3COHHSI.
Pigko: coyTaHIiCTh CBIIOMOCTI.

3 6oky Hepsosoi cucmemu.

YacTo: COHNIUBICTh, 3allaMOPOYEHHS, TOJIOBHUM Oi/Ib (IOJIOBHUM YMHOM Ha ITI0YATKY
JIIKyBaHHS).

HeyacTo: TpeMop, OuUCreB3isi, CUHKOIIE, TilecTe3is, mapecTesid.



I[IyXe pigko: rinepToHycC, nepudeprudHa HeUpomnaTis.
3 60Ky opaaHis 30py.

YacTo: mopylIeHHs 30py (BKII0Ya04YU OUIIJIOIIIO).

3 60Ky opeaaHie cayxy ma aabipuHmy.

HeuacTo: 03BiH y ByXax.

3 60Ky cepus.

YacTo: mocuineHe cepueduTTs.

HeuacTo: aputMmis (BK/Io4arouu OpaguKapmiio, IINTYHOYKOBY Taxikap[ito Ta
MEPEXTiHHSA IIepeacepnnb).

Iyxe pigko: iHpapKT MioKapza.

3 60Ky CyOuH.

YacTo: IPUIINBYU.

HeuacTo: apTepiasbHa rinoTeH3is.

Iy>Ke pigKoO: BaCKYJIiT.

PecnipamopHi, mopakaivHi ma mediaCmuHAdAbHI NOPYWEHHA.
YacTo: gucmIHoe.

HeuacrTo: Kartens, puHiT.

3 60Ky WAYHKOBO-KUWKOBO20 Mpakmy.

YacTo: 6inb y XKUBOTi, HY[IOTa, OUCIIEIICis, ITIOPYIIIEeHHS IIePUCTAIbTUKY KUIIEYHUKY
(BKIIOYaA4M miapelo Ta 3amop).

HeuacTo: 6/7110BaHHS, CyXiCTbh y POTi.
IyXe pigKo: IaHKpeaTuT, TaCTPUT, rinepiasis sCeH.
3 60Ky eenamobiaiapHoi cucmemu.

I[lyXe pigKoO: TeaTUTH, JKOBTSHULIS, HiABUIIEHHS PiBHS Me4YiHKOBUX (PepMeHTiB (1110
HaM4yacTillle acoIliloBaJIOCs i3 X0JIeCTa30M).

3 60Ky wkKipu ma niowkKipHOi MKAHUHU.



HeuacTo: amomnertrisi, mypnypa, 3MiHa 3a0apBiieHHs IIKipHy, MigBUIIIeHEe TTOTOBUIIJIEHHS,
cBepOixK, BUCHI, eK3aHTeMa, KPOITUB'SHKa.

Ily>xe pigko: aHTiIOHEBPOTUYHUY HaAOPSK, MyIbTU(HOPMHA epuTeEMa, eKCPHoTiaTUBHUMN
nepMmaTtuT, cuaapoM CriBeHca-[I:KoHCOHA, HaOpsK KBiHKe, GOTOUYTIUBICTS.

HeBimomo: TOKCUYHUM emifepMalbHUN HEKPOIIi3.
3 60Ky ckesiemHo-M’ 230801 ma cnoay4HOi MKAHUH.
YacTo: HaOpsAKaHHS T'OMIJIOK, CyIOoMU M’s3iB.
HeuacTo: apTpanris, mianrist, 6inb y couHi.

3 60Ky HUPOK ma ceuo8udisibHO20 MpPAKmy.

HeuyacTo: mopylileHHs CEe4YOBUAIJIEHHSA, HIKTYpisd, HiABUILlEHa YacTOoTa
CE4YOBUNIYCKaHHS.

3 60Ky penpodyKkmueHoOi cucmemu ma MO/A04YHUX 3A/103.

HeuacTo: iMOnoTeH11isg, TiIHEKOMaCTis.

3azanvHi nOpyweHHA ma cCmMaHu y Micui 886e0eHHA.

Ily>xke 4acTo: HaOpPSKU.

YacTo: migBuIlleHa BTOMJIIOBAHICTh, aCTEeHid.

Heuacto: 6inb y rpyasx, 6inb, He3myKaHHS.

JToci0dCceHHs.

HeuacTo: 30inbiieHHsT abo 3MeHIIIeHHSI MacH Tina.

[ToBimoMIIANIOCA PO BUHATKOBI BUIIaAKU PO3BUTKY €KCTpallipaMifHOTO CUHOPOMY.
iTH.

Awmnogunia goOpe IepeHOCUTHLCS ITPU 3acTOCyBaHHI miTsaM. [Ipodinb mobivHUX peakilii
OyB MOmiOHUM [0 THUX, IO CIIOCTEPirajaucs y DOPOCIuX. Y OOCIiI»KeHHi 3 yuacTio 268
OiTe¥ Hal4acTille mMoBiOMIISIIIOCS ITPO TakKi IMo0iuHi peaxilii: royToBHUM Oifb,
3aIrlaMOpPOYEeHHSs, PO3IIIUPEHHSI KPOBOHOCHUX CYINH, HOCOBa KpoBOTeYa, Oillb Y JKUBOTI,
acTeHis.

Binpiricte mo6iuHUX peakii Oynau 1erkoro abo IMOMipHOTO CTyIeHs. TSaXKi mo0iuHi
peakiiil (mepeBaKHO T'OJIOBHUY 0inb) criocTepiranucsa y 7,2 % npu 3acTOCyBaHHI 2,5 MT



amiopuIiny, y 4,5 % npu 3actocyBaHHi 5 Mr amnoauniny, tay 4,6 % - y rpymi
maie6o. HalmommpeHiow NTPUYNHOIO BUKJTIOUEHHS 3 MOCIIiIXeHHs Oyia
HEKOHTPOJIbOBaHa rinmepteH3sisi. 2ZKomHOT0 pa3y BUKIIIOUEHHS 3 HOCIigXKeHHS He 0y
CIIpUYMHEHE BiIXuUIeHHIMU 1ab0opaTOPHUX IMOKa3HUKIB Bim HopMu. He OyJio
3a(ikCcoBaHO CyTTEBUX 3MiH MyJILCY.

ITogidomaeHHs1 npo nido3prosaHi NobiUHI peakuii.

[ToBigoMIieHHS IIPO Mimo3pioBaHi MoOiuHi peaxiiil micjs peecTpatiii TiKapCcbKOTro
3aco0y Ma€ BaxX/uBe 3HaueHH. Lle mae 3Mory npoBoguTy 6e3nepepBHUN MOHITOPUHT
CIIIBBIAHOIIIEHHS MiXX KOPUCTIO 1 pu3uKaMu, IIOB’sI3aHUMMU 13 3aCTOCYBaHHAM LILOT'O
JIiKkapchbKOTro 3aco0y. JIikapsiM ciif 3BiTyBaTH IIpo OyaOb-gKi Mimo3pioBaHi Mo0iuHi
peaxiiil BiImoBigHO M0 BUMOT 3aKOHOIABCTBA.

TepMin npuIaTHOCTI

4 poxku.

YMoBHu 30epiranus

36epiratu mmpu Temmnepartypi He Buiie +25 °C y HEIOCTYIIHOMY IJIsI OiTe¥ MicIri.
YnakoBka

[To 10 TabneTok y 6ricTepi, mo 3 OicTepu y KapTOHHIM yIIaKOBIIi.

KaTeropis Bignycky

3a peLienTom.

BupoOHUK

P-®apm [Ixkepmani I'm6X/ R-Pharm Germany GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoBaaKeHHsI
IisTIHLHOCTI

lenpix-Mak-IlITpacce 35, 89257 InneprticceHn, Himewunna/ Heinrich-Mack-Strasse 35,
89257 Illertissen, Germany.

[Ixkepeso iHCTPYKITil

[HCTpYyKIIifo TiKapChKOTro 3aco0y B3aTO 3 0illiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiKapchKuX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

