IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

AJTAJINH®
(ALADIN®)

Cknao:

diroua peuosuna. 1 Tabnerka MicTUTh amyoauIiHy 6ecunaty 13,90 mr a6o 6,95 Mr (B mepepaxyBaHH1
Ha amyogumin 10 mr abo 5 mr);

donomischi pevosunu: Tabnetku Anaaua® 10 Mr — JaKTO3M MOHOTIZPAT, KPOXMalb KAPTOIUITHMIA,
KpPOCIOBIJIOH, KOTIOB1I0H, KPEMHIIO JIOKCHI KOJIOITHUIN O€3BOHUN, MarHiO cTeapar;

TabneTkn Anague® 5 Mr — JaKTO3M MOHOTIZpPAT, KPOXMalb KYKyPYA3sSHHI, HATPil0 KPOCKapMENo3a,
MOBIJIOH, KPEMHIIO JTIOKCH]T KOJIOTTHUI 0€3BOIHMIA, MarHiro cTeapar.

Jlikapcbka gopma. TabneTku.

OcnogHi izuxo-ximiuni enacmusocmi: Anagua® 10 Mr — TabneTku 6ioro a6o Maiike 6i10ro KOIbopy
3 IJIOCKOIO MOBEPXHEI0, 3 PUCKOIO Ta packoro; Anagun® 5 Mr — TabaeTKy Kpyriaoi (hopMHu 3 IBOOIYKIIOKO
MOBEPXHEIO0 O11oro abo maixke 6110ro Koapopy. Ha moBepxHi TaOIEeTOK OMYyCKAETHCS MAPMYPOBICTb.

dapmakoTepaneBTHYHA Ipymna.
CenexTUBHI aHTarOHICTH KaJbLIil0 3 MEPEBaXHOIO Ji€l0 HA cyAuHU. [loXimHi AUTIAPOTIpUIUHY.
Kox ATX C08C AO01.

Dapmakonoziuni eracmusocmi.

Dapmarxoouramixa.

AMIIONUIIIH — QHTAroHICT Kajbllifo (MOXiJAHE AWTIAPOMIpUIANHY), IIO OJOKYye HAIXOPKEHHS 10HIB
KaJIbI110 O MiOKapAy Ta J0 KIITUH TJIaJKUX M’ S3iB.

MexaHi3M TiIOTEH3UBHOI [Iii aMIIOUIIIHY 3yMOBJICHUH O€31ocepeIHbOI0 PO3CIabII0OBAIBHOIO JIIE0 HA
rmaaki M’s3M cyAuH. TOYHMI MexXaHi3M AaHTUAHTIHAJIbHOTO eQEeKTy aMIIOAMIIIHY BH3HAuYEHHM
HEJIOCTaTHhO, OJHAK HMKYE3a3HAuUCHI €(PEKTH BIIIrparoTh MEBHY POJIb.

AMIIOUIIIH PO3UIMPIOE TEepU(EepUdHi apTepioNd 1 TAaKUM YHMHOM 3HIXKYe NepupepuyHHUil omip
(moctHaBaHTakeHHs). OCKUIBKU CEPIEBUIN PUTM 3aJTUIIAETHCS CTa0ITbHUM, 3HUKEHHSI HAaBAHTAKEHHS
Ha ceplie NPU3BOJUTH J0 3HM)KEHHS CIIOKUBAaHHS €Heprii Ta NoTpeOu MioKap/ia B KHCHI.

Po3mmpeHHs ToJOBHMX KOpPOHAapHHX apTepii Ta KOPOHAapHUX aprepiod (HOpMaJbHUX Ta
1I1eMi30BaHMX ), MOXKJIMBO, TAKOXK BIAINpa€e posib y MexaHi3mi Jii amioauminy. Take po3ImupeHHs
MIJBUIIYE HACUYEHICTh MiOKapJa KMCHEM Y MAIllEHTIB 31 CIa3MOM KOPOHAapHOI apTepii (cTeHoKapis
[Tpunimerana abo BapiaHTHa CTEHOKApis).

VY mnarieHTiB 3 apTepiayibHOIO TIMEPTEH31€I0 3acTOCyBaHHS mpemapary 1 pa3 Ha no0y 3ade3mnedye
KJIIHIYHO 3HAuyIe 3HIKEHHS apTepialbHOr0 THCKY NPOTAroM 24 roJUH Y MOJOXKEHHI K JIe)KayH, Tak
1 ctosguu. Yepe3 MoBUIbHUI MOYATOK [ii aMJIOJAUIIHY TOCTpa apTepiajbHa TINOTEH31s 3a3BUYail He
CIIOCTEPIraeThCs.

VY narmi€eHTiB 31 CTEHOKapI€I0 MPH 3acTocyBaHH1 1 1000BO1 103U MpenapaTy MiABULIY€ETHCS 3aralbHUI
yac (i3UYHOr0 HaBaHTAXXKEHHS, 4ac 10 MOYaTKy CTEHOKapaii 1 yac A0 1 mm gemnpecii cermenta ST.
[Ipenapat 3HMXYE YaCTOTY HaIa IiB CTEHOKAP/Iii Ta 3MEHIITYE TOTPeOy y 3aCTOCYBaHHI HITPOTITIIEPHUHY.
AMJIOTUTIIH HE aCOIIOETHCS 3 OyAb-IKUMHU MOOIYHUMH METaOOMIYHUMHU TiSIMH YU 3MIiHAMH DPiBHS
JOIAIB y TUIa3Mi KpoBi 1 HOr0 MOKHA 3aCTOCOBYBATH MAalll€EHTaM 3 acTMOIO, IIyKpPOBUM AiabeToM Ta
MOJIaTPOIO.

Dapmaxokinemuxa.

BcemokryBanns/posnoain. Ilicns mepopajibHOrO 3acTOCYBaHHS TEpPAleBTUYHHMX 103 aMJIOJHITIH
MOCTYNMOBO abcopOyeThes y TutazMy KpoBi. AOCONIOTHA O10JOCTYMHICTh HE3MIHEHOI MOJICKYJIH
CTaHOBUTH Npuoan3Ho 64-80 %. MakcumanbHa KOHLIEHTpALS y MJ1a3Mi KPOBi AOCITAETCS MPOTATOM
6-12 roguna micis 3actocyBaHHSA. O0’eéM pPO3MONTY CTAaHOBUTH NMpHONMM3HO 21 II/Kr; KOHCTaHTa
mucorianii kuciaotu (pKa) amnonuniny ctaHoBuTh 8,6. 3B s13yBaHHS aMIIOAMITIIHY 3 OUIKaMHu IUIa3Mu
KpOB1 CTAHOBUTH puOIM3HO 97,5 %.

OnHouacHe BXXMBaHHA i1 HE BIUIMBA€ HA BCMOKTYBaHHS aMJIO/IUITIHY.




Mertabonizm/BuBenenHs. [lepion HaniBBUBEACHHS 3 IJIa3MHU KPOBi CTAHOBUTH MPUOIIN3HO 35-
50 roguH. PiBHOBa)kHa KOHIIEHTpAIS y IIa3Mi KPOBI JOCITAEThCS MICHs 7-8 JHIB Oe3repepBHOTO
3aCTOCYBaHHS Mpenapary. AMIOAUIIH TOJIOBHUM YHHOM METabO0i3y€eThCs 3 YTBOPCHHSIM HEAKTHBHUX
MeTaboiTiB. biausbpko 60 % BBeIEHOT 1031 BUBOJAUTHCH 13 ceueto, mpuOau3Ho 10 % 3 SKMX CTaHOBHTH
aMJIOJTUTIIH Y HE3MIHEHOMY BHTJISII.

[TamieHTH JITHHOTO BiKY. Yac MOCATHEHHS PIBHOBAKHUX KOHIICHTpAIld aMJIOAMIIHY Y IJIa3Mi KPOBi
NOJMIOHUN y MAIi€HTIB JITHHOTO BIKYy Ta y JIOpOCIUX mauieHTiB. KiipeHc aMmaoaumminy 3a3Buyail aenio
3HW)KCHHWH, 10 Yy TMAI€HTIB JITHROTO BIKY NPU3BOAUTH JO0 3OUIBIICHHS IUIONI Mg KPHBOIO
«koHuenTpamis/gac»y (AUC) ta nepioay HamiBBUBEICHHS MMpenapary.

[MamienT 3 mopymieHHsAM (QYHKIH HUPOK. AMIIOIUIIH EKCTEHCHBHO O0i0TpaHCHOPMYETHCS [0
HEaKTUBHUX MeTabomiTiB. 10 % amiomuniny BUIAUISETHCS Yy HE3MIHEHOMY BHIJISII 3 cedero. 3MiHH
KOHIICHTpALlli aMJIOTUIIHY Y MJIa3Mi KpOBi HE KOPENIOIOTh 31 CTYIIEHEM MOpYIIEeHHS (PYHKIIH HUPOK.
[TamienTam 13 mopymeHHSM (GYHKIIH HUPOK MOKHA 3aCTOCOBYBATH 3BHYAMHI J03M aMJIOJHUITIHY.
AMJIOUTIIH HE BUIATSETHCS MUIIXOM JTiai3y.

[MamienTH 3 mopymieHHsIM QYHKIII1 medinku. [Hdopmartis 1moa0 3acToCyBaHHS aMJIOAUITIHY TaIliEHTaM
13 mopymeHHsIM QYHKIIIT TEYiHKH Ty’Ke 0OMeKeHa. Y Tali€HTIB i3 TeYiHKOBOIO HEJOCTATHICTIO KITIPEHC
aMJIOIMITIHY 3HMKEHUH, 110 MPU3BOAMUTH 10 30UIBIICHHS TPUBAIOCTI MEpioAy HAMiBpO3Maay Ta [0
30impmenHs AUC mpubmmsuao Ha 40-60 %.

Hitu. 3a3Buuail KIipeHc mpu nepopajibHOMY 3aCTOCYBaHHI JIITAM BikoM BiJ 6 10 12 pokiB Ta Big 13 1o
17 pokiB cranoBus 22,5 Ta 27,4 1/Toa BIAMOBITHO TSI XJIOMYKKIB 1 16,4 Ta 21,3 11/To BiAIOBITHO IS
niByatok. CriocTepiraeTbcsi 3HaUHa BapiabeIbHICTh €KCIO3UIIT y pi3HUX maiieHTiB. [Hpopmartis moa0
MAI[IEHTIB BIKOM JI0 6 POKiB OOMEKEHa.

Kuainiuni xapakrepucTuku.

Ilokazannus.

— ApTepianpHa rinepTensis.

— XpoHiYHa cTablabHa CTEHOKAPis.

— Bazocnactuuna crenokapis (cteHokapis [IpuaiMerana).

Ilpomunoxazanusa.

— Bigoma mifBuImieHa 4yTIUBICTh A0 AMTAPOMIPUIMHIB, aMJIOIUIIHY a00 10 OyJb-SKOTO iHIIOTO
KOMIIOHEHTa TIpenapary.

— ApTepiasibHa TinoTeH31s TSHKKOTO CTYIEHS.

— lok (BK/IrOYarOUM KapA10reHHUH HIOK).

— OOCTpyKIIist BUBITHOTO TPAKTY JIBOIO IITYHOUKA (HAIIPHUKIIA, CTEHO3 A0PTU TSKKOTO CTYTIEHS).

— 'emomHaMiuHO HeCTabUIbHA CepIieBa HEIOCTATHICTD MICIS TOCTPOro iHGapKTy MioKapaa.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63A€MOOIlL.

Bnaue inwux nikapcokux 3aco6ié Ha amao0uniu.

HasBHi nani momo 0e3meyHOro 3acTOCYBaHHS aMIIOJUINIHY 3 Tia3WJHUMHU JIlypeTHKaMmu, aibda-
OomokaTtopamu, Oera-Onokaropamu, iHriditopamu  AIl®, HiTpaTamMM  NPOJOHrOBaHOI  Aii,
CyOJIIHTBaJIbHOIO  ()OPMOIO  HITPOTJIIEPUHY, HECTEPOINHUMHU MPOTU3ANAIBHUMH  JIIKAPCHKUMHU
3acob6aMu, aHTUO10TUKaMH, OPAJIbHUMU T1MOMTIKEMIYHUMU JTIKAPCHbKUMH 3aCO0aMH.

JlaHi, oTpuMaHi y XOJl in Vvitro JOCHIIKEeHb 13 IUIa3MOI0 KPOBI JIIOAMHH, CBiAYaTh MPO BiJCYTHICTh
BIJIUBY aMJIOJIUIIIHY Ha 3B’sI3yBaHHs 3 OUIKaMH KpOBI JOCTIKYBaHUX JIIKapChbKUX 3aC001B (IUTOKCHH,
¢eniToiH, BapdapuH abo iIHAOMETALIUH).

Ineioimopu CYP3A4.

OnHouacHe 3acTocyBaHHS amiioauIliny Ta iHrid6itopiB CYP3 A4 notyxHoi abo momipHoi Aii (iHribitopu
poTeas, a30JibHI MPOTUTPUOKOBI 3ac00M, MAKpOJIAM, Taki SIK €pUTPOMILMH ab0 KIAPUTPOMIIMH,
Bepanamii abo JuIITia3eM) MOXKe MPU3BECTH /10 3HAUYIOTO IMiBUIIEHHS €KCIO3MILIIi aMJIOMITIHY, 110
TaKOX MOYKE€ MPU3BECTH JO IMIJABUIICHHS PU3WKY BUHUKHEHHS TinmoTeH3ii. KiliHiuHe 3HAaYeHHS TaKux
3MiH MOXe OyTH OiIbIl BUPAKEHUM Y MALIE€HTIB JITHHOTO BiKy. Moxke OyTH HEOOX1THUM KIIIHIYHUH
HarJIsI1 3a CTAHOM ITAIliEHTa Ta Mia01p T03H.

He pexoMeHayeTbCs OJHOYACHO 3aCTOCOBYBATH aMJIOJIMITIH Ta rpedndpyTa adbo rpedndpyToBuil Cik,



OCKIUJTBKHU y JIESKUX MAali€HTIB 01010CTYNHICTh aMJIOIUTIIHY MOJKE MiABHIYBAaTHCS, 1110, Y CBOIO Yepry,
MIPU3BOJIUTH JI0 TIOCUJICHHS TITOTEH3UBHOI JIi.

Inoykmopu CYP3A4.

[apopmanii mono BrumBy iHAYKTOpiB CYP3A4 Ha ammnonumid Hemae. OJHOYACHE 3aCTOCYBAHHS
aMJIOIUIIHY Ta pe4yoBuH, 1o € inaykropamu CYP3A4 (manpuxman pudamminuH, 3Bipobiid), Moxke
MPU3BOAUTU 0 3HUKEHHSI KOHILEHTpalii aMJIOAUMIHY Yy IUIa3Mi KpOBi, TOMY 3aCTOCOBYBaTH Taki
KOMOIHAIIIT cITijT 3 00EPEKHICTIO.

Jlaumponen (iudys3ii).

Y TBapuH CHOCTEpiraiucs MUTYHOYKOBI (iOpUIIAIIT 3 JIETAJIBHUM HACIiJKOM Ta CEpLEeBO-CYIUHHUN
KOJIATIC, IO AaCOIUIOBAIMCS 3 TiNEPKAIiEMIEI0, MICHS 3aCTOCYBaHHS Bepamamilly Ta JaHTPOJICHY
BHYTPILIIHOBEHHO. YUepe3 pU3HK PO3BUTKY TiNepKajieMii PeKOMEHJOBAHO YHHUKATH 3aCTOCYBAHHS
OJ10KaTOPIB KAJBIIIEBUX KaHAIIIB, TAKUX SIK aMJIOJIUTIIH, CXUJIBHUM JI0 37I05IKiCHOT rinepTepMii narieHram
Ta MPH JIIKYBaHHI 3JIOSKICHOT rirmepTepmii.

Bnaue amnoouniny na inwi nikapcoki 3acoou.

I'noten3uBHMUI e(EeKT aMJIOMUITIHY IMMOTEHIIIOE TIMOTEH3WBHHM €(EKT IHIIUX aHTUTINEPTCH3WBHUX
3aco0iB.

Takponimyc.

IcHy€e pu3uK miABUIIEHHS PiBHIB TAKPOJIIMYCY B KPOBI IIPH OJHOYACHOMY 3aCTOCYBaHHI 3 aMJIOAMITIHOM,
oHaK (hapMaKOKIHETUYHUN MEXaHi3M TaKoi B3aeMoJlii MOBHICTIO HE BcTaHOBiIEHO. I1l006 yHUKHYTH
TOKCHYHOCTI TaKpOJIMYyCy, TIPH CYITyTHbOMY 3aCTOCYBaHHI aMJIOAMITIHY Talli€eHTaM, sIKi MPUIMAIOTh
TaKpOJIIMYC, CIiJl TMPOBOJUTU PETrYISIPHUNA MOHITOPUHI PIBHIB TakpoJiMycy B KpoBi Ta, y pasi
HEOOX1THOCTI, KOPUTYBATH JI03Y TAKPOIIMYCY.

mTOR incioimopu (mammalian target of rapamycin - miwieni panaMn;tu y ccasyis).

Taki mTOR iHriOGiTOPH, SK CHpOIiMyC, TeMcupoidimyc 1 eBepoiimyc € cyocrpatamu CYP3A.
Amiomgunin € cnadkum iHriditopom CYP3A. Ilpu ogHouacHomy 3acTocyBaHHI amnoauminy 3 mTOR
1HT10ITOpaMu BiH MOKE MTOCHITFOBATH BIUTMB OCTAHHIX.

Huxnocnopun.

JlocimipkeHb B3a€MOIi IUKIIOCTIOPUHY Ta aMJIOJMITIHY MPH 3aCTOCYBaHHI 37J0pPOBUM J0OPOBOJIBISIM
a0o B IHIIMX Tpynax He MPOBOJMIIN, 33 BHHATKOM 3aCTOCYBaHHS MallieHTaM 13 TPaHCIIJIAHTOBAHOIO
HUPKOIO, Y SIKUX CIIOCTEpIrasocsl MiHJIMBE MIJBUIICHHS 3aJIMIIKOBOI KOHIEHTpaLlli UKIOCIIOPUHY (B
cepennbomy Ha 0—40 %). lns mamieHTiB i3 TPAHCIUIAHTOBAHOIO HUPKOIO, SIKI 3aCTOCOBYIOTh aMJIOIHUITIH,
CJIIJT PO3IJISHYTH MOXJIMBICTH MOHITOPHHIY KOHLEHTpALIil LHUKJIOCIOPUHY Ta, Y pa3l HEOOX1IHOCTI,
3MEHIIUTH 103y IUKIOCIOPHHY.

Cumeacmamun.

OnHouacHe 3acTocyBaHHs Oararopa3oBHX 103 amioaumiHy 10 Mr ta cumBacTaTUHY B 7031 80 Mr
MPU3BOAMIIO 10 301IBIIEHHS €KCIO3UIlli CUMBAacTaTUHY Ha 77 % MOPIBHSIHO 13 3aCTOCYBAHHSM JIUILIE
CUMBACTaTUHY. J{715 MaIlieHTIB, SIKi 3aCTOCOBYIOTh aMJIOJUIIIH, 103y CUMBAaCTaTUHY CJiJ OOMEXHUTH 10
20 mr Ha 100y.

Cunoenadin.

Onnopazoswuit mpuiiom 100 Mr cuiieHad Ty marieHTaMu 3 €CEHIIaTbHOO TIMEPTEH31€10 HE BIJTMBAB Ha
(bapmakokiHeTHKy amioauminy. [Ipu onHOYacCHOMY 3acCTOCYBaHHI aMJIOJUIIHY Ta cuiaeHapily B
SIKOCTI KOMOIHOBaHOi Teparii KOKeH 13 MpernapariB MpOsBISAB TIOTEH3UBHUN €()EeKT He3aleKHO Bif
1HILIOTO.

Tnwi nixapcoki 3acobu.

Kniniyni  mocmiJpkeHHS B3a€EMOJii  TpemapaTy ToKa3aiw, M0 aMJIOJWIIH HE BIUIUBAE Ha
(hapMaKOKIHETHKY aTOpBACTaTUHY, AUTOKCUHY a00 BapdapuHy.

Emanon (anxoeonv).

OnnopazoBuilt Ta OaratopasoBuil mpuitom 10 Mr amjaogumiHy He MaB CYTTEBOIO BIUIMBY Ha
(hapMaKOKIHETHKY €TaHOJTy.

CyMicHe 3acTOCYBaHHS aMJIOJUIIHY 3 IUMETUIMHOM HE MaJl0 BIUIUBY Ha (apMakOKiHETHUKY
aMJIO/IUITIHY.

CyMicHe 3aCTOCYBaHHS IpenapaTiB ajllOMiHiI0/MarHito (aHTaK/IiB) i3 Pa30BOIO 03010 AMJIOUITIHY HE
MaJIio CYTTEBOTO BIUTMBY Ha (hapMaKOKIHETUKY aMJIOJIUITIHY.

Jlabopamopni mecmu.



BB Ha moka3HUKH J1a00pAaTOPHUX TECTIB HEB1IOMMIA.

Ocobnueocmi 3acmocyeanns.

besneky Ta e)eKTUBHICTh 3aCTOCYBAHHS aMJIOJUIIIHY MPHU TIIIEPTOHIYHOMY KPHU31 HE OILIIHIOBAJIH.
THayicumu i3 cepyegoro HedoCmamHicmio.

JlaHiii kaTeropii marie€HTiB aMJIOAMIIIH CITiJI 3aCTOCOBYBATH 3 00EPEKHICTIO. Y XOJ1 JOBrOTPUBAIOTO
1a1e00-KOHTPOIBOBAHOTO JIOCHIKEHHS Y MAIIEHTIB 13 CEPLIEBOI0 HEJAOCTATHICTIO TSHKKOTO CTYIEHS
(xmac III Ta IV 3a knacudikamiero NYHA) npu 3acTocyBaHHI aMJIOUITIHY YacTOTa BUIAIKIB PO3BUTKY
HaOpsKy JiereHp Oyina BHIOI0 TOPIBHAHO 13 3acTocyBaHHsAM Iutane6o. IlamienTam i3 3acTiifHOIO
CEpLIEBOI0 HEJOCTATHICTIO OJOKATOpPH KaNbI[IEBUX KaHANIB, BKJIIOYAIOYM AaMJIOJUIIIH, CIiJI
3aCTOCOBYBATH 3 00EPEKHICTIO, OCKIJIbKYA BOHU MOXYTh M1IBUIIYBAaTH PU3UK CEPLIEBO-CYTUHHUX MO
Ta JICTATBHUX HACIIJKIB Y MAiOyTHHOMY.

Tayienmu i3 nopyuwiennsam ynKyii neuinxu.

[epion HaniBBUBeneHHS amioauminy Ta napamerpu AUC BuIll y MaIli€HTIB i3 MOPYIICHHAM (QYHKIIT
MEYiHKH; PEKOMEHJAIlii CTOCOBHO JI03 Mpermapary HeMae. Tomy HaHiili Kareropii MaIfi€HTIB CIIiJ
PO3MOYMHATH 3aCTOCYBAHHS Mpenapary i3 HaHwK40i q03u. Ciix OyTH O0EpeKHUMH SK Ha TIOYATKY
3aCTOCYBaHHS Mpemnapary, Tak 1 mijg 4ac 30uiblieHHS Ao03u. [lamieHTam i3 TSDKKOIO TE4iHKOBOIO
HE/IOCTATHICTIO MOXXe OyTH HEOOXiJHWM MOBUIBHHMNA MiAOIp M03M Ta PETENbHUI HArIsA 3a CTAHOM
mari€eHra.

THayienmu nimnbo20 BiKY.

301IbIIYBaTH 103y Mpenapary JaHiil KaTeropii maiieHTiB CIiJ 3 00epekKHICTIO.

Tayienmu 3 HupKko8oio HedocmamHicmio.

Jlaniii kareropii HaIli€eHTIB CIiJl 3aCTOCOBYBAaTHM 3BHUYAiHI J03U Mpenapary. 3MiHHM KOHILIEHTpalii
aMJIOJTUTIHY Y TIa3Mi KPOBI HE KOPENIOIOTH 31 CTYIEHEM MOPYIIeHb (QYHKIIH HUPOK. AMIIOIUIIH HE
BUJIANISIETHCS IIUIIXOM Jiali3y.

AMITOIUTIIH HE BIUITMBAE HA PE3YNIbTATH Ja0OPATOPHHUX JTOCIIKEHb.

He pexoMeHyeThCsl 3aCTOCOBYBATH aMJIOAUIIIH pa3oM i3 rpeindpyrom abo 3 rperndpyTroBUM COKOM,
OCKUTBKM y AESKHX MaIli€HTIB 010J0CTYIHICTE MOKE OyTH 301IbIIEHA, O[O0 MPHU3BEAE 10 MOCUICHHS
riNoTeH3UBHOTO e(eKTy mpemnapary.

Le#t nikapcpkuii 3acid6 MiCTUTh MeHIIe | MMoJb HaTpito (MeHiue 23 Mr), ToOTO, MO CYyTi, BUIbHUN Bif
HaTpilo.

Ipenapat Anagun® MiCTMTh JIAKTO3y, TOMY MAIi€HTaM 3 PiJAKICHUIMH CHAJKOBUMH 3aXBOPIOBAHHAMU
HEMEePEeHOCUMOCTI TalaKTo3u, AediuToM aktas3u Jlamma abo ManbabcopOIIi€r0 TTIOKO3H-TATAKTO3H HE
CJIiJT 3aCTOCOBYBATH II€H Iperapar.

DepmunvHicmo.

[ToBigomisnocss mpo 00OpOTHI 010XIMIYHI 3MIHM TOJOBKHM CIIEpMAaTO30iJa y ACSKUX MAalI€HTIB IpU
3aCTOCYBaHHI OJIOKAaTOpiB KambllieBUX KaHaliB. KiiHIYHOT iH(oOpMaIli M040 MOTEHI[IHHOTO BILTUBY
aMJIOJIUIIIHY Ha (ePTHUIIHHICTh HEIOCTATHBO.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHsL 2py0oi0.

besneka 3acTocyBaHHS aMJIOIMIIIHY JKIHKaM y NIE€pioJl BariTHOCTI HE BCTaHOBJICHA.

3acTOCOBYBATH aMJIOJIMIIIH Yy TEpioJl BariTHOCTI PEKOMEHAYETbCS JIMILIE Yy BUIIAIKaX, KOJIM HEMae
0e3neyHimoi anbTepHATUBH, & PU3MK, MOB’SI3aHUM 13 CaMMM 3aXBOPIOBAHHSM, MEPEBUIILYE MOXKIUBY
IIKO/Y BiJ JIIKyBaHHS AJIsl MaTepl Ta I10/a.

VY xoni JOCHIKeHb Ha TBapMHAX IPH 3aCTOCYBaHHI BHCOKHX 703 CHOCTepirajgacs penpoyKTHBHA
TOKCHUYHICTb.

Ilepioo eodyeanus 2pyoow.

Amioauniz OyB i1eHTU()IKOBAaHUI B OpraHi3Mi HEMOBJIST, K1 3HaXOMIINCS HA TPYIHOMY IOJTyBaHHI B
TOW Yac, KOJM X Marepi 3aCTOCOBYBAJIM JaHW JikapchKui 3aci0. YacTka BUXiIHOI 103U MPUUHATOT
MarTip’10, IKy OTPUMYE HEMOBJIS, OIIHIOBAJIAacs B CEPEIHbOMY aiamna3oHi sk 3-7 %, makcumyM 15 %.
Briue amiioauminy Ha HEMOBIISIT HEB1JIOMO.

[Ipy npuitHATTI pilIeHHs PO MPOAOBKEHHS TOAYBaHHS TPYyAt0 ab0 MpO 3aCTOCYBAHHS aMJIOJUIIIHY
HEOOXITHO OI[IHIOBAaTH KOPHUCTb TOMYBAHHS TPYATI0 Ul JAUTHHU Ta KOPUCTH BiJ 3aCTOCYBaHHS
npenapary JJisi MaTepi.



30amuicmy éniusamu Ha WBUOKICMb peaxyii npu KepyeanHi A8MOMPAHCNOPMOM a0 [HWUMU
Mexarnizmamu.

Ananuu® Moke YMHUTH HE3HAYHMH a00 MOMIpHMiI BIZIMB HA 3JATHICTh KEPyBAaTH aBTOTPAHCIIOPTOM
a0o mpairoBaTH 3 IHIUMHU MexaHi3Mamu. Ciig OyTu o0epekHUMHU, OCOOJIMBO HA MOYATKY Tepaltii.
HIBuakicTh peaxiii Moxe OyTH 3HMXKEHA MPH HASBHOCTI TAKUX CHMIITOMIB SIK 3allaMOpPOYCHHS,
TOJIOBHUH O1J1b, CIUTYTaHICTh CBIIOMOCTI a00 HYyI0Ta.

Cnocio 3acmocysanns ma 003u.

Hopocni. Jlns nikyBaHHS apTepiayipHOi TimepTeH3ii Ta CTEHOKap[il 3BHYaiiHa TOYAaTKOBa J103a
npenapaty Anagua® craHoBuTh 5 Mr 1 pa3s Ha 100y. 3anexHO Bijl peakiii malieHTa Ha Tepamilo 103y
MO>KHa 301IBIIUTH A0 MaKCUMAJbHOI A034, 110 cTaHOBUTH 10 Mr 1 pa3 Ha 100y.

[TamienTam 31 CTEHOKapAi€l0 MpermapaTr MOXKHA 3aCTOCOBYBATH K MOHOTepario abo y koMOiHamii 3
IHITUMY  aHTHAHTIHAIBHUMH JIIKAPCBKUMHU 3aco0aMHM TIPH  PE3MCTEHTHOCTI JO0 HITpaTiB Ta/abo
aJIeKBaTHUX 7103 OeTa-0JI0KaTopiB.

€ 10CBia 3acTOCYyBaHHS Ipemnapary y KoMOiHaIli 3 Tia3uJHUMHU NiypeTHKaMHu, alibda-0oKaTopamu,
Oera-OokaTtopamu abo 1iHTIOITOpaMH aHTIOTEH3WHIEPETBOPIOBAILHOTO (PEPMEHTY MalieHTaM 3
apTepiaJbHOIO TIEPTEH3IELO.

Hemae nHeoOXximHocti y migbopi 03U mpenapary Npu OJHOYACHOMY 3aCTOCYBAaHHI 3 Tia3uIHUMH
niypeTukamu, Oera-0Jokatopamu Ta iHri0iTopaMu aHT10TEH3UHIIEPETBOPIOBAIBHOTO (DEPMEHTY.

Jimu eixom 6i0 6 pokie 3 apmepianvHoro 2inepmensicro. PekoMeH0BaHa MmoyaTKoBa J03a MpemnapaTry
Anamua® s miei KaTeropii maIi€eHTiB cTaHOBUTH 2,5 Mr 1 pa3 Ha 100y (3aCTOCOBYBATH Mpernaparu
aMJIOJTUIIIHY Y BiJNOBITHOMY J03yBaHHI). SIKIIO HEOOXiAHWI piBEHb apTepialbHOTO THCKY HE Oyne
JNOCATHYTUN MPOTATOM 4 THXKHIB, 703y MOKHA 30UTBIINTH 10 5 MT Ha J00y. 3aCTOCYBaHHS Mpenapary
y J103ax BUIIE 5 MT IS TaHOI KaTeropii MaieHTiB He JOCIIIKYBalIoCh.

Hayieumu nimnvoeo eixy. Hemae HeoOXigHOCTI y mimOopi JO3M Al JaHOI KaTeropii Malli€HTiB.
[TigBHUIIEHHS JO3M CITiJT IPOBOANTH 3 O0CPEKHICTIO.

Tayieumu 3 nopywenuam ¢ynxyii Hupox. PEeKOMeHAY€EThCS 3aCTOCOBYBATH 3BUYAiTHI 103U Mpenapary,
OCKUTPKM 3MIHM KOHIEHTpalii aMJIOAMIIIHY y IJIa3Mi KpOBI HE MOB’s3aHI 31 CTYHNEHEM TSHKKOCTI
HUPKOBOI HEJIOCTATHOCTI. AMIIOIUITIH HE BUBOJAUTHCS IIUIAXOM Jiai3y.

Iayienmu 3 neuinkosoio Hedocmamuicmio. Jlo3W Tpemapary Uis 3aCTOCYBaHHS TNAaIliEHTaM 3
MEYIHKOBOK HEJOCTATHICTIO BiJ] JIETKOTO IO MOMIPHOTO CTYMEHs TsHKKOCTI HE BCTAHOBJIEHI, TOMY
mia0ip 03U CIIiJ MPOBOAUTH 3 OOEPEKHICTIO Ta MOYMHATH 3aCTOCYBAaHHS 13 HAWHMKYOI 703U (IUB.
po31in «OcobauBOCTI 3aCTOCYBaHH» 1 «PapMaKoIOriyHi BIACTUBOCTI. PapMaKOKiHETHKAY).
dapMaKkOKIHETUKY aMJIOAUIIIHY HE JOCHIDKYBaJM y MALI€HTIB 13 MOPYIIEHHAM (YHKLII MEYiHKU
TSOKKOTO CTyneHs. J[s mamieHTiB 13 NMOpymeHHIM (YHKIII MeYiHKH TSKKOTO CTYMEHs 3aCTOCYBaHHS
aMJIOIMITIHY CJI1J IOYMHATH 3 HAMHMKYOI JO3M Ta OCTYIOBO 11 30UIbIIYBaTH.

Himu. IIpenapar 3aCTOCOBYBATH JITSIM BiKOM BiJ] 6 pOKIB.
BnnuB amnoauniny Ha apTepiajbHUN THCK MAllI€EHTIB BIKOM J10 6 pOKIB HEBITOMU.

Ilepeoo3ysanns.

J10CBiJl HABMUCHOTO TIepeI03yBaHHS Mpenapary 0OMeKeHUH.

Cumnmomu nepedo3yeanHs. HasiBHA 1H(POpPMAIlis Ja€ MiICTaBU BBAXKATH, [0 3HAYHE TIEPEI03YBAHHS
npenapary AnaguH® mpusBene 10 HAAMipHOI THepudepuuHOi Ba3zoAMIATALil Ta, MOXKIMBO, O
pednexkropHoi Taxikapii. [loBigoMIIssiocss mpo po3BUTOK 3HAYHOI Ta, MOXJIMBO, TPUBAJIOI CHCTEMHOI
TIIMOTEH311, BKIIOYAIYH 10K 13 JICTaIbHUM HACIIIIKOM.

Jlikyéanusa: KIIHIYHO 3HAYyIla TINOTEH31s, 3yMOBJEHA IE€pPEeJI03yBaHHSAM aMIIOAMIIIHY, BUMAarae
AKTUBHOI MIATPUMKH JiSUTBHOCTI CEPIEBO-CYAMHHOI CHCTEMH, BKJIIOYAIOUM YaCTHH MOHITOPUHT
GyHKIIN cepls Ta IUXaHHS, MIAHATTA KIHLIBOK, MOHITOPUHT 00’€My LUPKYJIOHOUYOI PIAMHU Ta
CEUOBUIICHHS.

Jnist BiTHOBIICHHSI TOHYCY CY/HMH Ta apTepiaJbHOTO TUCKY MOXHA 3aCTOCYBATH CYAHHO3BYKYBIbHI
npemnapaTy, YIeBHUBIINCH Y BiICYTHOCTI MPOTUIIOKA3aHb J0 iX 3aCTOCYBaHHS. 3aCTOCYBAaHHS KaJbIIIIO
TIFOKOHATY BHYTPIIIHBOBEHHO MOYKE OyTH KOPUCHUM JIJIsl HIBETIOBaHHS €(EeKTIB OJI0KaaM KabIli€EBUX
KaHaJiB.



VY neskux BUMAIKaX MOXKE OyTH KOPUCHUM IPOMUBAHHS IUTYHKA. 3aCTOCYBAaHHS aKTUBOBAHOTO BYTLILIS
3I0OPOBHM JOOPOBOJIBIISIM TPOTATOM 2 TOAMH MiC/s BBEACHHS 10 MI aMJIOUITIHY 3HAYHO 3MEHIINIIO
piBEHb HOTO BCMOKTYBAHHS.

OCKUIbKY aMJIOJIUITIH 3HAYHOIO MIPOIO 3B’ S3Y€EThCA 3 O1IKaMU KPOB1, €EKT Jiajizy € He3HAYHUM.

Ilo6iuni peaxuii.

[Tpu 3acTocyBaHHI aMJIOIUTIIHY HalyacTille MOBLAOMIISIIOCS PO TaKi MOOI4HI peakii SK: COHIUBICTD,
3allaMOpPOYCHHS, TOJIOBHUU Ol1b, TTOCHJICHE CEPICOUTTS, NMPUIUIMBH, OLTb Yy YEpPEBHIM IMOPOKHHUHI,
HYJI0Ta, HAOPSKHU TOMIIOK, HAOPSAKHM Ta IMiJBUIIEHA BTOMIIIOBAHICTb.

[ToGiuni peakii, mpo sIKi MOBIJOMIISUIOCS il Yac 3aCTOCYBaHHsS aMJIOAMITIHY, HaBelIEHI HIKYE 3a
CHUCTEMaMHM Ta KjacaMH OpTaHiB Ta 3a 4YaCTOTOK BHHHUKHEHHs: Iyke dacto (> 1/10), wacto (Bix
> 1/100 no < 1/10), meuacto (Bix > 1/1000 go < 1/100), pinko (Big > 1/10000 mo < 1/1000), xyxe pigko
(< 1/10000).

3 6oxy Kposi ma rimpamuuroi cucmemu.

JlyKe piaKo: JICHKOIUTOIICHIS, TPOMOOIIMTOIICHIS.

3 60Ky imyHHOI cucmemu.

Jlyxe piako: alepriyHi peakiii.

3 60Ky memabonizmy ma aniMeHmapHi po3naou.

Jlyxe piaKo: TinepriikeMis.

Ilcuxiuni nopywenns.

Heuacro: nenpecis, 3MiHHM HACTPOIO (BKIIOYAIOUN TPHUBOXKHICTH), O€3COHHS.

Pingko: crutyTaHicTh CBiIOMOCTI.

3 6oky Hepsosoi cucmemu.

YacTo: COHMBICTD, 3a1IaMOPOYEHHS, TOJIOBHUH OLTH (TOJIOBHUM YMHOM Ha TMOYATKY JIIKYBaHHS).
Heuacro: Tpemop, 1ucreB3isi, CHHKOIIE, TIIECTE31sl, MapecTe3isl.

Jlyxe piznko: rinepronyc, nepudpepuyna Heiponaris.

3 60Ky opeanis 30py.

YacTo: mopyuieHHs 30py (BKIIOYAI0UH TUTLIOIIIO).

3 60Ky opeanis cayxy ma 1abipunmy.

Heuacro: n13BiH y Byxax.

3 6oky cepys.

Yacro: nocuiene cepueOuTTs.

HeudacTo: aputmis (BKItOYaroun Opaaukapito, IITYHOUKOBY TaxXiKap/ilo Ta MEPEXTIHHS Nepeacepb).
Hyxe piako: iHGapKT MioKapaa.

3 60Ky cyoun.

YacTo: npurimsH.

HeuacTo: aprepianbHa rinoTeHsis.

Jly*xe piKo: BaCKYJIIT.

Pecnipamopmi, mopakanvni ma mediacmunanvhi nopyuleHHs.

Yacro: nucrnHoe.

HeuacTo: kariesnb, pyHIT.

3 60Ky WLIYHKOBO-KUWKOB020 MPAKMY.

Yacro: Oinb y KUBOTI, HYJOTA, JAUCIENCIS, MOPYLUICHHS MEPUCTATBTUKHM KHIIEYHUKY (BKIIOUYAIOYH
Japero Ta 3arop).

Heuwacro: 6moBaHHS, CyXICTh y POTI.

Jlyxe piKo: MaHKpeaTuT, TaCTPUT, TiIepIiasis siCeH.

3 boky eenamobiniaproi cucmemu.

Jly’)xe piKo: TeNaTHTH, KOBTSHUILA, MiJBULICHHS PIBHS NMEYiHKOBUX (epMeHTIB (110 HaifuacTime
acoLIIOBAJIOCS 13 X0OJIECTa30M).

3 6oky wiKipu ma niOwKipHOi MKAHUHU.

Heuacro: amonemnis, mypmypa, 3MiHa 3a0apBieHHS IIKiPH, T1IBUIIIEHE TOTOBUIIJICHHS, CBEPO1K, BUCHII,
eK3aHTeMa, KPOIUB’ HKA.

Jly’)xe piaKo: aHTIOHEBPOTHYHHH HAOpSK, MyIbTH(GOPMHA epuTeMa, eKC(OTiaTUBHHM JIepMaTHUT,
cuaapom CriBeHca-JoHcoHa, HaOpsk KBiHke, (POTOUYTIUBICTD.



3 6oxy cxenemno-m 130801 ma cnoLYUHOI MKAHUH.
YacTo: HaOpsiKaHHS TOMIJIOK, CyJTOMH M’ SI31B.
HeuacTo: apTpanris, mianris, 611 y CIHHI.
3 60Ky HUPOK ma ceuo8UOLILHO20 MPAKNLY.
HedacTo: mopyIiieHHs: CEYOBHIUICHHS, HIKTYpIs, ITiIBUIIEHA YaCTOTa CEYOBUITYCKAHHSI.
3 6oky penpodykmusHoi cucmemu ma MOJIOYHUX 3AT103.
Heuacto: iMIIoTeHIIis1, TIHEKOMACTIS.
3azanvHi nopyuwents ma cmanu y mMicyi 66e0eHHs.
Jlyxe JacTo: HaOpsKH.
YacTo: miIBUIICHA BTOMIIIOBAHICTh, ACTECHIS.
Heuacro: 61516 y rpynsx, O11b, HE3Ty)KaHHS.
Jlocnioxcenns.
Heuacro: 361b1ieHHst 200 3MEHIIEHHS MacH Tia.
[ToBimomsIOCs MPO BUHATKOBI BUIIAAKH PO3BUTKY €KCTPAIipaMiHOTO CHHAPOMY.

ITH.
Amnonutin 1o0pe nepeHOCUThCS TpH 3acTocyBaHH1 AiTaM. [Ipodins modiunmux peaxiiii 0yB nmoaioOHUM
0 THUX, IO CIHOCTEpiraJucs y JIOpociux. Y JOCHiJKEeHHI 3 ydacTio 268 miTeil Haifuacrimie
MOB1IOMJISUTOCS TTPO TaKi MOO1YHI peaKIlii: roJ0BHUH 011k, 3aIIaMOPOYCHHS, PO3IIUPEHHS KPOBOHOCHUX
CYIUH, HOCOBa KpOBOTEYa, Oib Y )KUBOTI, aCTEHIs.
Binpmicte moGiuHMX peakmiii Oynu jerkoro abo MOMIpHOTO CTymeHs. Tspkki moOiuHi peakmii
(mepeBaxHO roJIOBHUH O11b) criocTepiranucs y 7,2 % mpu 3acTocyBaHHi 2,5 Mr amionuriny, y 4,5 %
IIPH 3aCTOCYBaHHI 5 Mr amnoauIiny, 1a y 4,6 % — y rpymi rrane6o. HalnmomupeHimow npruanHo0
BUKIIIOUEHHSI 3 JOCHIKEHHS Oylla HEKOHTpPOJIbOBaHA TimeprTeH3is. JKoIHOro pa3zy BHUKIIOYECHHS 3
JOCIIKeHHsI He OyJO0 CIpUYMHEHE BiIXWJICHHSMH J1a0OpaTOpHUX TOKa3HMKIB Bif Hopmu. He Oyio
3a(iKCOBAHO CYTTEBUX 3MiH ITYJIBCY.
Tlogioomnenns npo nioosprosami nobiuni peakyii.
[ToBimomiIeHHS PO Mi03PIOBaHI MOOIYHI pPeakilii Mmicas peecTpallii JIKapCchKOro 3aco0y Mae BayKIUBE
3HaueHHs. lle mae 3mory mpoBoauTH Oe3mepepBHUI MOHITOPUHT CITIBBITHONICHHS MiX KOPHUCTIO i
pU3HUKaMH, TOB’SI3aHUMH 3 3aCTOCYBaHHSIM I[HOTO JIiKapchkoro 3aco0y. Jlikapsm ciij 3BiTyBaTu mpo
Oy/Ib-sK1 M1A03PIOBaHI MOOIYHI peakiIlii BiAMOBIIHO 0 BUMOT 3aKOHO/IaBCTBA.

Tepmin npuoammuocmi.

Anamua® 10 mr — 3 pOKH. Anagua® 5 mr — 2 POKH.

He 3acTocoByBaTH npenapar micist 3aKiH4YeHHs] TEPMIHY MPUIaTHOCTI, 3a3HAYEHOT0 Ha YIaKOBIII.
YMoBu 30epiranus.

30epiraTy B OpHUriHaJIbHIH yrakoBLi npu TeMnepaTypi He Buie 25 °C. 36epiratu y HeZJOCTYITHOMY JUIs
nmiTel MicI.

Ynakoska. [To 10 Tabnetok y 6mictepi. [To 3 abo 5 GmicrepiB y mauiii.

Kareropis Binmycky. 3a penenrom.

Bupoouuk.
AT «Papmak».

Micue3HaxoakeHHsI BHPOOHHKA TA HOro agpeca Micusi MPOBA/’KeHHs AislJIbHOCTI.
VYkpaina, 04080, m. Kui, By:n. Kupunisceka, 74.



