IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

Banogin
(Valodip®)

Cknag:

Ait0ya peyoBmHa: aMI04WNIH Y BUTNAAI aMnoauniHy 6ecunary, BaicapTaH;

1 Tabnetka, BKpUTa MNIiBKOBOKO 000/I0HKOID, MICTUTL 5 MIr amnoguniny y Burnsgi amnoguniny 6ecunaty Ta 80 mr BanicapTaHy abo 5 mr amnoguniHy y BuUrnsai
amnoauniny 6ecunaty Ta 160 mr BancapTaHy, abo 10 Mr amioguniHy y BUrnagi amnoguniny 6ecunaty ta 160 Mr BancaptaHy;

AOMOMI>KHI PEYOBMHU: LIeN0N03a MIKpOKpUcTaniyHa, MaHiT (E 421), marHito cTeapat, HaTpit0 KpOCKapmesos3a, NoBigoH, KPEMHIO AiOKCUA KONoigHWIA 6e3BOAHWNA,
HaTpito naypunicynbar;

M1iBKOBa 000/10HKa: MONIBIHINOBUI CNUPT (YACTKOBO rigponizoBaHunii), Tutany giokeuns (E 171), makporon 3000, TasibK, OKeug, 3anisa »ostuid (E 172).

Nikapcbka hopma. TabneTkun, BKpUTI M1IBKOBOK 060/I0HKOH).
OCHOBHI (Pi3NKO-XiMiYHI BNacTWBOCT:

Banopain, tabnetkn BKPUTI M/1iBKOBOK 000/I0HKOK, 5 Mr/80 mr: Kpyrni ABOOMYK/i Tab/eTKn 3i CKOLUEHUMW KpasiMun, BKPUTI MJIIBKOBOKD 060/IOHKOKO
KOPUYHIOBATO-XOBTOIOKO/IbOPY, MOX/INBI TEMHI BKPan/IeHHS;

Basiogin, TabneTkn BKPUTI MAiBKOBOK 000M10HKOK, 5 Mr/160 Mr: oBasibHI ABOONYKAI TabneTkn, BKPUTI N/IIBKOBOKD OO60/IOHKOK KOPUYHIOBATO-XXOBTOTO
KO/TbOPY, MOX/IMBI TEMHI BKpaneHHs;

Basiogin, Ta6neTkn BKPUTI NJIIBKOBOK 060/10HKOK, 10 Mr/160 Mr: oBasibHi ABOONYK/I TAGNETKN, BKPUTI NJIIBKOBOKD 060/TIOHKOK KOPUYHIOBATO-XOBTOIO
KONbopy.

dapmakoTepaneBTUYHa rpyna.
Mpenapatu iHri6ITOPIB aHrioTeH3nHy Il Ta 6nokatopm KanbLieBux kaHanie. Kog ATX 9D BO1.

dapmakosoriyHi B1acTmBOCTI.
dapmakogHamika.
Banogin MicTUTb ABa aHTWUTiNEPTEH3UBHI KOMMOHEHTU 3 [04aTKOBUMK MeXaHi3MaMu KOHTPO/I0 apTepiaslbHOr0 TUCKY NPW eceHuianbHil rinepTeHsii: amnoamnin

HaneXuTb [0 KMNacy aHTaroHIiCTiB KanblLito, a BancapTaH — A0 Knacy aHTaroHIicTiB aHrioTeHsuHy Il. Kom6iHauis umx iHrpefieHTiB Mae aauTUBHUIA
aHTUTINEePTEH3VUBHUI e(heKT, 3HVKYHOUN apTepiasibHUIA TUCK Bi/IbLLIOK MIPOK, HIDK KOXEH i3 KOMMOHEHTIB OKPEMO.
AmoamnniH

AmoauniH iHribye TpaHCMemMbpaHHe MPOHWKHEHHS I0HIB KanbLiito B rnagki M’a3u cepus i cyanH. MexaHi3M aHTUrinepTeH3nBHOT Ail amioguniHy 06yMOBeHWi
NPAMKMM penakcayiinHiM BMAMBOM Ha FNagKi M’S31 CyAMH, WO 3YMOB/IHOE 3MEHLLUEHHS NepUgEPUYHOro CyAMHHOIO OMOpY i 3HWKEHHS apTepiaslbHOro TUCKY.



EKcrnepvMeHTanbHI AaHi NiATBEPAKYHOTh, WO aMNoAuMiH 3B’A3YETLCA Y AUTIAPONIPUAMHOBUX | HEriAPONipUANHOBMX MicuaX 3B’A3KY. CKOPOT/IMBICTbL CEpLEBOro
M’s3a | rnafiknx M’a3iB CyAuH 3anexaTb Bif, NPOXOMKEHHS NO3aKNITUHHOMO KasibLito B Lji KNITUHK Yepes cneummivHi ioHHI KaHann.

[icna BBeeHHA TepaneBTUYHMX A03 NaLieHTam 3 eceHLiasIbHOK FinepTeH3iel0 aMIo04WMIH CIPUYMHAE BasoamnaTalito, Wo NpU3BOANTbL A0 3HUXKEHHSA apTepia/ibHOro
TUCKY B MOJIOKEHHAX NeXKaum i CTosAun. Take 3HMKEHHA apTepiasibHOro TUCKY He CYrnpOBOAXKYETbCA ICTOTHOIO 3MiHOK LUBWUAKOCTI CepLEBUX CKOPOYeHb abo PiBHIB
KaTexonamiHiBy nniasmi npu TpuBasioMy 3aCTOCYBaHHI.

EeKT KOpestoe 3 KOHLEeHTpaLisMuy B M1asmi y MOMOAMX | ITHIX NauieHTIB.

Y nayieHTiB 3 apTepiasibHOK TiNepTeH3ier0 Ta HOPMasIbHOK (DYHKLIEKD HUPOK TepaneBTUYHI [03M amM/I0AMMNIHY NPU3BOAATbL [0 3HWKEHHS PeHa/lbHOro CyANHHOIO
ornopy i NiABULLEHHS PIBHSA IMOMepYNAPHOI inbTpaii, a TaKoX e)eKTUBHOr0 HUPKOBOT0 NOTOKY Mia3mu 6e3 3MiH (hpakLil, Lo QinbTpyeTbes, ab0 NPOTEIHYPIT.
BrMiproBaHHA reMoavHamiKu cepLeBoi PYHKLIT Y CMOKOT Ta NPy HaBaHTaXXeHHI Y NauieHTIB 3 HOPMa/IbHOK (DYHKLIEKD LLUTYHOYKIB, NPO/TIKOBAHUX aM/1I04MMIHOM, B
Li/IOMYy MOKasano HeBennKe MiABULLEHHA CepLeBOro iHAgekcy 6e3 ictoTHoro BnimBy Ha dP/dt Ta Ha MiBOLLYHOUYKOBWUIA | AiacTOMIYHUIA TUCK abo 06’eM. Y
reMoAMHaMiYHMX LOCNIKEHHAX aMI0AMMNIH He BUAB/SB HEraTUBHOMO iHOTPOMHOrO eqpeKTy NpuW 3aCTOCYBaHHI TepaneBTUYHUX A03 B IHTAKTHWUX TBapuUH Ta NO4eN,
HaBiTb NPV CyMiCHOMY BBefIeHHI 3 6eTa-6/10KaTopamu.

AMoauNiH He 3MIHIOE (DYHKLIKO CUHYCHO-NepefcepAHOro By3na abo nepeacepHo-LLTYHOYKOBOT NPOBIAHOCTI Y 3[40POBUX TBApUH abo MOANHW. Y KIIHIYHUX
LOCNILKEHHAX, B AKMX aMNOAUMIH 3aCTOCOBYBa/IN B KOMGIHaLIT 3 6eTa-6/10kaTopamm nawieHTam 3 eceHuiaibHOK rinepTeH3iero abo CTeHOKapAieto, 3MiH MOKa3HUKIB
efleKTpoKapaiorpamu He 6yno Big3Ha4eHo.

CnocTepiranncs NO3UTUBHI KiHIYHI epekTU amnoguniHy Y NauieHTIB 3 XPOHIYHOK CTabifIbHOK CTEHOKapiero, Ba30CNaCTUYHOK CTEHOKapAietd Ta ilemivyHO
XBOPO6010, WO 6yna nigTBepyKeHa aHriorpapivHo.

BancaptaH

BancaptaH € akTMBHWUM i CneyngiYHUM aHTaroHiCTOM peuenTopiB aHrioTeH3uHy |1, Wo npusHayeHnii Ans BHYTPILWHLOro 3acTocyBaHHs. BiH fie BMOIPKOBO Ha
peuenTtopu nigTuny AT ki PiAKO MOWMWPEHi i € BigNoBigaibHAMK 33 e(ekTV aHrioTeHsuHy 1. TligBuLLeHi piBHI aHrioTeHsuHy |l BHacnigok 6nokagn ATi-

PeLenTopiB Ba/iCapTaHOM MOXYTb CTUMY/HOBATW BifibHI ATy-peuentopu, WO BpiBHOBaXYe edekT AT;-peuenTopis. BancaptaH He mae Oyfb-AKOi YaCTKOBOI
aKTMBHOCTI aroHicta BifHOCHO AT4-peLenTopiB i Mae Habarato 6inbLuy (nprubnansHo y 20000 pasis) cnopigHeHicTb 3 ATq-peLientopamu, Hix 3 ATo-peLientopamu.

BancapTaH He NPUrHivye aHrioTEH3MHNEPETBOPIOBa/IbHUIA (hepmeHT (AMD), BiOMWUIA TaKOXX Nif Ha3BOK KiHiHa3W 11, KA NepeTBOPIOE aHrioTeH3NH | B aHTiOTEH3UNH
Il i pyitHye 6pamnKiHiH. He crnocTepiraeTbCs HiSKUX NOGIYHNX eEKTIB, 3yMOB/IEHUX OPagUKIHIHOM. Y KAIHIYHUX AOCNIMKEHHAX, [e BajicapTaH MOpiBHIOBaBCS 3
iHri6iTopom AlN®, yacToTa BUNaAKIiB Cyxoro Kawwnto 6yna 3HayHo MeHLow (P < 0,05) y nauieHTiB, AKi NiKyBan1cs BasicapTaHOM, HiXX Y MaLieHTiB, fKi npuiManm
iHri6iTop AM® (2,6 % nopisHAHO 3 7,9 % BI4NOBIAHO). Y NauieHTIB, AKi paHiwe nikyeBanucs iHriditopom AM®, po3srBaBCs CyXWid Kalleslb, NPU NiKyBaHHi
Ba/ICapTaHOM Lie YCKNafgHeHHs 6yno Big3HayeHo Y 19,5 % BunagKiB, a Npu flikyBaHHI TiasuAHUM AiypeTukoM — Yy 19 % BUNafKiB, y TOM Yac AK y rpyni XBopux, siKi
OTPVMYBa/IN NiKyBaHHA iHribitopom AlN®, Kawenb cnocTepirascsa y 68,5 % sunagkis (P < 0,05). BasicapTaH He BCTyNae y B3aEMOAII0 | He 6/TOKYE peLenTopy THLLIKX
FOPMOHIB ab0 i0HHI KaHau, 5iKi, K BifLOMO, BifirpatoTb BXXIMBY POsib Y perynsuii oyHKLiN cepLeBo-CyAMHHOI CUCTEMMU.

3acTocyBaHHs npenapary nalieHTam 3 apTepia/ibHOK FinepTeH3ier0 NPU3BOANTD [0 3HVXKEHHSA apTepialbHOro TUCKY, He BM/IMBAKUM MNP LbOMY Ha YacToTy My/ibCy.
Y 6inbLIOCTI NayieHTIB Nicns NpM3HaYeHHs BHYTPILWHLO Pa3oBOi 403K NpenapaTty Mo4vyaToK aHTUTINepTeH3UBHOI aKTUBHOCTI BiA3HAYAETLCA B MeXax 2 rogvH, a
MaKCUMa/lbHE 3HVXXEHHS apTepiasibHOro TUCKY JOCAraETbCs B MeXax 4—6 rofuH.

AHTUTINEPTEH3NBHWIA edeKT 36epiraeTbca Ginble 24 roAuH nicns NpuiioMy pasoBoi 403M. 3a YMOBM PerynspHOro 3acTOCyBaHHSA npenapaTty MakKcvMasibHWUiA
TepaneBTUYHUI e(heKT 3a3BMYaii JOCAracTbCA NPOTATOM 2—4 TUXKHIB | YTPUMYETLCA Ha JOCATHYTOMY PiBHI B XOAi TpMBasol Tepanii. PanToBa BigMiHa BasicapTaHy He
NPU3BOAMTL A0 BiAHOBEHHS apTepiasibHOT rinepTeH3iT abo A0 iHWNX NOGIYHMX KTHIYHMX SBULL,.

BcTaHOBMEHO, WO BasicapTaH 3HA4YHO 3HUXKYE PiBeHb HEOOXIAHOCTI rocniTanisayii nayieHTiB 3 XPOHIYHO cepLeBoto HepocTaTHICTIO 1I-1V Knacy 3a knacudikauieto
Hbto-opkebkoi Acouiayii Kapaionoris (NYHA). BinbLu 3HauyLLnii eeKT AOCAraBca y MaLieHTiB, AKi He oTpuMyBany iHribiTopn AMN® abo 6eTa-6nokatopu. Takox



BCTAHOB/IEHO, L0 BasicapTaH 3HWXKYBaB CEPLIEBO-CYAMHHY CMEPTHICTb Y K/IIHIYHO CTabifIbHUX MauieHTIB 3 NaTo/Orie0 NiBOro LWIyHOUKa abo NiBOLLTYHOUYKOBOK
ANCRYHKLIER NMicnsa iHhapKTy Miokapza.

Bancaprtan/amnoamniy

Komb6iHauis amnogunidy i BancaptaHy 3abesnevye 40303a/1eXKHe alMTUBHE 3HUKEHHSA apTepiasibHOro TUCKY Y BCbOMY fiana3oHi TepaneBTUYHUX A03. [MinoTeH3nBHa
Aist nicns npuinomMy pasoBoil 403K KOMOGiHaLiT 36epiracTbCca NPOTArom 24 roguH.

BinbLue HiXXK 1400 nauieHTIB 3 apTepiasibHOO TiNepTeH3ier0 3aCTOCOBYBa/IN aMoAuniH/BancapTaH 1 pas Ha fo6y Yy ABOX niaueb0-KOHTPO/IbOBaHWX LOC/IIKEHHAX.
3acTocyBaHHA amioguniHy 6ecunaty/BasicapTaHy, BMBYaIM Yy [ABOX Maueb0-KOHTPObOBAHUX [OCNIIKEHHAX Y MaLieHTIB 3 HeYCKNafHEeHOH eCeHLia/IbHO
rinepTeHsiet Nerkoro abo NOMipHOro CTYNeHs TSHXKKOCTI (CepeaHiit AiacToNIYHNUIA TUCK B CUAAYOMY NOMNOXKEHHI = 95 Ta < 110 Mm pT. CT.).

Buknovanmcs nayieHT 3 BUCOKMM PU3MKOM CEpPLEBO-CYAUHHUX MOPYLUEHb: CEpLEeBO0 HefOCTATHICTHO, LYKpPoBUM AiabeToM | Tuny i €nabo KOHTPO/bOBaHUM
LlyKpoBMM fiabeTom Il TNy, HasBHICTIO B aHaMHe3i iH(apKTy MioKapaa abo iHCYNbTY, AKi CTaIMCS NPOTArOM OHOTO POKY.

Y MynbTULEHTPOBOMY, PaHAOMi30BaHOMY, MOABINHO-CNIMNOMY, aKTMBHO KOHTPO/IbOBaHOMY AOCMIMKEHHI B napanesibHUX rpynax BCTaHOB/EHO HOpMasisalito
apTepiabHOro TUCKY (40 BCTAHOB/MEHHSA AiacTONIYHOrO TUCKY < 90 MM PT. CT. Y KiHUi BUNPO6yBaHHA) ¥ 75 % nauieHTiB, AKi 3actocoByBasm 10 mr/160 mr
amnoauniny/sancaprtaHy, y 62 % nauieHTiB, AKi 3acTocoByBasiv 5 mr/160 mr amnoguniHy/sasncaptaHy, nopiBHAHO 3 53 % nauieHTiB, AKi 3actocoByBan 160 mr
BasicapTaHy. JlogaBaHHa 10 mr ta 5 Mr amnoguniHy 06ymMOBOBaIO AOAATKOBE 3HVKEHHSA CUCTOMIYHOr0/4iacToMIYHOIO TUCKY Ha 6/4,8 MM pT. CT. | 3,9/2,9 MM pT. CT.
BIZNOBIAHO MOPIBHSAHO 3 MaLieHTaMu, AKi 3aCTOCOBYBa/IN TiflbK 160 MI BasicapTaHy.

Y MynbTULEHTPOBOMY, PaHAOMi30BaHOMY, MOABINHO-CNIMOMY, aKTMBHO KOHTPO/IbOBaHOMY AOCMIMKEHHI B napase/sibHUX rpynax BCTaHOB/IEHO HOpMasiizalito
apTepiasibHOro TUCKY (4O BCTaHOB/MIEHHA AiacTOMiYHOro TMCKY < 90 MM pT. CT. Y KiHUi BMNpobyBaHHsA) y 78 % nauieHTiB, AKi 3actocosyBai 10 mr/160 mr
amnoauniHy/sancapTaHy, NOPiBHAHO 3 67 % nauieHTiB, SKi NPOLOBXYBa/IN 3aCTOCOBYBATM TiNbkn 10 Mr amnoauniHy. JoaaBaHHA 160 Mr BasicapTaHy 3yMOB/OBa/IO
[0[,aTKOBE 3HMXKEHHSA CUCTONIYHOr0/A4iacTONIYHOrO TUCKY Ha 2,9/2,1 MM PT. CT. NOPIBHAHO 3 NaLlieHTaMu, AKi 3aCTOCOBYBa/IM TifibKM 10 MI aMnoauniHy.
3acTocyBaHHsA amnioaumniHy/BasicapTaHy BMBYa/IOCH B aKTMBHO KOHTPO/IbOBAHOMY Aoc/ifpkeHHi y 130 nauieHTiB, XBOPMX Ha eCeHUiasibHy rinepTeHsito, 3
AiaCTONIYHUM TUCKOM = 110 MM pT. CT. i < 120 MM pT. CT. Y LbOMY AOCNIKEHHI (MOYaTKOBUIA apTepiaslbHUIn TUCK 171/113 MM PT. CT.) 3aCTOCYBaHHS aMOAUMIHY
/BancaptaHy y fo3i Big 5 Mr/160 mr 4o 10 mMr/160 Mr 3HMXYBanO CTa/IMin apTepiasibHUiA TUCK Ha 36/29 MM PT.CT. MNOPIBHAHO 3 32/28 MM PT.CT. NPW 3aCTOCYBaHHI
nisnHonpuny/rigpoxnopotiasugy y fosi Big 10 mr/12,5 mr go 20 mr/12,5 mr.

Y [BOX [OBroTpuBaiMX AOCHIMKEeHHSX Oyno AoBefAeHO, WO etheKT amnoauniHy/sancaptaHy 36epirascs 6Oinblie 0gHOro poky. PanToBa BigmiHa npenaparty He
npu3BoAWNa A0 WBWAKOrO NiABULLEHHSA apTepiaibHOro TUCKY.

Y nauieHTiB, Y AKUX apTepiaibHUA TUCK afeKBaTHO KOHTPO/IOETLCS aMIoAMMIHOM, ane MalTb Micle HernpuAHATHI HabpskK, KOMOIiHOBaHa Teparis MOXe
3a6e3neyunTI aHaIorivYHMI KOHTPO/Ib apTepiaibHOro TUCKY, 3MEHLLMBLLN HABPSAKN.

dapmakoKiHeTVKa.

NiHiVHICTb

BasicapTaH i amnogmnid nposenstoTh NiHIRHICTb PapMakoKiHETUKN.

AmoamnniH

BcmokTyBaHHSA. Tlicns BHYTPILLIHBLOIO 3aCTOCYBaHHA TepaneBTUYHMX [03 aMIoAMMiHY MakcuManbHa KOHLEHTPaLUif (Ciax) B M1a3Mi KPOBi 4OCAraETbCs MPOTArom
6—12 roauH. Po3paxoBaHa abcoioTHa 6io40CTYNHICTL CTAHOBUTL Bif 64 % A0 80 %. Ia icTOTHO BNAMBae Ha 6i0f0CTYMHICTb aMNOANMIHY.

Posnogin. O6’eM po3nofiny CTaHOBUTb NMPUBAN3HO 21 NI/Kr. Y [OCMIIKEHHAX aMIOAMMIHY in Vitro 40BeAeHO, WO B MaLiEHTIB, XBOPUX Ha eceHLiasibHy TinepTeHsito,
nNpuéAn3Ho 97,5 % LMPKYNHOKYOro npenapary 38’ A3yeTbeCs 3 6iikamm niasmu.

bioTpaHcgopmauis. AMnoguniH iHTeHCMBHO (Npr6an3Ho 90 %) MeTaboni3yeTbCA B NeYiHLi 40 HEaKTUBHUX MeTabonNiTiB.

BuBefeHHa. BrBeaeHHA amioguniHy 3 niasMu ABogasHe, 3 nepiogomM HaniBeuBefeHHA npu6am3Ho 30-50 roguH. PiBHOBaXKHI PiBHI B Mia3mi focAratoTbCs Micns
NOCTIHOr0 BBEAEHHS NPOTAroM 7—8 aHiB. 10 % He3amiHeHOro amnoauniHy i 60 % meTaboNiTiB aMNoAMMiHY BUBOAATHCSA i3 CEYELO.




BancapTaH.
BcmokTyBaHHA. [Micna npuitomy npenapaty BHYTPIWHLO Cpgc BaNCapTaHy B Nnasmi JOCAraeTbCA npoTtarom 2-4 roguH. CepefHs BenvymMHa abCONHOTHOI

6i0A0CTYNHOCTI NpenapaTy CTaHOBUTbL 23 %. Ka 3HWXKYE eKCro3NLito BasicapTaHy 3a NokasHMKOM AUC (KOHLEHTpaList B n1asMi — yac) NpubamnsHo Ha 40 %, a Cpax

— Ha 50 %, xou4a 4yepe3 8 rofguH nicns 3acToCyBaHHA KOHLEHTpaLisa BancapTaHy B nnasmi 6yna ogHakosa 'y rpyni, ska npuilMana npenapat Hatuiecepue, i rpyni
nauieHTiB, aka npuiimana npenapat nicnsa ign. 3HmkeHHs AUC He CynpoBOAKYETLCA KMIHIYHO 3HAUYLLMM 3HVDKEHHSIM TepaneBTUYHOro eekTy, TOMy BasicapTaH
MOXHa NPUIMaT He3aNeXXHO Bif NpUnoMy TXi.

Po3nogin. PiBHOBaXHWUI 06’€M po3nogisy BasicapTaHy Micis BHYTPILUHbOBEHHOrO BBEAEHHS CTaHOBMTb NPu6AM3HO 17 N, WO BKa3lye Ha Te, WO BajicapTaH
PO3MNOAINAETLCA B TKAHMHAX He IHTEHCMBHO. BancapTaH MiLHO 3B’A3YyETbCA 3 6iikaMu nnasmm (94-97 %), roNoBHNM YMHOM i3 CUPOBaTKOBUM a/lbOYMIHOM.
bioTpaHcopmauis. BancaptaH 3Ha4HOH MipOHO He TPaHC(OPMYETLCA, OCKIIbKY Tifibkn 20 % [031 NepexofnTb y MeTaboniTh. Y nnasMi B HU3bKUX KOHLEHTPaLiax
(meHwe 10 % Big AUC BancapTtaHy) ifeHTU(iKoBaHWI FigpoOKCUMETa60NIT, KA PapmMaKoioriyHO He aKTUBHUIA.

BuBeaeHHsA. PapmakoKiHETUYHA KpviBa Ba/icapTaHy Mae HU3XIAHWA MyNbTUEKCMOHEHLUINHWIA XapakTep (4ac HaniBBuBeAeHHS Tqpa MeHwe 1 roauHu i Tqob

npuénn3Ho 9 roamH). BancaptaH BUBOAUTLCS, FONIOBHUM YAHOM, B HE3MIHEHOMY CTaHi 3 KanoM (npunbnnsHo 83 % Big Ao3K) i ceveto (6nmn3bko 13 % Big fosm). Micns
BHYTPILUHbOBEHHOI O BBEJEHHS KNipeHC BasicapTaHy B M1a3Mi CTaHOBUTbL NPUGINM3HO 2 N/rof, a Moro peHaibHUiA KnipeHc — npubnmsHo 0,62 n/rog (npubnmsHo 30 %
Bifl 3arasibHOro KnipeHcy). MNepiog HaniBBMBeAEHHSA BasicapTaHy — 6 rOAuH.

BancapTaH/amnoguniH.

Micns nepopasibHOro 3acTocyBaHHA KOMOGiHauiT amnoauni/ancaptaH Crg B Nas3mi BaicapTaHy i amnofuniHy gocaraetebcs 3a 3 1 6-8 roguH BignosifHo.

LLIBMAKICTb | CTYNiHb BCMOKTYBaHHA KOMOIHaLii amnoauniH/BancapTaH ekBiBasieHTHI 61040CTYMHOCTI Ba/sicapTaHy Ta aMmn1o4uniHy.

dapmakoKiHETMKAY Pi3HMX rpynax nauieHTiB.

LiTn

[aHi npo (hapmakoKiHETVKY npenapary y AiTei BiACYTHI.

MauieHTw NiTHLOrO BiKy (BIKOM Bif 65 POKiB)

Uac pocarHeHHs Cinoc @MIOAMNIHY B M1a3Mi KPoBi NPUGAN3HO OLHAKOBWI Y MaLieHTIB MOMOALLIONO BiKy i NauieHTiB NiTHLOro BiKy. Y NauieHTIiB MITHLOro BiKY

KMIpeHC amnoaMmniHy Mae TeHAEHUi0 [0 3HWKEeHHS, WO npu3BoauTb A0 3pocTtaHHA AUC i nofoBXeHHs nepiofy HanieeuBeAeHHs. CepefHs cucteMHa AUC
BasicapTaHy B 0Ci6 NiTHLOr0 BiKy Ha 70 % BuLLe, HIXX Yy NaLieHTiB MOOALIONO BiKy, TOMY HEO6XiAHO AOTPUMYBATUCA 06ePEXHOCTI NPY NiABULLEHHI [03M.
MopyLUeHHs hyHKLiT HUPOK

IMopyLUEHHA PYHKLIT HUPOK ICTOTHO He BMN/IMBAKOTL Ha (PapMaKOKIHETUKY amioguniHy. AK i o4ikyBanocs BIAHOCHO CMOMYKW, HUPKOBMWIA KMiPEHC SKOI CTaHOBUTb
nunwe 30 % Big 3arasibHOro N1asmMoBOro KNipeHcy, KOpenauil MK CTaHOM (PYHKLUIT HUPOK | CUCTEMHOKO eKCMO3ULIEID BasicapTaHy He Bif3Havanocs.

MopyLUEHHS OYHKLIT NeYiHKK

Y nauieHTiB 3 NeYiHKOBOK HeAOCTATHICTHO 3HUXKYETLCS KNIPEHC aMnoaumiHy, Wo npu3soanTb A0 NigsuuleHHs AUC npnbnmnsHo Ha 40-60 %. Y nauieHTiB 3i
CNabKMMK i MOMIPHUMMN XPOHIYHUMM 3aXBOPHOBAHHAMM MEYIHKM eKCro3uLlia BasicapTaHy (BrM3HaueHa 3a 3HauyeHHaMn AUC) B cepefHbOMY BABIYi MEPEBULLYE TaKy Yy
3[0poBUX [06p0oBO/bLLIB (BifibpaHi 3a BIKOM, CTaTTHO Ta Macoto Tina). MauieHTn, AKi MatoTb 3aXBOPHOBaHHS MeYiHKM, MOBUHHI OYTN 06EPEeXXHUMU MPK 3aCTOCYBaHHI
npenapary.

KniHIYHI XapaKTePUCTUKW.
Noka3aHHA.
EceHuianbHa rinepTeHsis y JOPOCAMX NaLieHTIB, apTepiaibHUI TUCK AKX HE PErynteTLCS 3a JOMOMOro MOHOTepanii amnoamMniHoM abo BasicapTaHOM.



IMpoTnnNoKasaHHA.

MigBuLLEHA YYTAMBICTb [0 aKTUBHOT CyOCTaHLIT, NOXigHUX AurigponipuanHy abo Ao 6yab-SKo13 AONOMIXHUX PeYOBUH NiKapcbKoro 3acooy;

TsKKI MOPYLUEHHA (DYHKLIT MeYiHKK, 6iniapHUIA LMPO3 NeYiHKy abo xonecTas.

CynyTHe 3aCTOCYBaHHSA aHTaroHiCTIB peLenTopiB aHrioteH3nHy (APA), BKItoYatoun BasicaptaH, abo iHribiTopiB aHrioTeH3MHMNEePeTBOPIOBa/IbHOIO (hepMeHTy (APD)
3 aNlicKipeHOM naLlieHTam 3 LiyKpOoBVM [iabeToM a6o 3 MopyLIeHHAMM (yHKLiT HUPOK (LUBUAKICTb KMy6o4KoBOT (inbTpauii (LUK®) < 60 Mr/xB/1,73 M2).
MpoTMNOKa3aHOo BariTHUM Ta XiHKaMm, AKi NIaHyTb 3aBariTHITU (AMB. PO34iN «3aCcTOCyBaHHA Y Nepio BariTHOCTI abo rogyBaHHSA rpyaato»).

TsKKa rinoTeHsis;

LLIoK (BKNtOYaroUumM KapAioreHHWM LWoKk);

OO6CTpyKLis BUBIAHOIO TPaKTY NIBOrO LLUMYHOUKA (Hanpuknag rinepTpodivyHa 06CTPYKTMBHA KapAioMionaTisi | CTEHO3 a0pTU TAXKOIO CTYMNeHs);

"emoamHamiyHO HecTabiflbHa cepLeBa HeOCTAaTHICTb NIC/A rOCTPOro iHapKTy MioKapaa.

B3aemogisi 3 iHLLIMMW NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.

JocnimpKeHHs B3aeMogiin npenapaty 3 iHWMMW NiKapCbKUMKU 3ac06amu He NPOBOAWIIUCS.

Cnif, BpaxoByBaTu NpY CYNyTHLOMY 3aCTOCYBaHHI

IHWI rinoTeH3uBHI NpenapaTy

YacTo 3acTocoByBaHi rinoTeH3VBHI Npenapatn (Hanpuknag, anba-61o0Kkatopn, AiypeTukin) Ta iHWi NikapcbKi 3aC06U, SKi MOXYTb BUKIMKATW NOSABY TiMNOTEH3UBHUX
HebaXXaHnX ABWLLY, (HanpuKiag, TPULMKNIYHI aHTUAENpecaHTu, anba-610KaTopu, WO 3aCTOCOBYHOTLCA A1 NiKyBaHHA AOOPOSAKICHOT rinepnnasii nepeamixypoBsoi
3a1031), MOXYTb NOCKKOBATY FMNOTEH3NBHY Ait0 KOMOGIHaLT.

B3aemogiT, 1110 NoB’A3aHi 3 aM10ANMIHOM

CynyTHE 3aCTOCYBaHHA He PEKOMEeH0BaHe

I"peiincpy T abo rperindpy TOBWIA CiK

He pekoMeHLYeTbCA 3aCTOCYBaHHA am/io4uniHy i3 rpennpyToBMM COKOM abo i3 rpemnpyToM, OCKIfIbKMN Yy [AeAKMX MauieHTiB BGI0f0CTYNHICTb MOXe 6yTu
36i/bLUeHa, L0 Npu3Bee L0 NOCUJIEHHS TiMOTEH3MBHOIO epeKTy npenapary.

HeobxigHa 06epe>KHICTb Npu cynyTHHOMY 3aCTOCYBaHHI

IHri6iTopn CYP3A4

CynyTHe 3aCTOCyBaHHSI amM/IoAuNiHy i3 CUIbHUMK abo NoMipHUMK iHri6iTopamn CY P3A4 (iHribiTopammn npoTeasun, a3on0BMMU NPOTUrPUOKOBUMI, MaKponifamu,
TaKUMW SK epUTPOMILMH abo KNapuTpOMIUMH, Bepanamin abo AunTiaseM) MOXKe MPU3BECTU A0 3HAYHOrO MOCWIEHHA CUCTEMHOIrO BMAMBY amiogvniHy. KniHiyHi
NPOsIBM TaknX (HhapMakKOKIHETUUYHMX 3MiH MOXYTb OYTV NOCUNEHUMW Y NaLi€HTIB MNiTHLOrO BiKy. MOXYTb GYTU HEOOXIAHUMM KNIHIYHWIA MOHITOPUHI Ta KOpPeKL,is
[03.

IHoykTOopn CYP3A4 (NpoTUCYLOMHI NpenapaTy (Hanpuknaz kapbamaseniH, eHobapbiTan, (eHiToiH, PocteHiTOTH, NPUMILOH), pudamniLmH, 38ipo6ill 3BUYaiH1i
(Hypericum perforatum)

Mpy ofHOYacHOMY 3acTocyBaHHiI iHaykTopiB CYP3A4 nnasmoBa KOHUEHTpaLisa amioguniHy MoxXKe 3MiHIOBaTUCA. TOMY C/lif KOHTPOMOBATK apTepiaibHUN TUCK i
KoperyBaTu o3y Nif yac Ta nicas CynyTHbLOro NPUinoMy NikapcbKoro 3acoby, 0co6/MBO 3 cunbHUMK iHAYKTOpamu CY P3A4 (Hanpuknag, pudamniumH, Hypericum
perforatum).

CumBacTaTVH

baraTopasoBe 3actocyBaHHs 03 10 mr amnoguniHy 3 80 Mr cuMMBacTaTMHY MNPU3BOAUTL A0 30iNbLUEHHA €KCMo3uuil cuMBacTaTMHY Ha 77 % MNOpPIBHAHO 3
3aCTOCYBaHHSAM OIHOrO CUMBAaCTaTUHY. PeKOMEeH/0BaHO 3HMXKYBaTU A060BY 403y CUMBaCTaTUHY 40 20 Mr A1 MaLieHTiB, L0 3aCTOCOBYHOTb aM/IOAMMIH.




JaHTponeH (iHdys3iT)

Y TBapWH CnocTepirannca netanbHi BUMNAAKN BEHTPUKYNAPHUX QiGpUnsaLiin Ta KapAioBacKynsipHMX KOMarciB y 3B°A3KY i3 rinepkasiemieto Micns 3acTocyBaHHA
Bepanamifly Ta [aHTPO/IeHy BHYTPILUHbLOBEHHO. Yepe3 pu3mnK rinepkanieMii peKOMeHLYETbCA YHUKATU CYNYyTHLOr0 3aCTOCyBaHHSA 6/10KaTOPIB Ka/bLiiEBMX KaHaniB,
TaKnX K aMN0AMNIH, NaLieHTaM, CXUNbHUM 40 PO3BUTKY 3/108KICHOI rinepTepmil Ta Npw NiKyBaHHI 3N0SKICHUX FinepTepMii.

Takponimyc.

ICHYe py3MK MiABULLEHHS PIBHIB TaKpoNiMycy B KpPOBI MpW OLHOYACHOMY 3aCTOCYBaHHi 3 am04WMNIHOM, OA4HAaK (hapMakOKIHETUYHWUIA MexaHi3M Takoi B3aeMopil
MOBHICTHO He BCTaHOBNEHMIA. LLL06 YHUKHYTM TOKCUYHOCTI TaKponimycy, Npu cynyTHbOMY 3aCTOCYBaHHI amM1oauniHy nauieHTam, SKi npuiiMatoTb Takponimyc, cig
NPOBOANTM PErynsipHUiA MOHITOPUHT PiBHIB TaKpPONiMycCy B KPOBI Ta, Y pa3i He0bXiAHOCTI, KOpUryBaTu oro goay.

MTOR iHri6iTopu (mammalian target of rapamycin - MiLLeHi panamiluuHy y ccaBLiiB).

Taki mMTOR iHri6iTopu, aK cuponimyc, TeMcuponimyc i eseponimyc € cyécrpatamm CYP3A. Amnoamnid € cnabkum iHrioitopom CYP3A. Mpn ogHovacHOMY
3acTocyBaHHi amioguniHy 3 mTOR iHribiTopamu BiH MOXe NOCU/IKOBATY TX BMNJIMB.

Cnif BpaxoByBaTy Npu CyNny THbOMY 3aCTOCYBaHHI

CungeHadpin

OpHopasosuii npuitiom 100 Mr cungeHadiny y nauieHTIB 3 eCeHUiaNbHOK TinepTeH3iel0 He BMNIMBaB Ha (hapMakKOKIHETWMKY amnoguniHy. Mpu ogHoYacHOMY
3acTocyBaHHI aMmnoauniHy Ta cungeHadiny sk Kom6iHOBaHOI Tepanii KOXeH i3 npenapaTiB NPosB/sAB FiNOTEH3MBHUIA ePEKT He3aNeXHO Bif IHLLOTO.

IHLWi

AmioguniH He BNAMBaE Ha PapMakoKIHETUKY aTOpPBaCcTaTUHY, AUTOKCKHY, BapthapuHy abo LMKIOCMOPUHY.

B3aemogii, NoB’si3aHi 3 BaICapTaHOM

CynyTHE 3aCTOCYBaHHA He PEKOMEH0BaHe

niTin

Mpn ofHOYaCHOMY 3acTOCYBaHHI NiTit0 3 iHribiTopamy AlM® abo aHTaroHictaMu peuenTopiB aHrioTeH3uHy |l, BKOYarouM BancapTaH BigzHavanocs 060pOTHe
NiABULLEHHS CUPOBATKOBMX KOHLEHTPAL,ii NiTito i MOro TOKCMYHOCTI. CynyTHE 3aCTOCYBaHHS BasicapTaHy i NiTit0 He PeKOMeHAYETbCA. FAKLLO X 3aCTOCYBaHHS Takol
KOMOGiHaL|iT Heob6XxiAHO, cnif peTenlbHO KOHTPONKOBATM PiBEHb NiTitO B CUPOBATLi KPOBI. PU3NK NiABWLLEHHA TOKCUYHOCTI NiTit0 MOXe OyTW Haaani NiABULLEHWNIA Npu
CYMICHOMY 3aCTOCYBaHHI 3 Banoginom Ta AiypeTvkamu.

Kaniesi fobaBku, kaninsbepiratodi AiypeTVKK, CONbOBI 3aMiHHMKM, L0 MICTSTb Kanii, abo iHWi npenapaTy, SKi MOXKY Tb NiABMLLYBa TV PiBEHb Kanito

AKLWO nikapcbKi 3ac06M, L0 BNIMBAKOTL Ha KanieBi KaHau, NPM3HaYvatoTb Y KOMGIHaLiT 3 BasicapTaHoM, CAif nepeadadunTyi YaCTMin KOHTPO/Ib BMICTY Kanito y nnasmi.

HeobxigHa 06epe>KHICTb Npu cynyTHHOMY 3aCTOCYBaHHI

HecTepoigHi npoTu3ananbHi npenapaTu (HIM3IM), B TOMy unchi CeneKTUBHI IHriGiTopu uuknookeurenasu-2 (LLOIM-2), aueTuncaniynnosa KucnoTa (>3 r/aeHb) i
HecenekTusHI HIM3IM

Mpy cynyTHbOMY 3aCTOCYBaHHI aHTaroHICTIB aHrioteHsuHy |1 i HIM3IM moxnvee nocnabrieHHs TinoTeH3MBHOI Aii. TakoX CynyTHE 3aCTOCYBaHHS aHTaroOHICTIB
aHrioteH3auHy Il i HM3MM nigsuvLLye pusunk noripeHHs QyHKUIT HAPOK Ta NiABULLEHHS PiBHA Kanito B CMPOBATLLi KPOBi. TOMY Ha noYaTKy NiKyBaHHSA PEKOMEHYETbCA
KOHTPO/OBATK CTaH (hYHKLLIT HUPOK, a TaKoX 3a6e3nevyBaTi HA/IeXXHWIA PiBEHb PiANHK B OpraHi3Mi nauieHTa.

IHriGITOPK NEPeHOCHMKA HAKOMUYeHHs (pudhamniumH, LMKNOCNOopUH) abo edaItoKCHOMO NepeHOCHKKa (PUTOHaBIp)

Pe3ynbTaTv LOCNIMKEHb TKAHWHW MEYiHKW NIOAMHK in vitro nokasanu, WO BasicapTaH € CybCTpaToM MeYiHKOBOro nepeHoCHMKa HakonmueHHs OATPLBL Ta
MeyiHKOBOro e(pIFOKCHOro nepeHocHMka MRP2. CynyTHe 3aCTOCYBaHHA iHriGITOPIB MePeHOCHMKa HaKoMUyeHHs (pudamMniyyH, LUKIoCnoprH) abo egiitoKCHOro
MepeHOCHNKa (PUTOHaBIP) MOXYTb 36i/bLLYBATU CUCTEMHY EKCMO3MLit0 BasicapTaHy.

MopgiliHa 6noKaaa peHiH-aHrio TeH3nH-anbaocTepoHoBoi cucTemu (PAAC) 3 APA, iHribiTopamu AMd abo anickipeHom

Pe3ynbTaTu KNiHIYHKX JOCNiMKeHb NoKasanu, Lo noapiriHa 6nokaga PAACNpu KoM6iHOBaHOMY 3aCTOCYBaHHI iHribiTopie AM®, APA umn anickipeHy npu3soanTb 40




36i/IbLUEHHA 4aCTOTM BMHUKHEHHA TakKMX HebaXaHUX SBWULL, AK TiNOTeH3is, rinepkKafiemMis Ta 3HWKEHHA (YHKLUIT HUPOK (BKIKOYAOUM TFOCTPY HUPKOBY
HeAOCTaTHICTb), Y MOPIBHAHHI 3 NiKYBaHHAM O4HVM /liKapCbKMM 3aco60M, Lo BrnamBae Ha PAAC. Tomy cynyTHE 3acTocyBaHHs APA — BK/IHOUaKoum BasicapTaH — abo
iHriGiTopiB AM® 3 anickipeHoM NPOTUMOKa3aHO NallieHTam 3 LlyKPOBUM fiabeToM abo MopyLLEHHAMM QYHKLiT HUPOK (LLUK® < 60 Mr/xB/1,73 M2).

IHWi

Mpn MoHOTepanil BasicapTaHOM He BCTAHOBJIEHI K/IHIYHO 3HAJYLLi /iKapCbKi B3aEMOAIT 3 TaKUMW npenapatamu: UMMeTUAWH, BapdapuH, ypocemis, AUrOKCUH,
aTeHonon, iHAoMeTaLmMH, rigpoxnopoTiasug, amnoaunid, rnibeHknamig,.

Oc06/1MBOCT i 3aCTOCYBaHHS.

be3neka Ta e(heKTMBHICTb aMNOAUNIHY NPW NiKYBaHHI FinepTeH3MBHOI0 KPU3y He BCTaHOB/EHI.

MauieHTn 3 AediluMTOM B OpPraHi3mi HaTpito i/abo 06’eMy LMPKY/IOKYOT KPOBI

Y nauieHTIiB 3 HeYyCKMafHEeHOH apTepiaibHOK rinepTeH3ielo crnocTepiranaca HaaMipHa rinoTeHsid. Y nauieHTiB 3 aKTMBOBAHOK PeHIH-aHri0TEH3MHOBOKO CUCTEMOLO
(31 3HMXXKEHMM BMICTOM HaTpito i/abo 06’€EMOM LMPKY/NHOKOYOT KPOBI, SIKi OAepXyHTb BMCOKI 03U AiyPeTUKIB), SKi NpuiiMatoTb 6G10KaTOpK aHriOTEH3MHOBMX
peLenTopiB, MOXe BMHMKATM CUMNTOMaTM4YHa FinoTeH3is. PekoMeHAOBaHa KOpPeKLis LbOro cTaHy Mepef 3acTocyBaHHAM Banoginy abo peTenibHe MeauuHe
CMOCTEPEXEHHA Ha MoYaTKy Tepanii.

Mpy BUHNKHEHHI apTepianbHOT riNOTeH3iT NpW 3acTocyBaHHI Banoginy nauieHTa cif noKAacTu Ha CrnHY i, AKWO HeobXiAHO, NPOBECTU BHYTPILLHLOBEHHY iH(Y3it0
(hi3ionorivyHoro po3umHy. ricna crabinizayii apTepiasibHOro TUCKY MOXKHa NPOAOBXUTU NiKyBaHHS.

inepkaniemis

Cnif 3 06epeXxHICTIO MPOBOAWTY OfHOYaCHE NiKyBaHHS KanieBuMuM fobaBKaMu, Kaninsbepiratoummu fiypeTrkamu, CobOBUMM 3aMiHHUKaMK, WO MIiCTATb Kaniid, abo
IHLIMMK NpenapaTamu, SiKi MOXYTb NigBULLYBaTV piBeHb Kanito (renapviH Ta iH.), a TaKoX nepeadayunT YacTuil KOHTPOb BMICTY Kanito.

CTeHO3 HUPKOBOT apTepil

Cnif 3acTocoByBaTyh 3 00ePEXHICTIO A1 NTIKYBaHHA rinepTeH3iT y nayieHTiB 3 04HO6IYHMM abo ABOGIYHMM CTEHO30M HUPKOBOT apTepil abo CTEHO30M €AMHOT HUPKU
OCKi/IbKM PiBHI CEYOBUHN Ta KpPeaTUHIHY B CMPOBATLLi KPOBi MOXYTb 30i/1bLLYBaTUCh.

TpaHcnaaHTauis HAPKK

[ocsig 6e3ne4yHOro 3acTocyBaHHa Banoginy nauieHTam 3 HeflJaBHO MEPEHECEHOD TpaHCMNaHTaUiEr HAPKW BiACYTHIN.

MNopyLleHHs MYHKLLIT NeYiHKN

BanicaptaH BMBOAUTLCA, FOIOBHUM YAHOM, B HE3MIHEHOMY CTaHi 3 )KOBYI0. [epiof HaniBBUBELEHHA aMI0AMMIHY MOLOBXYETLCA Ta NoKasHNK AUC (KOHLeHTpais B
nnasmi — 4Yac) BULMIA Yy NaLieHTIB 3 YLIKOMKEHHAMN (OYHKLIT NeYiHKW; pekomeHAauii Woao Ao3yBaHb He BCTaHOBNEHI. Oco6nmBa 06epeXHiCTb HeobxigHa npwu
3acTocyBaHHi Basioginy nauieHTam 3 nopyLleHHAM YHKLIT NeYiHKK 1erkoro abo nomipHoro CTyneHs abo 06CTPYKTUBHUMM 3aXBOPHOBAHHSAMM XXOBYHOI 0 MiXypa.
MakcvMasibHa peKoOMeH0BaHa [03a 4/19 NaLieHTIB 3 IErKMMKU ab0 NMOMIPHUMU NOPYLLEHHAMM (PYHKLIT nediHKy 6e3 xonectasy cTaHoBUTb 80 MI Ba/icapTaHy.
MopyLweHHS GYHKLLIT HUPOK

MaLlieHTam 3 NOPYLLIEHHAMM (YHKLLT HUPOK N1erkoro abo nomipHoro ctynexs (LUK® > 30 mn/xs/1,73 M2) KopeKLis 031 He NOTPiGHa. Mpu NOMIPHUX NOPYLLIEHHSX
HUPKOBOT (DYHKLLIT pEKOMEHAYETHCA KOHTPO/HOBATW PIBHI Kanito i KpeaTUHiHY B KpoBi. CynyTHE 3aCTOCYBaHHSA aHTarOHICTIB PeLenTopiB aHrioTEH3MHY, BK/OYaKUn
BasicapTaH, abo iHri6iTopis AMd 3 anickipeHOM NPOTMMNOKAa3aHO NallieHTaM 3 NOpYLLEHHAMY (YHKLT HUpoK (LUK® < 60 mr/xs/1,73 mM2).

[MepBMHHWIA rinepabA0CTEPOHI3M.

MauieHTaM 3 NepBUHHMM TinepanbLoCTEPOHIZMOM He CNif NPUAMaTK aHTaroHICT aHrioTeH3uHy || BasicapTaH, OCKifIbKM X peHiH-aHri0TeH3MHOBA CUCTEMa NOpYLLEHa
Y 3B’A3KY 3 OCHOBHMM 3aXBOPHOBAHHSM.

AHTIOHEBPOTUYHWNIA HAOPSIK.

Habpsik KBiHKe, y TOMY UiCNi HabpsK ropTaHi Ta roN0CoBOI LWiIMHK, WO MOXYTb NPU3BECTU [0 06CTPYKLUIT ANXaNbHUX LWASXIB, i/a60 HABPAK 06/11Myus, ry6, rNoTKN i




/ab0 A3vKa Manun MicLe y nauieHTiB, AKi 3aCTOCOBYBa/N BasicapTaH. Jeaki 3 X nauieHTiB Maau B aHamHe3i Habpsak KBiHKe npy npuiAoMi iHLWIKX npenaparis, y TOMYy
ymcni iHriéiTopis ArN®. 3acTocyBaHHs npenapary c/if HeraHo NPUNMHUTY NPU BUHUKHEHHI HabpaKy KBiHKe. MOBTOpHe 3aCTOCYBaHHS He peKOMeHA0BaHe.
CepLieBa HeloCTaTHICTb/NepeHeceHnii iHapKT Miokapaa

BHacnigok npurHiveHHs PAACY naujieHTIB 3i CXUIbHICTIO MOX/IUBI MOPYLUEHHA PYHKLIT HUPOK. Y MauieHTIB 3 TAXKKOK CEpLEBOI0 HeLOCTATHICTHO, Y AKNX (DYHKLLIA
HUPOK MOXe 3anexartu Bif akTMBHOCTi PAAC, 3acTocyBaHHS iHri6iTopis AMN® i aHTaroHICTiB peLenTopiB aHriOTEH3UHY BUKIMKAIO PO3BUTOK ONirypii Ta/abo
MporpecytoYol a3oTemii, a TakoX (Y PigKICHUX BUMafKax) rocTpy HUPKOBY HeAOCTATHICTL Ta/abo cmepTb. MMoAibHI pe3ynbTat Big3Ha4YaIMcA Mpu 3acTOCYBaHHI
BasicapTaHy. lNMauieHTam 3 cepLeBOt0 HeOCTaTHICTHO abo Micna NepeHeceHoro iHpapKTy MiokKapAa C/ij, OLiHIBaTU PYHKLiKO HAPOK.

Mpwn 3acTocyBaHHI amioAuMiHy nauieHTaM i3 CepLeBO0 HEAOCTATHICTHO HeillemMiyHOro noxomkeHHs knacy Il i IV 3a knacugikauieto NYHA yacTtoTta BMnagkis
PO3BUTKY HabpsKy NereHb MOXe nocunmntuca. MauieHTam i3 3aCTiHOK CEepLEBOID HEeAOCTaTHICTHO 6/10KaTOpY KanbLieBMX KaHasiB, BK/KOYaOUM aMnoanniH, chig
3aCTOCOBYBATU 3 06EPEXHICTHO, OCKI/NIbKN BOHM MifBULLYHOTb PU3NK CEPLEBO-CYANHHMX MOAil Ta NeTaslbHUX BUMAAKIB.

CTeH03 aopTy i MITpa/IbHOrO KnanaHa, 06CTPYKTUBHA rinepTpoivyHa KapAiomionaris

AK | Npu NiKyBaHHI iHWWMK BasogunaTaTopamu, 0CO6N1MBO 06EPEXHUMK Cif OYTW NauieHTam, Y SIKUX KOHCTaTOBaHWIA CTEHO3 aopTu abo CTEHO3 MIiTpasibHOro
KnanaHa abo BUpPaXKeHW CTEHO3 a0OPTU HEBMCOKOT O CTYMEHS.

MoggiiHa 6nokaga PAAC

ICHYIOTb fiaHi, Lo CyMiCHe 3acTocyBaHHS iHribiTopis AMNd, APA abo anickipeHy MigBuLLYye PU3MK PO3BUTKY FINOTeH3IT, rinepkaniemii Ta 3HMKeHHA QYHKLIT HUPOK
(BK/HOUaKOUM rocTpy HUPKOBY HEOCTaTHICTb). TOMY He PEKOMEHAYETLCS NPOBOAMTM NoAagiinHy 6nokagy PAAC WNSXOM KOMOIHOBAHOIO 3aCTOCYBaHHS iHri6iTopiB
AlN®, APAabo anickipeHy.

AKWwo noapiiHa 6nokaga € abCoMOTHO HEO6XiAHOLD, T CMif NPOBOAMUTM BUK/IKOYHO Nif HarnsaoM cnewjianicta 3i 34iNCHEHHSAM 4acTOro PeTeslbHOro MOHITOPUHTY
(OYHKLIT HUPOK, KOHLEHTpaLii enekTponiTiB Ta apTepianbHOro TUCKy. He cnif cymicHO 3actocoByBaTu iHribitopy AMN® Tta APA nauieHTam 3 fiabeTU4HO
He(hponarTieto.

3acTocyBaHHA npenapaTy He BUBYa/I0Cb Y MaUiEHTIB 3 IHLUMMK 3aXBOPHOBAHHAMM, KPIM apTepiasibHOT rinepTeHsil.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyaato.

BariTHicTb

JlikapcbKniA 3aci6 NpoOTUNOKa3aHO 3aCTOCOBYBATW BariTHMUM abo >KiHKam, fKi MNaHyrTb 3aBariTHITU. AKWO Nifg 4ac NiKyBaHHS UMM NiKapCbKMM 3aco60M
NiATBEPIKYETLCA BariTHICTb, MOro 3aCTOCYBaHHSA CAifJ HeraHO NPUMNUHUTY | 3aMIHWUTY IHLIKMM NiKapCbKUM 3aC000M, 03BOIEHVM [0 3aCTOCYBaHHA Y BariTHUX.

[aHi enigemionoriyHnx [ocnifeHb PU3MKY TepaTOreHHOCTI MiCnA 3acTocyBaHHS iHri6iTopiB AlM® nNpoTAroM Mepwioro TPUMECTPY BariTHOCTI He Oynu
MEPEKOHNNBMMM; NPOTE HEBE/IMKE 3POCTaHHA PU3UKY BUK/IHOYATU HE MOXKHA. XO0ua [aHi KOHTPO/IboBaHMX enifemiofnoriyHmx LOCNifXeHb aHTaroHICTIB peLenTopis
aHrioteHsuHy Il (APAII) BigCyTHI, NOAIGHMIA PU3NK MOXE BUHMKATY MPW 3aCTOCYBaHHI NpenapaTiB Lboro Knacy.

Ekcno3uuia APALL B gpyromy i TpeTbOMYy TPUMeCTpax, SK BiAOMO, YAHWUTb TOKCUYHY Ai0 Ha N4 MOANHU (3HUMXKEHHSA (YHKUIT HAPOK, O/irorigpaMHioH, 3aTpumKa
ocudikauii KICTOK yepena) Ta HOBOHapOLXXeHOro (HMPKOBa HeJOCTATHICTb, apTepiasibHa rinoTeH3id, rinepkaniemMis).

Y pasi akwo APA || 3aCTOCOBYBa/IM NOYMHAKOUM 3 APYTrOro TPMMECTPY BariTHOCTI, PEKOMEHAYETLCA Y/bTPa3BYKOBE LOCNIIKEHHSA (YHKLIT HUPOK Ta KICTOK Yepena
nnoja.

HemoBnsTta, Matepi skux npuiimanv APAII, NoBMHHI nepebyBaTtu Nif peTesibHUM Harns40M Ha BUNajoK PO3BUTKY apTepiasibHOT rinoTeHsii.

[Mepiof rogyBaHHA rpyaato

AMNOAWMIH NPOHMKAE Y TpyAHe MOJIOKO. YacTka [03u, AKY OTPMMYE HEMOBAA MPU rofyBaHHI, BU3HA4YaeTbCs Adiana3oHom 3-7 %, makcumym — 15 %. Bnauvs
amnoanniHy Ha HeMOBNAT HeBifOMWIA. TOMY He PeKOMEeHAYETbCS 3aCTOCOBYBaTW Banogin y nepiof rofyBaHHs rpyanto; 6akaHO 3acTOCOBYBATWU a/lbTepHATUBHI
npenapaTu 3 BUBYEHNM Npodiniem 6e3nekn, 0co6MBO B pasi rofyBaHHs rpyaato HOBOHAPOKEHNX ab0 HEJOHOLLEHUX AiTeN.




PepTUNbLHICTL
KniHiuHi gocnifpKeHHs BNAUBY Ha PepTUIbHICTb He MPOBOAUCS.

BancapTaH

BancaptaH He cnpuunHAB HebaxXaHMX peakLiil 3 60Ky penpoAyKTMBHOI CUCTEMM Y CaMLUiB Ta CaMOK LLYpPIiB Mpv NepopaibHOMY 3aCcToCyBaHHI y fo3ax ao 200 mMr/kr
Ha f06y. [laHa 03a y 6 pasiB NepeBuLLyEe MaKcUManbHy PEKOMEH0BaHY A03y A8 MHOAMHI Y NepepaxyHKy Ha Mr/M2 (y po3paxyHKax BUKOpKUCTOBYBasiacs fo3a 320
MI Ha o6y AN nepopasibHOro Npuitomy nawieHTom Macoto 60 Kr).

Amnoauniu

MoBigoMnann Npo BUMafKM 060POTHUX BIOXIMIYHMX 3MiH Y rOfliBKaX Crnepmarto30ifiB y AesKuX NauieHTiB, SKi MPOXoAnan NiKyBaHHA 610KaTopamy KasbLieBUX
KaHanis. KniHiYHMX gaHuX 3 NpUBOAY BMBY aMoAMMiHY Ha (hepTU/bHICTb HEeAOCTaTHLO. B 04HOMY 3 AOCNiMKEHb Ha Liypax 6ynun BUABNEHI HebaxaHi peakuii 3
60Ky (hepTUNbHOCTI caMUiB.

30aTHICTb BNMBATU Ha LWBMAKICTb pPeakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.

Y nauieHTiB, LLO 3aCTOCOBYIOTb Banogin, Moxe BUHMKATK 3anaMOPOYEHHS Y/ Big4yTTSA CnabkocTi micna npuiiomy npenapaty, TOMy CNifJ BpaxoByBaTy Le Mij vac
KepyBaHHA aBTOTPaHCMOPTOM Ta IHLLUMMU MexXaHi3mMaMu.

AmnoguniH Moxke ciabko abo MOMIPHO BMAMBATU Ha 3[aTHICTb KepyBaTW aBTOTPAHCMOPTOM abo npautoBaTv 3 IHLWUMK MexaHi3Mamu. FAKLWO nauieHTn nig yac
3aCTOCYBaHHS aM/I0AMMIHY BiA4YyBatOThb 3anaMOPOYEHHS, roO0BHUI 6inb, BTOMY 860 HYAO0TY, IX peakLis MoXe nopyLlyBaTucs.

Cniocib 3acTocyBaHHA Ta [03Mu.

MauieHTaMm, y SKUX apTepiasibHUA TUCK HE PErysItETLCS HAJIEXXHUM YMHOM MOHOMpenapaTaMu amnoauniHy abo BasicapTaHy, MOXHA 3aCTOCOBYBAaTVM KOMOIHOBaHY
Tepanito nikapcbkMm 3aco60om Banogin. PekomeHoBaHa fo3a — 1 TabneTka Ha foby. TabneTkv Banogin MoXKHa NpuiiMaTii He3auleXXHO Bif, NpuiAoMy i, 3anmBaroum
HEBE/IMKOO KifIbKICTHO BOAM.

MauieHTam, AKi NpUiAMatoTb BasicapTaH i aMoguniH OKPeMO, MOXHa Npu3HaunTy Banogin, KMl MiCTUTb Ti X cami 4031 KOMMOHEHTIB.

Mepen 3acTOCYBaHHAM KOMOIHaALT peKOMeHAYETbCA IHAMBIAYaIbHO Nifi6paT 403M OKPeMMX KOMMOHEHTIB (TOOTO amnioAuniHy i BasicapTaHy). Y pasi KAiHIYHOI
HeoOXiAHOCTI MOYKHaA PO3rNISHYTM MOXK/IMBICTb 6e3rnocepeHbOI 3aMiHM MOHOTEpanii Ha KOMGiHaL o (DiKCOBaHMM [03aMU.

MakcumanbHa fobosa fo3a — 1 tabnetka Banoginy 5 mr/80 mr a6o 1 Tabnetka Banoginy 5mr/160 mr, a6o 1 Tabnetka Banoginy 10 mr/160 mr (MakcMmasibHO
[0MyCTMMI 1031 KOMMOHEHTIB npenapaty — 10 Mr amnoguniHy, 320 Mr BancapTaHy).

[03yBaHHA B 0C06MBMX rpynax nauieHTiB

MopyLUeHHs yHKLIT HUPOK

Hemae JOCTYNHUX KNIHIYHUX JaHWUX WOAO0 3aCTOCYBaHHA NaLiEHTaM 3 THKKUMU MOPYLUEHHAMM PYHKLIT HUPOK.

MayieHTaM 3 NOpyLUEHHAMU PYHKLIT HAPOK N1erkoro abo NOMIpHOro CTyrMeHs TAXKOCTI KOPeKLisa 403K He NoTpibHa. Y nauieHTIiB 3 MOPYLUEHHAMWN (DYHKLUIT HUPOK
MOMIPHOTO CTYMEHS THXXKOCTI PEKOMEHLYETHCA KOHTPOJTHOBATY PIBHI Kaslito | KpeaTuHIHY B KPOBI.

CynyTHe 3acTOCyBaHHs Banoginy 3 anickipeHoM NpoTMMNOKa3aHo naujieHTaM 3 MopyLIeHHAIMU (yHKLIT HUPOK (LUK® < 60 Mr/xB/1,73 M2),

LlykpoBuii fiabeT

CynyTHe 3acTocyBaHHs Banoginy 3 anickipeHOM NPOTUNOKa3aHo naLjieHTam 3 LlyKPOBUM fiabeToMm.

MMopyLUeHHS (hYHKLIT NeYiHKK

Mpenapat NPOTUMNOKa3aHWi NawieHTam 3 TAXKUMU NOPYLUEHHAMUN (DYHKLIT NeYiHKN.

3 06epeXxHICTIO C/lif 3aCTOCOBYBATU NaLieHTaM 3 NOPYLUEHHAMMN (DYHKLIT NeYiHKM Nerkoro abo NoMipHOro cTyneHs abo 06CTPYKTUBHUMU 3aXBOPHOBAHHAMM YXKOBUYHUX
Wwnaxis. Ang nayieHTiB 3 NOPYLUEHHAMN (YHKLIT NeYiHKX ferkoro abo NOMIPHOro CTyneHs TSHXKKOCTI 6e3 Xonectasy MakCuMMaibHa peKOMeHA0BaHa fj03a CTaHOBUTb




80 mr BancaptaHy. PekoMeHZauii 3 JO3yBaHHA amM/IOAMMIHY NaLieHTam 3 SIEFKUM Y/ MOMIPHUM MOPYLUEHHAM (DYHKLIT NeYiHK1 He po3po6sieHi. Mpu nepesefeHHI
TaKMX MauieHTiB 3 apTepiasibHO TinepTeH3iet0 | NopyLeHHAM QYHKUIT NeYiHKKM Ha amnoauniH abo Banogin cnif npusHayati HalMeHLy 3 PeKOMeH/0BaHMX [103
amioauniHy B MoHoTepanii abo y cknagi KoMbiHoBaHOT Tepani.

MauieHTw NiTHLOrO BiKy (Bifg 65 POKiB)

[Nna NiTHIX nauieHTiB peKOMeH/10BaHi 3BUYaiiHi CXemMu A03yBaHHS.

Cnip poTpumyBaTmCa 06epeXHOCTI Npy MigBULLEHHI [03M MpenapaTy nawieHTaMm NiTHLOro BiKy. Mpu nepeBefeHHI TakX NauieHTIB 3 apTepiaibHOK FiMepTeHsIero i
nopyLleHHsAM (YHKUIT MeviHkM Ha amnoauniH abo Banogin cnig npuaHavyaTy HalMEeHLLY 3 PeKOMEeHAOBaHMX A03 amMnoauniHy B MOHoTepanii abo y cknagi
KOMG6iHOBaHOI Teparnii.

aiTn
Besneka Ta egeKTMBHICTb 3acTocyBaHHs Banoginy gitam (Bikom o 18 pokiB) He gocnifpkeHa. [aHi BiACYTHI. ToMy [0 OTpMMaHHS Ginbll MOBHOI iH(opmaLit
Banopgin He pekoMeHAYyeTbCA 3aCTOCOBYBATU LITAM.

Nepeno3yBaHHS.

CumMmnTomu

Ha ueit yac BiACYTHIN [OCBif Nepefo3yBaHHS fliKapCcbKoro 3acoby. OCHOBHWM CMMMTOMOM MNepefo3yBaHHA BasicapTaHy, MMOBIPHO, € BMpaXeHa apTepiasibHa
rinoTeHsis i3 3anaMopoyeHHAM. [Nepefo3yBaHHA amMnoAMMIHY MOXe NPU3BECTU A0 HapocTakoyoi nepudepuyHoil Basogmnatauyii i, WMOBIPHO, A0 petheKTOPHOT
Taxikapgii. MoBigoMAAAN NP0 3HaYHY NPOJIOHIOBaHY CUCTEMHY FiMOTEH3it0, @K 0 LUOKY i NeTalbHOro HacniaKy.

JlikyBaHH#

Akwo npenapat OyB 3aCTOCOBaHWUI HeLWOAaBHO, CAif BUKAUKATU 6/10BaHHA ab0 MPOMWUTU LUYHOK. BCMOKTYBaHHA amioguniHy 3HaYHO 3HWKYETbCA Mpu
3aCTOCyBaHHI aKTVMBOBaHOI O BYTi/NA Bifpa3sy > abo BNPOLOBX ABOX FOAWH NIiCNs NMPUAOMY amIoAMMiHY.

KniHiyHO 3Hauylla apTepianbHa rinoTeH3id, CNpuuMHeHa nepefo3ysBaHHAM Banoginy, BMMarae akTVMBHOI MIATPUMKM CepLEBO-CYAMHHOI CUCTEMM, BKIHOUAHOUM
4aCTWI KOHTPOMb CEPLEBOI i ANXanbHOT PYHKLiNA, NigAoM KiHLIBOK, yBaru Ao 06'eMy LMPKYNHOKOYOIT PiAMHM | ce4oBMNYCKaHHSA. N5 BIAHOBNEHHS CYAWHHOIO TOHYCY
i apTepiaibHOro TUCKY MOXe OyTW 3aCTOCOBaHWI CYAMHO3BY)KYBa/IbHWIA Npenapar npv BiACYTHOCTI NPOTMNOKa3aHb A5 MOro 3acTocyBaHHA. IMpu CTiikomy
3HVKEHHI apTepiasibHOro TUCKY, AIKe € HacNiAKOM 6/10Kaan KasbLieBMX KaHaniB, MOXe 6y T 0L ifIbHAM BHYTPILUHbOBEHHE BBELEHHSA Ka/lbLIitO [/TIIOKOHATY.
BuBefeHHs BancapTaHy i aMno4umiHy 3a 0noMoror remMogianisy MasonmoBipHo.

Mo6iuHI peakuii.

Mo6iyHI peakLil, Lo cnocTepiranMcs Hanbinbll 4acTo abo 6yNM 3HAYHUMUN YK THKKUMMW: HA30(hapUHIiTW, Tpun, rinepyyTMBICTb, FOIOBHUIA 6iflb, HEMNPUTOMHICTb,
OpTOCTaTUYHA TINOTEH3IA, HABPAKW, HAOPAKM M’AKMUX TKaHWH, HabpAKM 06/nYYs, NeputepuyHi Habpsaku, MigBULLEHa BTOM/IHOBAHICTb, MOYEPBOHIHHA 06/1MYY4,
acTeHia Ta npunauBK.

Mo6iyHI peakuii KnacugikoBaHo 3a opraHamu, CUCTEMaMy Ta YaCTOTOK) BUHMKHEHHS, HANMOLUMPEHiLWI BKa3aHO nepLumMmn. Ipy ouiHKOBaHHI YacTOTY BUHUKHEHHS
NoGIYHMX peakLiil BUKOPUCTaHO Taki KpuTepii: gyxe yacto (= 1/10); yacTto (= 1/100, < 1/10); HeuacTo (= 1/1000, <1/100); pigko (= 1/10000, < 1/1000); ay>xe pigko
(< 2/10000); yacToTa HeBifoma (He MOXKHa OLLIHWUTW 3a HAsBHUMW AaHUMMK).

Knac cnctemu opraHiB Mob6iuHa peakuis YacToTa
Banogin AmMnoauniH BancapTaH
IHeKuii Ta iHBa3IT HazodapuHrit Yacto -- --




Mpun YacTo -- --

3 60Ky KpoBi Ta SHWKEHHS PiBHA remMorno6iny i -- -- YacToTa

NniMpaTUyYHOI CUCTEMM remaTokpuTy HeBigoMa
INeikoneHris -- [y>xe pigko --
HeiTponeHis -- -- YacTtoTa

HeBifoMa

TpomboumnToneHis, iIHKONU 3 -- [yxe pigko YactoTa
nypnypoto HeBigoMa

3 60Ky iIMyHHOT cucTemMm linepyyTnuBICTb Pigko [yxe pigko YacTtoTa

HeBifoma

MopyLueHHa MeTaboniaMy | AHOpeKcis HeuacTo -- --

Ta XapyyBaHHS
inepkanbLiemis HeyvacTo -- --
inepraikemis -- [y>xe pigko --
linepninigemis HeyvacTo -- --
inepypukemis HeyvacTo -- --
Minokaniemis YacTo -- --
MinoHatpiemis HeuacTo -- --

3 60Ky NCUXIKM [Jenpecis -- Heuvacto --
Tpueora Pigko -- --
Be3coHHs/ po3naan cHy -- HeuacTto --
Mepenagmn HacTpoKo -- HeuacTto --
CnnyTaHicTb -- Pigko -

3 60Ky HepBOBOT CUCTEMU MopyLUEHHA KoopAMHaLiT HeuacTto -- --
3anamMopoyeHHs HeuacTto YacTo --
MocTypasibHe 3anamopoYeHHs HeyvacTo -- --
Oucressis -- HeuacTto --
EkcTpanipamigHuin cuHapom -- YacToTa --

HeBigoMa

"onoBHWI Binb YacTo YacTo --
linepToHis -- [yxe pigko --
MapecTesis HeuacTto HeuacTto --
MepuepnyHa HeBpoNarTis, -- [yxe pigko --
HeBponarTis
CoHnuBiCTb HeuacTo YacTto --
HenpuTOMHICTb -- HeuacTto --
Tpemop -- HeuacTto --




Mnecresis -- HeuvacTo --

3 60Ky opraHis 30py MopyLueHHsA 30py Pigko HeuacTto --
OcnabneHHs 30py HeuacTto HeuacTto --

3 60Ky opraHis cnyxy i LLIym y Byxax Pigko HeuvacTo -

nabipuHTy
3anamMopoyeHHs HeyvacTto -- HeyvacTto

3 60Ky cepus BiguyTTa cepuebutTts HeuacTto YacTo --
HenpuTomMHiCcTb Pigko -- --
Taxikapgis HeuacTo -- --
ApuTMmii (y Tomy yunchi -- [yxe pigko -
Opagukapais, WayHOYKoBa
Taxikapgisa, qibpunauis
nepeacepab)
IH(hapKT mMioKapaa -- [yxe pigko --

3 60Ky cyauH inepemis -- Yacto -
[inoToHisA Pigko HeuvacTo -
OpTocTaTnyHa rinoTeHsis HevacTo -- --
Backynit -- [yxe pigko YacTtoTa

HeBigoMa

3 60Ky AnxanbHOI cuctemmn | Katuenb HeuacTto [yxe pigko HeuacTto
3aauiika -- HeuacTto --
dapuHronapuHreanbHuin 6inb HeyvacTo -- -
PUHIT -- HeuacTto --

3 60oKy A60MiHanbHWI gucKomgopT HevacTo Yacto HeyvacTo

LLTYHKOBO-KMLLUKOBOIO Ta 6i/1b y BEpXHiX AiNsAHKax

TpakTy XunBoTa
3MiHa puTMmy gedekauii -- HeyvacTo --
3anop HeuacTo -- --
[Oiapes HeuacTo HeuvacTo --
CyxicTb y porTi HeyvacTo HeyvacTo --
Ouncnencis -- HeuacTto --
[acTput -- [yxe pigko --
Minepnnasis AceH HeuacTo [yxe pigko --
Hypota HeuacTto YacTo --
MaHKpeaTUT -- HeuacTto --
bnroBaHHA HeuacTo HeyvacTo




3 60Ky MeYiHKKM Ta ATUNOBI NPO6Y (yHKUIT -- [y>xe pigko* YacToTa
YKOBYOBVBILHUX LUNAXIB MeYiHKW, BK/I0Haum HeBifoma
NiABWLLEHHS piBHA 6iNnipybiHy B
KpoBI
renatut -- [yxe pigko --
BHYTpiLLUHbONEYiHKOBWNIA -- [yxe pigko --
X0/1eCTa3, XXOBTAHMLA
3 60Ky LWKipW i NiAWKIpHUX | Anonewis -- HeyvacTo --
TKaHWH
AHTiOHEBPOTUYHUIA HAOPAK -- [y>xe pigko YacTtoTa
HeBigoma
Bynbo3HWiA gepmatuT -- -- YacToTa
HeBifoma
Eputema HeyvacTto -- --
MynbTUopmHa epuTema -- [yxe pigko --
Ek3aHTema Pigko HeuacTto --
Mneprigpo3 Pigko Heuvacto --
PeakLiT CBITN0YYTIMBOCTI -- HeuvacTo -
Csepbix Pigko HeuvacTo YacTtoTa
HeBifoma
Mypnypa -- HeuacTo --
Bucun HeuacTo HeuvacTo YacToTa
HeBifoma
3HebapBNeHHS LWKipK -- Heuvacto --
Kponus’aHka Ta iHWi (hopmu -- [y>xe pigko --
BUCHNY
EkcthoniaTmBHUIA gepmaTuT -- Lyxe pigko --
CuHgpom CriBeHca —[J)KOHCOHa -- [y>xe pigko --
Habpsk KBiHke -- [y>xe pigko --
ToKcUYHWIA enigepMabHUi -- YacToTa --
HeKponi3 HeBigoMa
3 60Ky KICTKOBO-M’5130BOI | ApTpasris HevacTo HeuvacTo --
cuctemu
Binb y cnuHi HeuacTo Heuvacto --
MpunyxnicTb cyrnoba HeuacTto -- --
M’q308i cygomu Pigko Heuvacto --
Binb y m’s13ax -- HeuacTto YacToTa

HeBifoma




Mpunyxnictb -- YacTo --
rOMiJIKOBOCTOMHOIO cyrnioba
BiguyTTa TAXKKOCTI Pigko -- --
3 60KY HUPOK | 361/IbLLIEHHS PIBHA KPeaTUHIHY -- -- YacToTa
CeYyoBWBIHOT CUCTEMM B KpOBI HeBifoma
Po3naf cevoBunycKaHHA -- HeuacTto --
HikTypis -- HeyacTo --
Moniakiypist Pigko HeyvacTo --
Moniypis Pigko -- --
HupkoBa HeoCTaTHICTb | -- -- YacToTa
MOPYLLEHHS PYHKLIT HAPOK HeBifoMma
MopyLueHHA IMnoTeHUis -- HeuacTto --
penpoAyKTUBHOI CUCTEMU
EpekTunbHa AUCchyHKL A Pigko -- --
HekomacTis -- HeuacTto --
3arasibHi NOPYLLEHHSA ACTeHis YacTo HeuacTto --
[nckomMgopT, He3ayXKaHHS -- HeuacTto --
MigBuLLEHA BTOM/THOBaHICTb YacTo YacTo HeuacTto
Habpsk 06nmnyus Yacto -- --
inepemis, npunaven Yacto -- ~-
Binb y rpyasx, He NoB’s3aHWiM i3 -- HeyvacTo --
cepuem
Habpsiku YacTo YacTo --
MepuepnyHi HabPSAKK Yacto -- --
Binb -- HeuacTto --
Habpsk M’AKUX TKaHNH YacTo -- --
JocnifpkeHHs 306i/bLUEHHSA PiBHA Kanito B -- -- YactoTa
KPOBI HeBigoMa
36i/IbLLIEHHSA Baru -- HeuacTto --
3MeHLLIEHHSA Baru -- HeyvacTo --

* B OCHOBHOMY MOB’A3aHO 3 X0/1eCTa30M.

JlogaTKoBa iHhopmaLlis Woao KombiHauii.

MepuepnyHnii HabpsK, BiZOMUIA MOGIYHWIA edieKT amnoauniHy, y nauieHTiB, SKi 3aCTOCOBYBa/IM KOMOIHaUil0 amnnoguniH/BancapTad, B LiNOMYy Bif3Ha4aBcs 3
MEHLLOK YaCTOTO0, HiXK Ha TN 3aCTOCYBaHHA aM/04UMNiHY OKPEMO.

JlogaTKoBa iHhopmaLlis Woa0 KOMMNOHEHTiB NiKapCbKOro 3acooy.

HebaxaHi peakLii, L0 paHille Bif3Ha4amMca npu 3acToCyBaHHI OAHOr0 3 KOMMOHEHTIB npenapaTy (amnoauniHy abo BancaptaHy), MOXYTb TaKOX BUHWUKATKL | npu
3acTocyBaHHI npenapaty Banogin, HaBiTb SKLLO BOHW He 6y BiAMiYeHI Y X0/i NPOBEAEHHS KNiHIYHMX A0CNiAKEHb a60 B MOCTMapKeTUHIOBUIA Mepiof.



Mo6iyHi Ai1, O BUHMKAKOTb NPW 3aCTOCYBAaHHI aMa10AUNIHY

YacTo COHNMBICTb, 3amMaMOPOYeEHHs, BIigYyTTA CcepuebuTTd, abAoMiHanbHUA Gifb,
HYZ0Ta, MTPUMYXICTb LLMKOMIOTKM.

HeuacTo Be3CoHHSA, 3MiHM HacTpol (BK/IKOYaKOUM 3aHEMNOKOEHHS), Aernpecis, Tpemop,
AWCreB3if, HEMPUTOMHICTb, TFimecTesis, MNOPYLeHHA 30py (BKIOYaKun
ANNNONIt0), WyM B ByXax, FinoTeH3is, AUCMNHOE, PUHIT, G1OBaHHA, AUCMEncis,
anoneuis, nypnypa, 3miHa 3abapBneHHs LIKipW, rineprigpos, cBepoix,
eK3aHTema, Mianrig, M’A30Bi CygomMu, 6iflb, CEYOBI MOPYLUEHHS, 30ibLUEHHS
4aCTOTU CEYOBMMYCKaHHS, IMMNOTEHLiS, FiHeKoMacTia, 6inb y rpyaHiA KniTui,
3arasibHe He3fy)KaHHs, 36i/bLUeHHS ab0 3MEHLLIEHHS Macu Tina.

Pigko CnnyTaHiCTb CBiOMOCTI.

[y>Ke pigko JelikoumToneHis, TPOMOOLMTOMNEHIA, anepriuHi  peakuii, rinepraikemis,
rinepToHis, NepugepryHa HeBponartis, iIHPapKT MioKapaa, apuTMisa (BK/IOHaoum
OpagnKkaphito, BEHTPUKYNAPHY Taxikapdito Ta ¢ibpunsduito nepeacepib),
BAaCKy/iT, NaHKpeaTuT, racTpuT, Trinepnnasisd sAceH, renatuT, >XXOBTAHWLA,
MiABULLEHHS PIBHIB (DEPMEHTIB MeyiHKW, 3a3BMYail MOB’A3aHe 3 XO0NecTas3oM,
aHriOHEBPOTUYHMUIA  HabpsK,  My/nbTU(OPMHA  epuTeMa,  KPOMMB’SAHKA,
ekconiaTMBHUIA AepmatuT, cuHapoM CriBeHca — [PKOHCOHa, Habpsik KBiHKe,
(hOTOUYT/IMBICTb.

Big3Hayanmca okpemMi BUNaLKy ekcTpanipamigHoOro CUHAPOMY.

Mo6iYHI A4iT, L0 BUHUKAKTH NPY 3aCTOCYBaHHI BaJicapTaHy

HwykuenepeniyveHi nobiyHi sBMLWA Bif3Ha4Yann B KAIHIYHMX BUMNPOOYBaHHSAX MPU MOHOTepanii BasicapTaHOM, He3aNeXHo Bif NPUYMHHO-HACNIAKOBOIO 3B’A3KY 3
npenapaTom.

YacToTa Hesifoma SHMKEHHA pPIBHA reMorfiobiHy, 3HMXKEHHA PIBHA TreMaToKpuTy,
HEMTpONeHis, TPOMOOLUTOMNEHIA, MNIABULLEHHS pPIiBHA Kanilo B
cupoBatyi KPOBi, MiABULLEHHA 3HAYEHHSI MEYiHKOBMX Npob, y ToMy
YynCni  KOHUeHTpauii 6inipybiHy B cupoBaTLi KpoBi, HUPKOBA
HeOCTaTHICTb | NOPYLUEHHS (OYHKLIT HUPOK, TinoHaTpiEMIs, cepLeBa
HeOCTaTHICTb, MIABULLEHHS pPIBHA a30Ty CEeYOBUHW Yy KPOBI,
NiABULLEHHS PIBHA KpeaTUHIHY B CUPOBATL,i KPOBI, aHTIOHEBPOTUYHWIA
HabpsK, Mianrisa, BacKyniT, peakuii rinepyyTaMBoCTi, Yy TOMY YmChi
CYpOBaTKOBa XBOPOOa.

3BITHICTb NpPOo NepeabdadyBaHi NO6IYHI peakLil.
3BITHICTL Npo nepenbdadyBaHi MoGiYHI peakuil nicns peecTpauil NMikapcbKoro 3acoby Mae BenmKe 3HayeHHs. Lle gae 3mory npogoBXKyBaTW MOHITOPWHT
CNiBBIAHOLLEHHS KOPUCTL/PU3MK NiKapcbKoro 3acoby. IHgopmauito npo 6yab-aki nepeabdayyBaHi NO6GIYHI  peakuil cnig nogaBaTv BiANOBIAHO 4O BUMOT




3aKOHO/aBCTBA.

TepMiH NpUAATHOCTI.
3 poku.

YMoBU 36epiraHHs.
36epiraty npu Temnepatypi He BuLle 30 °C. 36epiraTvt B HeAOCTYNHOMY A5 AiTeil Micu,i.

YnakoBkKa.

Banogin, TabneTKy BKpUTIi NNiBKOBOH 06010HKOK,5 Mr/80 Mr:

Mo 10 Tabnetok y 6nictepi; no 3, no 6, no 9 a6o no 10 6icTepiB Yy KapTOHHI KOpoOL,i.

Mo 14 Tabnetok y 6nicTepi; no 1, no 2, no 4 abo no 7 6nicTepiB y KapTOHHI KOpO6Li.

Banogin, TabneTKy BKpUTIi NNiBKOBOK 060/10HKO0,5 Mr/160 Mr Ta Banogin, TabneTku BKpUT i N1iBKOBOK 060/10HKO0, 10 Mr/160 mr:
Mo 7 TabneToky 6nicTepi; no 2, no 4, no 8 a6o no 14 6nicTepiBy KapTOHHIN KOPOOL.

Mo 10 Tabnetok y 6nicTepi; no 3, no 6, no 9 a6o no 10 6nicTepis y KAPTOHHIN KOPOOL,.

Karteropis Bignycky. 3a peLenTom.

Bnpo6HUK.

KPKA, g.4a., HoBo mecto, CnoseHis/KRKA, d.d., Novo mesto, Slovenia.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca MicLs NPOBaf>KeHHS MOro AisiNIbHOCTI.
LLImap’ewwka Lecta 6, 8501 Hoso MecTo, CroBeHis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.



