THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

CYMIJIAP (SUMILAR)

Cknao:

ditoua pevyosuHa: aMJIONUIIiHYy OecumaT, paMinpuni;

1 TBeppa Kamcysa MiCTUTh:

5 Mr/5 mr: 6,934 Mr amnonuiiny 6ecuaTy eKBiBaJIeHTHO 5 MT' aMJIOOUIIIHY BiIbHOI OCHOBHU Ta

5 Mr pamimnpuiy a6o

10 mr/10 mr: 13,868 Mr ammogumniny 6ecunaTy ekBiBaseHTHO 10 MI aMJIOAUIIIHY BiJIbHOI OCHOBH Ta
10 mr paminpuny a6o

10 mr/5 mr: 13,868 Mr amnoguniny 6ecunaTy ekBiBaneHTHO 10 MT aMIOuUIIiHy BiJIbHOI OCHOBHU Ta
5 Mr paminpuiy abo

5 mMr/10 mr: 6,934 Mr ammopuminy 6ecunary eKBiBaJIeHTHO 5 M aMJIOAUITIHY BiJTbHOI OCHOBH Ta
10 mr paminpuny;

0ONOMIICHI PeYOBUHU:

BMIiCT KalICYJIX: 1Ie/II07103a MiKpOKPHUCTaliyHa, Kabllilo rigpodocdat 6e3BOmHUM, KPOXMallb
KyKypPYI3gHUY IIpexeaTUHI30BaHUY, KPOXMalb KyKyPYyA3sHUYN IpeKenaTuHi30BaHNN HU3bKOL
BOJIOTOCTi, HaTPil0 KPOXMaIbIMKONAT (TUI A), HaTpilo cTeapundyMmapar;

obosonka Kamncynu 10 mMr/5 mr; 5 mr/5 mr; 5 mr/10 mr: Tutany miokcup (E 171), xkKenmatus, 3amiza

okcup yepponuu (E 172);

obosonka kKamncynu 10 mMr/10 mr: okcup 3amida xkoptuit (E 172), okcup 3amiza yepBonuii (E 172),
okcup 3anisa yopuuu (E 172), tutany miokcup (E 171), xxenaTuH.

Jlikapcbka ¢popma. Kancynu TBeppi.
OcHOBHI (pi3uKko-XiMiYHI 81acMUBOCMI:

Kancynu TBepmi 5 Mr/5 Mr: TBeppi XKeJaTUHOBI Karncynau po3MipoM Nel, KOBITauoK HEIIPO30POro
POXKEBOr0 KOJIbOPY, KOPITYC HEITPO30poro 6ijIoro Koabopy, BMICT Kamcyn - 6inuit abo Maixke Oinuit
TIOPOIIIOK.



Kancynu TBepmi 10 Mr/10 Mr: TBeppi KeaTAHOBI Kancynau po3Mipom Nel, KOBITaYOK HEIIPO30pPOro
KOPHUYHEBOTO KOJIbOPY, KOPIIYC HEIPo30poro 0iIoro Kombopy, BMICT Karcyn - Oinuit abo Marxke Oimuit
IIOPOIIOK.

Kancynu tBepni 10 Mr/5 Mr: TBepHi XKeJlaTUHOBI Kancyau po3mipoM Nel, KOBITaYOK HENIPO30POro
YepPBOHO-KOPUYHEBOT'0 KOJIOPY, KOPITYC HEITPO30poro 6ijIoro KOabopy, BMICT Kamcy - 6inuit abo
Maiixke Oilui ITOPOIIOK.

Kancynu TBepai 5 Mr/10 Mr: TBeppai KeaTUHOBI Karncynau po3MipoM Nel, KOBIIaYOK HEIIPO30pPOro
TEMHO-POKEBOT'0 KOJIbOPY, KOPITyC HETIPO30poro 6i/1oro Koabopy, BMICT Karcyn - 6inuit abo Maiixe
Oinuil TOPOIIIOK.

dapmakoTepaneBTHYHA rpyna. KombiHoBani npenapatu inribitopis AII®. Iuribitopu AII® B
KoMOiHallil 3 aHTaroHicTaMu Kajbllito. Paminpun Ta ammopumin. Kog ATX C09B BO7.

dapmakonoeiuHi e1acmueocmi.

®apmakoduHamika.

MexaHi3M [ii paminpuny

Paminmpunat, akTUBHUM MeTa0OIT paMinpuiy, IpUrHiyye pepMeHT OUIeNTUIUIKapOOKCUTIENITUA3Y
I (cuHOHIMU: aHTiIOTEH3WHIIEPETBOPIOIOYNY (PepMeHT, KiHiHa3a II), iKuil KaTani3ye nepeTBOPEHHS
aHrioTeH3WHYy | TKaHMHAMU B aKTUBHUM Ba30KOHCTPUKTOP aHTioTeH3uH I, a Tak0XK po3naf
aKTHBHOT'0 Ba3ofuiaTaTopa OpafukKiHiHy. 3MeHIIeHHs KiTbKOCTi aHTrioTeH3uny Il i mpurHiueHHs
po3nany OpaduKiHiHy COPUYMHIOE PO3IIMPEHHS CYOUH.

Ockinbku aHrioTeH3uH Il TaKoXK CTUMYIII0E BUKU[ albAOCTEPOHY, paMilpuiaT NPU3BOAUTE [0
3MeHILIEeHHS BUKUIY albI0CTEePOHY. B cepelHbOMY peakilisi Ha MOHOTepatito inribitopamu AII® Oyna
MEHIIIOI0 Y TalliEHTIB HErpoinHOI pacu (adpo-KapubCHKOTO PerioHy) 3 rinepToHi€elo (K MpaBuio, y
KaTeropiil 3 HU3bKKUM PiBHEM PEHIiHY i TilepTOoHi€l0), HiXK iHIINX pac.

dapmMakog¥HaAMIYHUY BIJIUB

3acToCcyBaHHS paMilpuily CIpPUUNHSE BUPaXkKeHe 3HUKEHHS epudepruiHoro apTepiaJbHOTO OIOpY.
3BUYAMHO He CIIOCTEPIraeThCs iCTOTHUX 3MiH IBUAKOCTI HUPKOBOT'O IJIa3MOTOKY i KITy604YKOBO1
¢inpTparii. B oci6 3 apTepianbHOIO TinepTeH3iel0 paMinpui 3HUKY€E apTepialbHUM TUCK 5K Y
II0JIOXKEHH] JIe’kayy, Tak i y MOoJI0KeHHi CTOSYH, He 301/IbIIYI0YX CepIeBUN PUTM.

Y 6inpmIocTi maIieHTiB aHTUTIIEePTEeH3UBHUM e(eKT MOYMHAEThCS Yepe3 1-2 TOmUHY Micis
3aCTOCYBaHHS IIpelapary, 4ocsrae MakKCUMyMy 4epe3 3-6 TOfUH Ta TPUBAE IPOTATOM 24 TOAUH.

MakcuMasibHe 3HUXKEHHS apTepiaJbHOr0 TUCKY 3a3BU4Yall PEECTPYEThCA Iicns 3-4 TUXKHIB
IIOCTIMHOTO JTiKyBaHHS. By/i0 BCTAaHOBJIEHO, 1110 aHTUTINEPTEH3UBHUN €(DEeKT MiATPUMYETHCS B PaMKax
NOBTOCTPOKOBOI Teparril TPUBAIICTIO 2 POKH.

Pi3ka BimMiHa paMinpuiny He IPU3BONUTH OO0 IIBAAKOIO 1 HaAMIPHOTO PEaKTUBHOIO ITiIBUIIEHH S
apTepiasibHOTO TUCKY.

MexaHi3M [ii aMIOIUIiHY



AwmropurniH iHri0ye TpaHcMeMOpaHHUM IPUIINB i0HIB Kabllilo 40 IIagKoi MyCKyIaTypu CepIs i
CynouH (moBinbHUY 6710KaTOP KaHany ab0 aHTAroHIiCT i0HIB KasbIlio).

MexaHi3M aHTUTINEPTEH3UBHOI [Iii TpenapaTty 00yMOBIeHUM po3cnadmionduM eheKToM Ha TafKi
M’SI34 Cy[OUH.

TouyHui MexaHi3M [il aMJIONUIIiHYy IPU CTeHOKAapAil He BCTAHOBJIEHO, ajie BifoMo, 110 3aci0 3MeHIIIye
imeMiro MioKappa ABOMa LIIIXaMuU:

1. AMronumiH po3mupIoe nepudepruyHi apTepionu i B pe3yabTaTi poO0TH Ceplid 3HUKYE
3aranpHuM nepudepudHuii onip. OCKiTbKY 4aCTOTa CEPLIEBUX CKOPOYEHb IPAKTUYHO HE 3MIHIOETHCS,
TO 3MEHIIIEHHS HaBaHTaXXEeHHS Ha ceplie CIPUYNHSE 3HUXKEHHS NoTpebu Miokapaa y KUCH.

2. [IIns1x0M pO3MIUPEHHS TOJIOBHUX KOPOHAPHUX apTepiil Ta KOPOHAPHUX apTepPion K y
He3MiHEHUX, Tak i B illleMi30BaHUX 30HaX MioKapfa BiH MOKpallye HagXOOXKEeHHI KUCHIO. 3aBIsSKU
IIbOMY MeXaHi3My BiH 30ilbIlye TOCTABKY KUCHIO 10 MioKapfa HaBiTh y pa3i ca3aMy KOpOHapHUX
aprepiii (creHokapgmii [TpuHIMeTana abo BapiaHTHOI CTeHOKapil).

dapmMaKoa02i4HI 81acmusocmi

Y natieHTiB 3 apTepianbHOIO TinepTeH3iel0 J03yBaHHs OOUH pa3 Ha f00y 3abe3meuye KIiHIYHO
3HauYUMe 3HUXKEHHS apTepiaTbHOr0 TUCKY BIIPONOBX YCHOr0 24-TONUHHOIO IHTEPBANY fK Y
TI0JIOKEHH] JIe’kayy Ha CIUHI, Tak i B II0JI0KeHHi cTosiur. Yepe3 NOBIIbHUM T0YaTOK Ail rocTpa
apTepianbHa TimoTeH3id He € 0COOIUBICTIO 3aCTOCYBaHHS IIpenapary.

Y malieHTiB 3i cTeHOKap/ielo [O3yBaHHS OfUH pa3 Ha 0oOy 30i/bilye 3araabHUX Yac Gi3suyHOTO
HaBaHTaXKeHHs, Yac [0 BUHUKHEHHS CTEeHOKapZil i 4ac 10 3HaYHOro 3HUKEeHHS cerMeHTa ST, a
TaKO0X 3MEHIIY€e SIK YacTOTy HallafiB CTeHOKapAii, Tak i HeoOXifHICTh 3aCTOCYBAHHS TIILEPUHY
TPUHITpATY.

[Tpenapar He MOB’'sI3aHUM 3 SKUMU-HEOYIb HECIPUATIUBUMU MeTabomiuHUMY eeKTaMu: BiH He MaB
HiSIKOTO BIIJINBY Ha PiBeHB JIMiAiB y M1a3Mi, piBeHb IYKPY B KPOBIi i piBeHb CEY0BO1 KUCIIOTH Y
cupoBarTil KpoBi. [IpenapaT NpuiHATHUYN Oj1d 3aCTOCYBaHHS MallieHTaM 3 aCTMOIO.

dapmakoKiHemuka

Paminpun
Abcopbuis

Paminpun mBugko abcopOy€eThCs Micis TepopasbHOr0 3aCTOCYBAHHS: MaKCMMallbHa KOHLIEHTPAIlisd y
I71a3Mi KpoBi gocsAraetbecsl npoTtaroM 1 rog. Ha migcTaBi faHuX Ipo BUBEAEHHS 3 Ce4elo, CTYIiHb
IIOTIMHAHHS CTaHOBUTH HE MeHIne 56 %; BXKUBaHHS 12Ki He BIJIMBAa€E Ha BCMOKTYBaHHS aMJIOOUIIIHY.
BiogocTynHicTh aKTUBHOTO MeTa00IIiTy, paMillpuiatTy, micis mepopanbHOro BBeAeHHS 2,5 MT i 5 MT
paMinpuiy cTaHOBUTH 45 %.

B ma3mi MakcuMabHa KOHIIEHTPAIIS paMilpuiaTy, EJUHOTO aKTHBHOTI'0 MeTaboIiTy paMinpumy,
IOCSATAETHCS Yepe3 2-4 TONUHY MiCNIsA MPUINOMY paMinpuity. PiBHOBaxkKHa KOHLIEHTpAllisl paMilpuiary
B IIJITa3Mi KPOBI IiCJIst 3aCTOCYBAHHS 3BUYAWHUX [103 PaMilIpUIy OfKUH pa3 Ha 000y OOCSATaeThCs
npubIu3HO Ha 4-i JeHb JIiKyBaHHS.



Po3noodin

3B’si3yBaHHS paMinpuiy 3 6iTkaMyd CUPOBAaTKX KPOBi CTaHOBUTE NpuONu3Ho 73 %, a paminpunary -
npubnu3Ho 56 %.

Memaboizm

Paminpun Matizke OBHICTIO MeTab0Ii3y€eThCS N0 paMilpuary i fo egipy AUKeToIinepasuHy,
KUCJIOTH OUKETOIINepa3nHy, IMII0KYPOHIIIB paMillpuily i paMinpunary.

BusedeHHs
MeTabomiTi BUBOASTECS IIEPEBAXKHO HUPKAMU.

KonnenTpanil paMinpunaty B Ijla3Mi 3HUXKYETHCS Y IeKinbKa (Ha3. 3aBAsSKK CUIBHOMY 3B’SI3yYBaHHIO 3
ATI® i moBinbHOMY Bifi'€fHAHHIO Bif (hepMEHTY paMilpuiaT XxapakKTepPU3YETHCS IPOOOBKEHOI0
TepMiHa/IbHOI (pa30i0 BUBEIEHHS IIpU AyKe HU3bKUX KOHIIEHTpAI[iAX B I1JIa3Mi.

[Ticns npuiioMy paMinpuiy ofuH pa3 Ha go0y edeKTHBHUM Iepiof] HalliBBUBeleHHS paMipuiIaTy
cranoBuB 13-17 rop onst o3 5-10 mr i 6yB goBumM ans gos 1,25-2,5 mr. Lls pisuullg nos’sisaHa 3i
3OaTHICTIO PepMeHTy 3B’I3yBaTU PaMillpuiaT y HaCUYyBaHUM CIIOCiO.

ITauieHmu 3 HUPKOBOI HEOOCMAamHicmio

HupkoBa ekckpelisi paMilipuiaTy 3HUXKY€EThCS Y NMAlli€HTIB 3 MOPYLIEHOI (PYHKIIE€I0 HUPOK, a
BUBE[EHHS paMilpuiaTy HUpPKaMy IPONOPILiMHE KIipeHCy KpeaTUuHiHy. Lle mpru3BOgUTh K0
IiABUIIEHHS KOHI[EHTPAIlil paMinpuiarty B I1a3Mi, SKa 3HUKYEThCS MOBiIbHIIIE, HiXK y IAlli€eHTIB 3
HOPMAaJIbHOK (PYHKITI€I0 HUPOK.

ITauieHmu 3 nevyiHKo080 HedocmamHicmio

Y naiieHTiB 3 MopyieHHIMU QyHKIIII neginky MeTab01i3M paMillpuiTy O0 paMinpunarty
CIIOBIJILHIOBABCS Yepe3 3MeHIIIeHy aKTUBHICTh IeUYiHKOBUX ecTepal. PiBHI paMinpuiiy B mia3Mi KpoBi
y uux nauieHTiB 6ynu 36inbineni. MakcuMaibHa KOHIIEHTPALS paMillpuiaTy y LUX NallieHTiB, OOHAaK,
He BiIPi3HAETHCS Bifl TAKOl y MAIiEHTIB 3 HOPMaJIbHOIO (DYHKIIIEIO MEYiHKHU.

AMnonumin
Abcopbuis

[Ticns 3acTocyBaHHS BCepelUHy aMonuiin fobpe abcopbyeTbcsa. MakcuManbHi piBHI B KpPOBi
mocsArarThcs yepes 6-12 ropuH micns mpuiiomy go3u. Moro 6iomoCTynHICTh He 3a/IeXKUTh Bif
npuiiomy ixi. AGcomoTHa 6i00CTYHICTL CTAHOBUTD 64-80 %.

Po3noodin

O6’eM po3mopminy mpemnapaTty CTaHOBUTE mpubnu3Ho 20 11/Kr. PiBHOBaXkHaA KOHIIEHTPALlis B IIa3Mi
KpoBi (5-15 Hr/MI) mocsaraeThcst yepeld 7-8 OHIB IOCTiMOBHOTO 3aCTOCYBaHHS OOUH pa3 Ha mo0y.
HocmimxeHHs in vitro mokasanu, 1o 93-98 % amonuminy B KpoBooOiry 3B’sg3aHi 3 OinKamMu IIa3Mu.

Memaboaism i susedeHHA

AMIOmUIIiH aKTUBHO MeTaboi3yeTses (mpubmu3no 90 %) y medinIri 1o HEaKTUBHUX MTOXiTHUX
nipuguny. 10 % nmoyaTtkoBoi conyku i 60 % HeaKTUBHUX MeTaboJIiTiB BUBOIUTLCA i3 cedelo, 20-25 %



- 3 KaJIOM.

3HUKEHHS KOHIIeHTpallil B Ija3Mmi 3mificHI0eThCS OBOoGa3Ho. TepMiHambHUM Iepion HaliBBUBEIEHHS 3
IJIa3MHU CTaHOBUTH 6/1M3bK0 35-50 romuH, I0 Y3roaXKYy€EThCs 3 HO3YBAaHHSIM ONUWH pa3 Ha Jo0y.

3aranbHUY KJTipEHC CTaHOBUTD 7 MJI/XB/KT ([J1s maIi€eHTiB 3 Macom Tinma 60 Kr - 25 n/rom). Y mauieHTiB
JIITHBOTO BiKY Lle¥ TOKa3HUK CTaHOBUTH 19 n/rof.

3acmocy8aHHA nauieHmam AimHbv020 B8iKy

Yac mocAarHeHHS MaKCUMaJIbHOI KOHIIeHTpallil aMJIoOguIiny B Iyia3Mi NogiOHUH Y MallieHTiB TiTHHOTO i
MOJIOAIIOTO BiKy. KiipeHC aMyiofuniny 3a3Bu4ail € Ael[0 3HUXKEHUM, 1110 y Nalli€eHTiB JIITHBOT'O BiKY
IPU3BOOUTH M0 30iIbIIeHHS IJIOII IMiJ KPUBOIO «KOHIIeHTpallis/gac» (AUC) Ta mepiomy
HaliBBUBeeHHS npemnapaty. 30inbmenns AUC i nepion HaniBBUBeOeHHS Y HAIliEHTIB i3 3aCTiiHOIO
CepIIeBOI0 HEeOCTATHICTIO BigIIOBigany O4iKyBaHUM IS IIi€l BiKOBOI 'PyIH MAIliEHTIB (IUB. PO3MIin
«Oc00IMBOCTI 3aCTOCYBaHHS»).

ITauieHmu 3 nopyweHHAM PYHKUiIl HUPOK

AMITOIUIIiH eKCTEHCUBHO 0i0TpaHCGHOPMYETLCS N0 HeaKTUBHUX MeTaboriTiB. 10 % amnoguminy
BUTINIIETHCS ¥ HE3MIHEHOMY BUTJISAMI i3 cevyelo. 3MiHM KOHI[eHTpallil aMJIOAUIIIHY V IIJla3Mi KPOBi He
KOPEJIIoI0Th 3i CTyIeHeM IopylleHHs QyHKII HUPOK. [lallieHTaM i3 mopymeHHAM QYHKIl HUPOK
MOXKHa 3aCTOCOBYBATU 3BMYalHI 03U aMJIOJUIIHY. AMJIOOUIIIH He MifgaeThCs Aiaisy.

ITauieHmu 3 nopyweHHAMU (QYyHKUiII neviHKu

[Tepion HamiBBUBEEeHHS aM/IOJUIIIHY € JOBIINM Yy IALi€HTIB 3 MOPYIIeHHAMU QYHKIIi1 IEeYiHKHU.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHSI apTepiasibHOI TinepTeH3sii y MallieHTiB, apTepiaTbHUN TUCK SKUX HaJIeKHUM YUHOM
KOHTPOJIIOETHCS OKPEMUMHU IIpernapaTaMy, 10 NPU3Ha4alThCd OMHOYACHO Y Til XKe [03i, 1110 1 B
kKoMOiHalii, ase y BUTIsAAi OKpeMuXx TabIeToK.

IIpomunoka3aHHs.

- OpHOYacHe 3aCTOCYBaHHS IIpelaparis, 110 MICTATH aJliCKipeH, Y pa3i HasBHOCTI y NallieHTa
IIyKpoBoro miabeTy a6o MOMIpHOI YM TSIKKOI HUPKOBOI HEIOCTATHOCTI (IIBUAKICTh KITyOOYKOBOI
dineTpanii (IIK®) < 60 ma/xs/1,73 M°).

- AnrioHeBpoTUUHMI HaOPSK y aHaMHe3i (CliaikoBuii, inionatuynuit abo paHille nepeHeceHuH
aHTiOHeBPOTHYHMY HaOpSK mpu nmpuiiomi AII®-inribiTopiB abo aHTArOHICTIB peIenTopiB
aHrioteH3uny II).

- EkcTpakoprnopasbHe JTiKyBaHHS, sIKe TPU3BOAUTH 10 KOHTAKTY KPOBi 3 HETAaTUBHO
3apsaaKeHUMU TIOBEPXHSIMHU.

- 3HauHuH OinaTepasbHUN CTEHO3 HUPKOBUX apTepill abo CTeHO3 HUPKOBUX apTepii emuHOI



GYHKILIOHYI0YO01 HUDKH.

- BaritHicTh a0 njaHyBaHHS BaTriTHOCTI.

- lnoTteH3uBHUM ab0 reMoOUHaMIYHO HeCcTa0iIbHUIM CTaHU.
- TsKKa TrinmoTeH3sid.

- [TIok (BKIIOYa04YX KapaiOreHHUH ITI0K).

- O6CTpyKIis UUISXiB BiATOKY 3 JIiBOTO UITyHOYKA (HAIIPUKJIIA a0PTalbHUM CTEHO3 TSXKKOTO
CTyTIEHS).

- I'emomuHaMiyHO HecTabi/lbHa ceplieBa HeJOCTATHICTH IIiC/Is TOCTPOro iHpapKTy MioKapaa.
- [IuTS4Ynn BIK.

- [TigBuilleHa YyTIUBICTh 0 aMJIOAUIIIHY, TIOXiTHUX OUTIAPONIpUANHY, paMinpuiny abo 6ynb-
SKUX iHmMX iHri6iTopiB AIT® (aHTiOTEH3UWHIIEPETBOPIOIOYOT0o GepMEHTY), a00 Oyab-IKUX OOTMOMIXKHUX
PeYOBHH IIpenapary.

- OpHOYacHe 3aCTOCYBaHHS 3 CaKyOiTPUIOM/BaiCApTaHOM IIiIBUIIYE PU3UK PO3BUTKY
AQHTiOHEBPOTUYHOTO HAOPsAKY. He MOXKHa 3aCTOCOBYBATH aMJIONUITiH/paMilIpui paHilne Hixk 3a 36
TOJMH TIiCJIs 3aCTOCYBaHHS CaKyOiTpuiy/BancapTany (OuB. po3ninu «Oco6IMBOCTI 3aCTOCYBaHHS» i
«B3aeMopmis 3 iHMMMY JTiKapChbKUMK 3ac00aM¥ Ta iHIIII BUAM B3aEMOIii»).

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

0II0 paMiOpun

[ToxgifiHe 6710KyBaHHS peHiH-aHTioTeH3KWHOBOI cucteMu (PAC) IAII® (inribiTopamu
aHTi0TEH3UHIIEPETBOPIOI0YOTo ¢hepMeHTy), BPA (6110KaTopaMy pelienTopiB aHTioTeH3uHY) abo
aJIiCKipeHOoM.

[TpoTunokasaHo ogHO4YacHe 3acTocyBaHHs IAII®, Bkmoyaroun paMminpui, abo BPA 3 amickipeHoM
malfieHTaM 3 TSIXKK00 abo MoMipHOI0 HUPKOBOIO HemocTaTHicTIO (IHK® < 60 mn/xB/1,73 ™).

IIpomunokasaxi kombiHauii

3acrocyBanHsa CyMinapy y koM0OiHallil 3 mpemnapaTamH, 110 MIiCTATh ajliCKipeH, IPOTUIIOKa3aHe
nalieHTaM i3 IyKpoBuM fiabeToM abo IOMipHOIO YU Cepi03HOI0 HUPKOBOIO HepocTaTHicTio (IIK®
< 60 mn/xB/1,73 M°) i He peKOMeH/0OBaHe iHIIMM Mali€HTaM.

MeTonu eKCTpaKOpPIIOpalIbHOi Tepallil, 10 TPU3BOAATE 10 KOHTAKTY KPOBi 3 HETaTUBHO
3apaAKeHNMU IOBEPXHIMH, TaKi gK fiani3z abo reModinbTpaliis i3 3aCTOCYyBaHHSAM [ESKUX
BUCOKOIIPOTOYHUX MeMOpaH (HampUKIIaf MoliaKpuIoHITPUIbHUX MeMOpaH) i apepes JITTHIII 3
cynbhaToM JeKCTpaHy, MPOTUIIOKa3aHi, OCKINIbKY iCHY€ MiIBUIIEHUN PU3UK PO3BUTKY TSIKKUX
aHa(}iTaKTOIMHUX peakilii. Y TakKuX BUMAgKax HeOOXiMHO BUPIIIMTY MUTAHHS MO0 BUKOPHUCTAHHS
iHmmoro tumy MeMOpaH [1s fianisy abo 3acTOCyBaHHS iHIIIOTO KJlacy aHTUTiePTeH3UBHUX
IIpernaparis.

OmHouacHe 3acTocyBaHHs iHTiOiTOpiB AII® 3 cakybimpusom/BascapmaHom IPOTUTIOKA3aHE Yepes
IiABUINIEHNYN PU3UK PO3BUTKY aHTIOHEBPOTUYHOT0 HAOPSKY (IuB. po3pinu «[IpoTunokasaHHI» Ta
«OcobnmuBOCTi 3acTOCyBaHHS»). JIiIKyBaHHS paMiIpUIIOM CJlif TOYMHATH Nuille Yepe3 36 TOOUH Iicis



IPUIOMY OCTAHHBOI 103U CaKyOiTpuiy/Bancaprany. JIikyBaHHS caKyOiTpuIoM/BarcapTaHOM CITif
IIOYMHATH Jullle Yyepe3 36 TOOUH ITiC/IsA IPUHMOMYy OCTaHHBOI 03U PaMIIpHUy.

Jlikapcoki 3acobu, u,o nidguuLyromb puduk BUHUKHEHHS AH2I0HeBPOMUYHO20 HADPAKY

Kniniyni mocigkeHHS BKa3ylOTh Ha Te, 110 IOABiliHa 6I0Kafia peHiH-aHTi0TeH3UH-aJIb0CTEPOHOBOI
cuctemu (PAAC) iuribitopamu ATI®, aHTaroHicTaMu pelenTopiB aHTrioTeH3uHy Il abo amickipeHOM
TI0B’si3aHa 3i 30iIbIIeHHSIM YaCTOTH apTepianbHOl rinmoTeH3il, rimepkaiemii, a Takox i3 moripueHHIM
IIe4iHKOBOI (PyHKIIi1 (BK/II0WAIOYX [OCTPY I€UiHKOBY HEIOCTATHICTh) V IOPIBHSAHHI 3 MOHOTEPAIII€H0.
PekxoMeHOy€eThCS KOHTPOJIIOBATH apTepialbHUM TUCK, PYHKIIiI0 HUPOK Ta €JIEKTPOJIITIiB ¥ MAalli€HTiB,
SIKi TpUWMal0Th PaMIIIpuiI Ta iHII 3acobu, 110 BIKUBaloTh Ha PAC.

3acmepedceHHA Npu 3aCMOCYB8AHHI

Kanitizbepiearoui diypemuku, xap4osi 0obasku, wo micmsamb Kanil, abo 3amiHHUKU €0Ai, W0
micmame Kaniu

XoyYa KOHI[eHTpallisd KaJlilo y CHpPOBaTLii KPOBi 3a3BUYay 3ajIMIIAEThCA Y MeKaxX HOPMHU, Y OeAKUX
TIAllieHTiB, SIKi OTPUMYyBaJIM paMilpu, MOXKe CIIocTepiratucs rinepkaniemis. Kaniitz6epiraroui
NiypeTHKH (HalpHKiaf CIipOHOJIAKTOH, TpiaMTepeH abo aMinopun), Xxap4uoBi 4o0aBKH, 110 MiCTSTh
Karii, abo 3aMiHHUKY COJTi 3 KaJliEM MOXKYTh IIPU3BECTH 10 3HAYHOTO IMiIBUIIEHHS PiBHS KaJlilo y
cupoBartii KpoBi. He pekoMeHAYy€eThCS OQHOYACHE 3aCTOCOBYBaHHS PaMilpUIy Pa3oM 3 iHIIMMU
JMiKapCbKUMU 3aco0aMu, 110 MigBUIINYIOTh PiBEHb Kallilo y CUPOBATII KPOBi, TAKUMHU SK TPUMETOIPUM
Ta KO-TPUMOKCa30J1 (TpUMeTONnpuM/CynbhaMeTOKCa30i1), OCKIIbKY BifOMO, 1[0 TPUMETONIPHUM, K i
aminopup, mie K Kaniabepirarounit ceyorinHuy 3acio. ITimBumenndt pu3uk rimepkamiemii
CIIOCTepiraBcs y MallieHTiB, IKi ogHOYacHO npuiimMany inribitopu AII® ta TpuMeTonpuM abo 1oro
¢bikcoBaHy KOMOiHAIlI0 3 KO-TPEMOKCA30JI0M (TPUMeTONpuM/CyTbhaMeToKCca301). AKIIo
OJHOYACHOT'0 MIPUUOMY He YHUKHYTH, IIPerapaTy CJIifl Mpu3HavaTh 3 00epexKHICTIO Ta 3 YaCTUM
MOHITOPHHTOM PiBHS KaJlif0 B CHPOBATIIi KPOBI.

Coui Kaairo, 2enapuH, kaaitizbepiaaroui diypemuku ma iHwi npenapamu, 3acCmocy8aHHs AKUX
noe’Aa3aHe 3i 3pOCMAHHAM PIBHA KAl 8 NAa3mi Kpoei (30Kkpema aHmazoHicmu aHziomeH3uHy I,
mpuMemonpum, makpoaiMyc, UuKA0CNOPUH, CNiPOHOAIAKMOH, mpiammepeH). MoxiuBa
rinepkasieMist Ipyu OMHOYACHOMY 3aCTOCyBaHHi 3 iHribiTopamu AII®, ToMy HEOOXigHUYN PETEeTbHUN
MOHITOPUHT PiBHSA KaJlilo B CUPOBAaTLi KPOBI.

AHmuzinepmeH3ugHi 3acobu (Hanpuk.aad diypemuku) ma iHWi peyosuHU, W,0 MOXCYMb 3HUMCYB8AMU
Kpo8’AHuUlU muck (Hanpukaad Himpamu, MPUuUKAiYHi aHmudenpecaHmu, aHeCmemuKu, emaHoa y
ge/IUKUX Kinbkocmsix, 6akaopeH, anb(hpy3o3uH, 00KCa303uH, Npa3o3uH, Mamcya03UH, Mepas3o3uH).
Crip odikyBaTH MigBUILIEHHS PU3UKY apTepianbHol rinoteHsii (iHdopMariiio moao AiypeTUkKiB AUB. ¥
po3mini «Croci6 3acTocyBaHHS Ta JO3U»).

BasonpecopHi cumnamomimemuKku ma iHwi peyosuHu (Hanpukaad i3onpomepeHon, 006ymamiH,
donamiH, eniHe(ppuH), WO MOAHCYMb 3MEHWYBAMU AHMU2inepmeH3uBHy 0it0 paminpuiy.
PexoMeHI0BaHO KOHTPOJIIOBATH ITIOKA3HUKY apTepialbHOTO TUCKY.

AsionypuHos, iMyHOCynpecopu, KopmukKocmepoiou, npokaiHamio, yumocmamuku ma iHwi pevyosuHu,
W0 MOJCYymb 3MIHUMU Ki/nbKicmb KaimuH Kpoei. [ligBuiileHa iMOBIpHICTh reMaTOJIOTiYHUX peaKLii.

Coni nimirw. ITig BunuBoM iHriOiTopiB AIT® MOXkKe 3MEHIIMTUCS eKCKPELis JIiTito, 1[0 MOXKe TPU3BECTH
[0 3pOCTaHHS KOHIIEHTPAIlil /TiTii0 Ta 306i/bIeHHS TOKCUYHOCTi. HeoOXimHNUI MOHITOPUHT PiBHS JIiTilO.

ITpomuodiabemuuHi 3acobu, 30kpema iHcyaiH. MoxkuBi rimornikeMiuHi peakirii. PeKOMeHI0BaHO



KOHTPOJIIOBATHU piBeHL TJIIOKO3U B KpOBi.

HecmepoidHi npomu3anaabHi npenapamu ma ayemu.caniyuno8a kucaoma. Crif o4ikyBaTu
3MEHILIEeHHS aHTUTINePTEeH3UBHOT0 epeKTy paminpuny. OKpiM IIbOro, OHHOYaCHE 3aCTOCYBaHHS
inri6iTopis ATI® Ta HecTepoigHuX mpoTH3ananbHux 3acobiB (HI133) Moxke MPU3BECTHU A0 3POCTAHHS
PHU3UKY MOTipIIeHHS (PYHKIIl HUPOK Ta KaieMil.

Ko-mpumokcaszosn (mpumemonpum/cyabphamemorcason)

Y narienTiB, SIKi OMHOYaCHO MPUMMAaIOTh KO-TPUMOKCA30J1 (TPUMETOIPUM/CYyTb(aMeTOKCa30JI), MoXKe
OyTu MigBUINEHWH PU3UK PO3BUTKY rimepKamiemii.

30isbIIIeHHS YaCTOTH TinepKatieMii criocTepiranock y maii€eHTis, ki npuitMaioTs inribiTopu AII® Ta
TPUMETOIIPUM.

Jlikapcoki 3acobu, u,o nidguuLyromsb puduk BUHUKHEHHS AH2i0HeBPOMUYHO20 HADPAKY

OpgHOYacHe 3aCTOCYBaHHS paMilpuiy 3 caKyOiTpuioM/BajicapTaHOM IIPOTUIIOKa3aHe, OCKiTbKU MOXKe
30iMBIIUTH PU3UK PO3BUTKY aHTiIOHEBPOTUYHOT0 HAOPSKY. 3aCTOCYBaHHS CaKyOiTpuiy/BajsicapTaHy He
CJIif TOYMHATH paHille HiX yepe3 36 roguH MiCJIg IPHUOMY OCTAaHHBOI [O3U paMinpuiy. Ko
JiKyBaHHS caKyOiTpuiIoM/BaricapTaHOM IIPUIIMHEHO, Tepallisl paMilpuioM He TIOBUHHA ITOYNHATHUCS
paHille HiX yepe3 36 TOOUH IiCJig IPUNAOMY OCTaHHbBOI 103U CaKyOiTpUiTy/BaicapTaHy.

OpHouacHe 3acTocyBaHHS iHribiTopiB NEP (Hanmpukian panekagotrpuny), inribitopie mTOR (Takux sk
CHPOJIiIMyC, €BepOoJIiMyC, TEMCHPOJIIMYyC), BiTgarainTuHy Ta iHribiTopiB AII® Moxke 306iTbIIUTH PU3UK
PO3BUTKY aHTiOHEBPOTUYHOTO HAOPsAKY. Taki TiKapchKi 3aco0u CIIif Mpu3HadaT 3 00epexKHICTIO
icyIA mo4YaTKy Teparil.

ITogo amnoguniny

Bnaue iHwux aikapcvkux 3acobie Ha amaoduniH

IHz2ibimopu CYP3A4. OpHo4yacHe 3aCTOCYBAHHS aMJIOOUIIIHY 3 MOTYKHUMHU ab0 ITOMipHUMHU
inribitopamu CYP3A4 (iuribiTopu npoTeasu, a30JbHi IPOTUTPUOKOBI ITpemapaTy, MaKpoJTigHi
aHTUOIOTHKH, TaKi K epUTPOMIIIMH ab0 KJIapUTPOMIINH, BepanaMisn abo JuiTia3zeM) MOXKe
IIPU3BOOUTH 10 3HAYHOTO IiIBUILIEHHS eKCI03ullil amnopguminy. KiiHiuHa iHTepnpeTalis 1ux
(dbapMaKOKiHeTUHYHUX Bapialliii Moxe OyTu Oi/IbII BUPAXKEHOIO Y JIiTHIX MalieHTiB.

Y maitieHTiB, SKi OTpUMYIOTh KIAPUTPOMIIIMH Y KOMOiHAalil 3 aMIOAUIIIHOM, iCHY€E MigBUIIIEHUN PU3UK
apTepianbHOI TimOTeH3il.

Patients receiving clarithromycin in combination with amlodipine are at increased risk of
hypotension.

[MarmienTy, siKi oTpuMytoTh clarythromycin B kom06iHallii 3 aMIOAXUTIHOM MigAAI0THCS MiABULIEHOMY
PU3UKY PO3BUTKY TilOTEH3I.

Patients receiving clarythromycin in combination with amlodipine are at increased risk of developing
hypotension.

He ynmanoch 3arpy3uThb BCe Pe3yIbTaTHL.

[ToBTOPUTH



[ToBTOpHAS MOMBITKA...
[ToBTOpHAS MOMBITKA...

PekxoMeHOyeThCS peTeIbHUM MOHITOPUHT CTaHy Malli€HTiB, KOIM aMJIOOUIIIH BBOAATh OOHOYACHO 3
KJIaPUTPOMIIIUHOM.

Tomy MoxKe OyTH MOTPiIOHUM KITIHIYHUI MOHITOPUHT i KOPUTYBaHHS [03H.

Indykmopu CYP3A4. OgHo4yacHe 3acToCcyBaHHS Bimomux iHOyKTOpiB CYP3A4 MOXKe 3HUXKYBaTH
I71a3MOBY KOHIIEHTpAllil0 aMJI0OuIiny. Y 3B’43Ky 3 IIUM IIPOTSITOM Ta IIicis KoMOiHOBaHOI Teparrii,
ocob6nuBo 3 cunbHUMHU iHgyKTOpaMu CYP3A4 (30kpema pudamminmHoM, 3Bipo00eM), HEOOXiTHO
KOHTPOJIIOBATH KPOB'STHUM THUCK Ta 3a HEOOXiTHOCTi CKOPUTYBATH [03Y.

[TpusnauaTty amnopunid 3 iHgykTopamu CYP3A4 crip i3 06epexkHiCTIO.

I'petingppym abo epetinppymoauli cik. IIpuiiMaTtt aMJIOOUIIIH Pa3oM i3 rpeundpyToM abo
IrPern@pyToBUM COKOM HE PEKOMEHOYETHCS, OCKIIbKY Oi0MOCTYIHICTD y AesKUX Malli€HTiB MOXKe
HiABUIIYBATUCh, 1[0 IPU3BOOUTE A0 TOCUIEHHS e(PEeKTiB 3HUKEHHS KPOB'THOTO TUCKY.

LanmposeH (iHpy3ia). Y TBApUH CIIOCTEPIraEThCA NeTalbHa NUTyHOUYKOBa (HiOpusLid i cepieBo-
CyOUHHUY Konarc (iHofmi 3 eTaJbHUM HACIiAKOM) y 3B'I3Ky 3 rillepKasieMi€o micisg 3aCTOCyBaHHS
BeparaMiiny i BHyTPilIHbOBEHHOTO BBeIEHHS JaHTPONIeHy. Yepe3 PU3UK TilnepKaiemil
PEKOMEH[IYeThCS YHUKATH OJHOYACHOT'0 3aCTOCYBaHHS 0JI0KaTOPiB KabllieBUX KaHAJIiB, TAKUX SIK
aMJIOMIIIH, TTAlliEHTaM 3 PU3UKOM 3JI0SIKiCHOI TirnepTepMil Ta mpu NiKyBaHHi 371059KiCHOI rimepTepMil.

Bnaug amaoduniHy Ha iHWi aikapcbki 3acobu

Jlikapcwki 3acobu 3 aHmuzinepmeH3ugHuMu 81acmugocmsamu. [inoTeH3uBHUM eHeKT aMIOTUITIHY
IIOTEHINIOE TiMOTeH3UBHUY e(PEKT iHIIUX aHTUTIIEePTEeH3UBHUX 3aC00iB.

AmopsacmamuH, 0u20kKcuH, sappapuH abo yuxaocnopuH. KmiHiuHi qocnimKeHHs B3aEMOMil
IpenaparTy oKa3allH, 1110 aMJIOOUIIiH He BIJIMBA€E Ha (apMaKOKiHETHKY aTOpPBaCTaTUHY, JUTOKCUHY,
BapdapuHy Ta LHUKJIOCIOPUHY.

CumeacmamuH. OgHOYaCHe 3aCTOCyBaHHS OaraTokpaTHUX 703 10 Mr amiopuminy i3 80 mMr
CHMBAaCTaTHHY IIPHU3BOAMIIO [0 77 % MigBUINEHHS €KCIIO3UIlil CHMBaCTaTUHY MOPIBHSHO 3 CAMUM
TiTbKY CUMBAcTaTUHOM. [lallieHTaM, sKi OTPUMYIOTh aMJIOIHUIIH, 03y CUMBACTAaTUHY CITiJl 00OMEeKUTH
mo 20 mr Ha mo0y.

Takpoaimyc

[cHye pU3UK MifBUIIEHHS PiBHS TAKPOJIIMYCY B KPOBi IIPXA OOHOYACHOMY 3aCTOCYBaHHI 3
amyoguninoM. [1[o6 YHUKHYTH TOKCUYHOCTI TAaKPOJIIMYCy, TIpU CYIyTHHOMY 3aCTOCYBaHHI aMJIONUIIIHY
noTpibeH perynspHUM MOHITOPUHT PiBHS TAKPOJIIMYyCy B KPOBi Ta ¥ pa3i He0OXiIHOCTI - KOpeKIIis
NO3YBaHHS.

HuxaocnopuH

HocnigXeHb B3a€MOii IUKIIOCTIOPUHY Ta aMJIOAUIIIHY IIPX 3aCTOCYBaHHI 30OPOBUMHU HOOPOBOJIBIIMU
abo iHIKMYU rpynaMy He TPOBOAMIIOCS, 3@ BUHATKOM 3aCTOCYBaHHS IallieHTaMHu i3
TPAHCIJIAHTOBAHOI HUPKOIO, Y SKUX CIIOCTEPIranocs: MiHIUBe MiABUIEHHS 3aIAIIKOBOL
KOHIIeHTPallil UKIoCIIOpuHy (B cepemuboMy Ha 0-40 %). [I71g malieHTiB i3 TpaHCIIaHTOBaHOIO



HUPKOI0, Ki 3aCTOCOBYIOTh aMJIOAUIIIH, CJIifi PO3TJISHYTUA MOXKJIMBICTh MOHITOPUHTY KOHI[EeHTpAaLliil
IIMKJIOCTIOPUHY Ta Y pa3i HeoOXiZHOCTI 3HU3UTH 03y LUUKIOCIOPUHY.

IH2i6imopu mTOR

[uribiTopu mTOR, Taki sIK cuposiMyc, TEMCUPOJIIMYC Ta eBepoimyc, € cyoctpaTamu CYP3A.
[uribiTopu MexaHicTuyHol MinteHi pamamninuHy (mTOR): inribitopu mTOR, Taki sk cupomimyc,
TeMcipomimyc Ta eBepojimyc, € cyoctpatamu CYP3A.

Mechanistic target inhibitors of ramapicin (mTOR): mTOR inhibitors such as sirolimus, temsirolimus
and everolimus are substrates of CYP3A.

[uribitopu MexanicTuyHoi Mimeni ramapycin (MTOR): MTOR iuri6iTopu, Taki sk cupoinimyc,
tTeMciponimyc i eBepornimyc € CYP3A cy6cTpaTi.

Mechanistic target inhibitors ramapycin (MTOR): MTOR inhibitors such as sirolimus, temsirolimus
and everolimus are CYP3A substrates.

He ymanmoch 3arpy3uTs Bce pe3ynbTaTh.
[ToBTOPUTH

[ToBTOpHAS MOMBITKA...

[ToBTOpPHAS MOMKITKA...

Amnonumis € cnabkuM inribitopom CYP3A. Amnopumin € cmabkum inriditopom CYP3A.

He ymamoch 3arpy3uTh BCe pe3yiabTaThl.

[ToBTOPUTH

[ToBTOpHAS MOMBITKA...

[ToBTOpPHAS MOMKITKA...

[Tpu ogrouyacHOMY 3acTocyBaHHi mTOR iHri6iTopiB aMmoguIiH MOXKe 306iTBIIUTH BILJIUB OCTaHHIX.

[Tpu ogHOYacHOMY 3acTocyBaHHi iHri6iTopiB mMTOR amnogumid MoxKe 30iTbIIUTY BIUIUB iHTi6iTOPIB
mTOR.

When administeredwith mTOR inhibitors, amlodipine increasethe effect of mTOR .

[Tpu cynytHbOMY BBepeHHi iHribiTopiB MTOR, amnopnumin Moxe 36inbmuTy BruB iHribitopis MTOR.
When co-administered, amlodipine may increase the MTOR inhibitors.

He ynanoch 3arpy3uTh BCe Pe3yJIbTaTHL.

[ToBTOPUTH

[ToBTOpPHAS MOMKBITKA...



HOBTOpHaH IIOIIBITKA...

Oco06.1ueocmi 3acmocyeaHHsi.

Paminpun

ITodsiliHa 610kada peHiH-aHeiomeH3UuH-a1b0ocmepoHosoi cucmemu (PAAC)

[ToxgitiHa 6mokama PAAC 3a gomoMororo koM0OiHatii CyMminapy 3 ajickipeHOM He peKOMeH0BaHa,
OCKIiJIbKY iCHY€ MigBUIIeHNH PU3UK TillOTEH3ii Ta rinepkaiiemil i 3MiHM B HUPKOBiX QyHKIIII.
3acrocyBanHs Cyminapy y kom0iHallii 3 anicKipeHOM IPOTUIIOKa3aHe MallieHTaM i3 yKPOBUM
mia6etoM a6o HEpKOBOIO HegocTaTHicTIo (IITK® < 60 Mi/xB/1,73 M°).

ITauienmu 3 ocobauBuUM PU3UKOM apmepiaabHOi 2inomeH3sii
- [TamieHTH i3 rinepakTUBOBAHOIO PEHIH-aHTI0TEH3UH-aIbJ0CTEPOHOBOI0 CUCTEMOIO

[TalieHTH i3 TiepakKTUBOBAHOIO PEHIH-aHTi0TEH3WH-aIbJOCTEPOHOBO0 CUCTEMOIO MalOTh PU3UK
TOCTPOT0 BUPaXKeHOT0 MafiHHsA KPOB'SHOT0 TUCKY i IIOTipIIeHHS HUPKOBOI QYHKIIl Yyepes
npurHiueHHs: AII®, ocobnuBo Konu iuridiTop AII® abo cymyTHiM OiypeTHK 3aCTOCOBYIOTH yIiepiie abo
IIpY NEePIIOMY MigBUILIIEHH] NO3H.

Cnip ouikyBaTu 3HaYHOI aKTHBAallil peHiH-aHTi0TeH3WH-aIbI0CTEPOHOBOI CUCTEMH i BCTAHOBIIIOBATH
MeOU4YHUM Hars, 30KpeMa MOHITOPUHT KPOB’'THOTO TUCKY, Y Pa3i HasBHOCTI y Malli€HTa:

- TSI2KKOI TinmepTeHs3ii;
- IEeKOMIIEHCOBAHOI 3aCTiHOI cepiieBoi HEOOCTATHOCTI;

- reMOAVHAMIYHO 3HAYYIIOTO YTPYAHEHHS IPUTOKY Ta BiATOKY 3 JIiBOTO LUTYHOYKA (CTEHO3Y
aopTanabHOro abo MiTpalbHOTO KilallaHa);

- onHOGIYHOTO CTEHO3y HUPKOBOI apTepii 3 Apyroio GyHKIIOHYI0Y0I0 HUPKOIO;
- IIUPO3Y MeviHKu Ta/abo acuuTy;

- icaytouoro abo MOTEHIINHOTO 3HEBOMHEHHS Ta/a00 BUMUBAHHS CONel (BKITIOYAI0OYH MAlli€HTiB,
I10 IPUMMAaIOTh AiyPEeTUKH);

- IIepeHeceHol Cepro3Hoi onepairil abo IPoTSATroM IIPOBENEeHHS aHecTe3il PeYOBUHAMH, III0
CIIPUYUHSAIOTH apTepiajibHy rinoTeH3ito;

- TPAH3UTOPHOI ab0 CTiHKOI ceplieBOl HeIOCTAaTHOCTI;
- nicns iHpapKTy MioKapaa;
- PU3UKYy BUHUKHEHHS KapAianbHol abo nepebpasbHoi ieMil y BUIAgKy FOCTPOI TinoTeHs3i];

- JIITHBOTO BIKY.



[Tepen moyaTKOM JIiKyBaHHSI PEKOMEHIOBAaHO CKOPUTYBATHU CTAHHU [leTifpaTaliil, rimoBosemii abo
HaMipHOI BTpaTH CoNel (0JHAaK y MallieHTiB i3 ceplieBOl0 HEAOCTAaTHICTIO MOXK/IUBICTh ITPOBENEHHS
omiOHMX KOPUTYIOUUX 3aXO[IiB MOTPIOHO PeTeNbHO 3BaXKUTH CTOCOBHO PU3UKY BUHUKHEHHS
00’€MHOT0 ITepeHaBaHTaAXKEeHHS).

[TouaTKOBa CTafis NMiKyBaHHS MOTPeOyE CIelialbHOT0 MEOUYHOTO HATJISAY.
Onepauii

PexoMeH0BaHO 3a MOXKJIMBOCTI IPUIUHUTH JIiKyBaHHS iHTi0iTOpaMU aHTi0TEeH3UHIIEPETBOPIOI0YOTO
bepMeHTy, TaKUMHU SK paMinpui, 3a fo0y 4o XipypriuHoro BTpy4YaHHS.

MoHimopuHe Hupkosoi pyHKUIT

[Tepen mo4yaTKOM, IIif Yac MiKyBaHHS Ta IIPU IPOBeeHHi KOPEKIIil 031, 0COONIMUBO y MepPIlli TUXKHI
nmiKyBaHHS, HeOOXiTHO OIIiHIOBaTH (QYHKIIi0 HUPOK. OCOONIUBO PeTEIbHUM KOHTPOIb HeoOXigHuM 3a
nalieHTaMy 3 OPyIIeHHAIM (yHKIII HUPOK. [CHye pU3uK NOriplieHHsT HUPKOBOL QyHKIIi1, HacaMnepen
y TaIieHTIB i3 3aCTiitHOI0 CepIeBOI0 HENOCTATHICTIO a0 IMic/Is TpaHCIIaHTallil HUPKHU.

linepuymaugicme / aHzioHe8pomMuyHull HabpAak

[ToBigoMsIOCS TPO BUHUKHEHHS aHTiIOHEBPOTUYHOI0 HAOPSKY Y MallieHTiB, AKi IPUIMalOTh
inrioiTopu AIl®, 30KpemMa paMimpuiI.

[Tpu BUHUKHEHHI aHTIOHEBPOTUYHOT'0 HAOPSAKY paMinpui noTpibHo BigMiHUTH.

OpgHOYacHe 3aCTOCYBaHHS paMilpuiy 3 caKyOiTpuioM/BajicapTaHOM NIPOTUIIOKa3aHe, OCKiTbKU MOXKe
30iMBIINTH PU3UK PO3BUTKY aHTIOHEBPOTUYHOT0 HAOPSKY. 3aCTOCYBaHHS CaKyOiTpuiy/BajicapTaHy He
CJIif TOYMHATH paHille HiX 4epe3 36 rofuH MiCJId IPAUOMY OCTAHHBOI 03U paMinpuiy. Ko
JiKyBaHHS caKyOiTpuIoM/BajicapTaHOM IIPUIIMHEHO, TEPAIlii0 paMipuiaoM He CJIifl TOYMHATH paHille
HiK 4yepe3 36 TOAMH IiC/Is MPUIOMYy OCTaHHBLOI 003U CaKyOiTpuiy/BajsicapTaHy.

OpHoyacHe 3acTocyBaHHS iHTi6iTOpiB AII® Ta panekagorpuiny, mTOR iHri6iTopis (Hampuknapn
CHPOJIIMyCY, €BEPOJIIMYCY, TEMCUPOJIIMyCY) Ta BiJarTiNTUHY MOXKe 30iTbIIUTI PU3UK PO3BUTKY
AQHTiIOHEBPOTHUYHOT0 HAOPSAKY (HanmpuKiam HaOpSKy OUXalbHUX HIIAXiB ab0 sg3UKa 3 IOPYIIEHHSIM
ouxaHHSa abo 6e3 HLOro).

Concomitant use of ACE inhibitors, mTOR inhibitors (eg sirolimus, everolimus, temsirolimus) and
vidagliptin may increase the risk of angioneurotic edema (eg airway or speech edema with or
without respiratory distress) (4.5).

OnHouacHe 3acTocyBaHH4 iHTiOiTOpiB AII® i panekagotpina, inribitopu MTOR (Hanpuknan,
CHpPOJIiMyC, eBepoJIiMyc, TeMciposiMyc) i BimgarminTiH Moxe 30iMbIINTHA PU3UK aHTIOHEBPOTUYHOTO
HaOPSAKY (Hanpukiaf, HabpsK AuxaabHUX MUISXiB a60 MOBH, 3 a60 6e3 pecripaTOpHUX MOPYIIEHD)
(muBHCH po3min 4.5).

Concomitant use of ACE inhibitors, MTOR inhibitors (eg sirolimus, everolimus, temsirolimus) and
vildagliptin may increase the risk of angioneurotic edema (eg respiratory or speech edema, with or
without respiratory disorders) 4.5.

He ynasnoch 3arpy3uthb Bce Pe3y/IbTaThl.

[ToBTOPUTH



[ToBTOpHAS MOMBITKA...
[ToBTOpHAS MOMBITKA...

[ITomo lomo marieHTiB, sIKi BxKe OTpUMYIOTh iHTibiTop AII®, HeoOxifmHa 00epexkKHICTh pH
npu3HadeHHi panekagoTpuny, mTOR iHrib6iTopiB (HampuKiag CUPOJiMyCy, eBepoJiMycy,
TEMCHUPOJIIMYCY) Ta BUIHATrIINTHHY.

Y mati€eHTiB, sgKi BXKe oTpuMyIOTh iHTi0iTop AII®, HeoOXigHa 06epeKHICTL TPU IPU3HAUYEHH]
pauekapoTpuiy, inribitopis mTOR (Hampuknaz, cuposiMycy, eBepoJiiMyCy, TeMCipoIiMycy) Ta
BifarIinTuHy.

Caution should be exercised when prescribing ACE inhibitors, racecadotril, mTOR inhibitors (eg
sirolimus, everolimus, temsirolimus) and vidagliptin.

Y mairieHTiB, sKi BxKe oTpuMyIOTh iHTiOiTOp ATI®, HEOOXiMHO JOTPUMYBATHUCS 06€PEXKHOCTI IPH
ininitoBaHHi pauekagoTpina, inribitopu MTOR (Hanpukiaz, CUpOIiMycC, eBepoJIiMyc, TeMcipoimMyc) i
BiygarminTiH.

Caution should be exercised when initiating racecadotril, MTOR inhibitors (eg, sirolimus,
everolimus, temsirolimus), and vildagliptin in patients who are already receiving an ACE inhibitor.

He ypmanocs 3arpy3uTs Bce pe3ybTaThl.
[ToBTOPUTH

[ToBTOpHASA MOMBITKA. ..

[ToBTOpHAS MOIBITKA...

ZAKII0 PO3BUHYBCS @HT1I0HEBPOTHUYHUM HAOPSIK, 3aCTOCYBaHHS PaMINIPUITy CIIif HeralHO BiIMiHUTH.
Crig TepMiHOBO BXKUTH 3aXO[iB HEBITKIAAHOI HOMOMOTrH. [TallieHT MOBUHEH 3HAXOMUTUCS ITif
HarISg0M IPOTIToM npuHauMHi 12-24 ropguHu i Moxke O6yTH BUNMMCAHUM TiNTbKY IiCJISI TIOBHOTO
3HUKHEHHS CUMIITOMIB.

[ToBimoMIIsIIOCS PO BUHUKHEHHS KUITKOBOT'O aHTi0OHEBPOTUYHOI'0 HAOPSKY B MAIli€HTIB, SKi
npuiMaroTh iHribiTopu AII®, 30kpeMa paMinpui. Y TaKux MalieHTiB crocTepiraBcs abgoMiHaabHUN
6inb (3 HymoToio abo OmoBaHHSIM ab0 6e3 HUX).

AHagisakmuyHi peakuii nio yac deceHcubiaizauii

MMoBipHICTS i TAXKKicTh aHadiTakTHUHNX i aHA(ITAKTOIMHYX peakIlii Ha OTPYTy KOMax Ta iHmi
anepreHu 30iNbITYIOTECS IPU 3aCTOCyBaHHi iHTiOiTOpiB AIT®. Tlepen mpoBeeHHIM meceHcubimizarii
NOTPiOHO PO3TJITHYTH NUTAHHS IIOI0 TUMYaCOBOTO IPUNUHEHHS JIIKyBaHHS PaMilIpUIOM.

MoHnimopuHe esexkmpoaimis: 2inepkaaiemis

YV mesikux mallieHTiB, sKi npuitMaioTh inribiTopu AII®, 30KpemMa paMinpu, CIIOCTePiraeThCs
rinepkasniemist. [Hri6iTopu ATI® MOXYTh CIPUUMHSATH TillepKaaieMito yepe3 MpUTrHiYeHHS
BUBIIbHEHHS aJIbIOCTEPOHY.

ACE can hyperkalaemia by aldosterone release.

[uribitopu AII® MOXYTh BUK/IMKATHU TillepKalieMiio yepes iX IPUTHiYeHHS BUBITbHEHHS



aJIbAOCTEPOHY.
ACE can hyperkalaemia due their inhibition of aldosterone release.
He ynanoch 3arpy3uTh BCe PE3YJIbTaATHL.

[ToBTOPUTH

[ToBTOpHAS MOMBITKA...

[ToBTOpHAS MOMEBITKA. ..

Ilo rpynu pu3uKy TinepkamieMii HanexaTh NalliEHTA 3 HUPKOBOIO HENOCTATHICTIO, MAIliEHTH JTiTHHOTO
Biky (> 70 pOKiB), IallieHTH 3 HEKOHTPOJILOBAHUM LIYKPOBUM AiabeToM abo Ti, XTO 3aCTOCOBYE COJIi
KaJiio, Kani3bepirarodi miypeTuku Ta iHIIN aKTUBHI PEYOBHHY, 110 MigBUIIYIOTh PiBEHb KaJlilo B
II7Ta3Mi KPOBi (HampHKIafg renapuH, TPUMETOIIPUM, KO-TPEMOKCA30JI, TAKOXK BiJOMHUM K
TPUMETOIIPUM/CyIbdaMeToKCca30J, i 0co6IMBO aHTAarOHICTH albAOCTEPOHY ab0 aHTarOHICTH
PeLenTOPiB aHTiI0TEH3UHY)

(eg, heparin, trimethoprim, co-trimoxazole, also known as trimethoprim / sulfamethoxazole) (and
especially aldosterone antagonists or angiotensin receptor antagonists).

(Hampukrap, remapyuH, TPUMETOIPUM, KO-TPUMOKCA30J/1 TAKOXK BiIOMUM SK TPUMETOIIPUM /
cynbdhameTokcason) (i 0co6MuBO anbIOCTEPOHY aHTArOHICTiB a00 aHTATOHICTIB PEIENTOpPiB
aQHTIOTEH3UHY).

(For example, heparin, trimethoprim, co-trimoxazole are also known as trimethoprim /
sulfamethoxazole) (and especially aldosterone antagonists or angiotensin receptor antagonists).

He ynasnoch 3arpy3uTs Bce pe3yibTaThL.
[ToBTOPUTH

[ToBTOpPHAS MOMKITKA...

[ToBTOpPHAS MOMIBITKA...

, @00 Ti, y KOTO CIIOCTepPIraloThCs TaKi CTaHU, K OeTigpaTallis, TocTpa ceplieBa HeKOMIIeHC allis,
MeTabomiyHul anumo3. AKII0 ogHOYacHe 3aCTOCYBaHHS BUIlle3raaHUX 3ac00iB € HeOOXimHUM,
PEKOMEHAYEThCA IPOBOAUTH PETYISPHUN MOHITOPUHT PiBHSA KaJlilo B CUpOBaTLi KpoBi. [TarieHTawm,
SIKi oTpuMYIOTh iHTiOiTOpU AII®, Ccrif 3 00epeXKHiCTIO 3aCTOCOBYBAaTH Kasi30epirawodi giypeTuku ta
AQHTATOHICTH PeleNTOPiB aHTIOTEH3KHY, @ TaK0K KOHTPOJIIOBATH PiBeHb KaJlilo B KPOBi Ta (PyHKIIiI0
HUDOK.

OpHoYacHe 3acToCyBaHHS iHTibiTopiB AII® 3 cakybimpusom/8ascapmaHom IPOTUIIOKA3aHe Yepe3
IiABUINEHUN PU3UK PO3BUTKY aHTIOHEBPOTUYHOTO HAOPSIKY (IUB. po3minu «[TpoTUmoka3aHHS» Ta
«Oco61uBOCTi 3aCcTOCYyBaHHS»). JIIKyBaHHS pPaMilIpUIIOM CJIifi IOYKWHATH Juille Yyepe3 36 ToOuH mics
IIPUHOMY OCTaHHBOI 03U CaKyOiTpuiy/BancapTany. JIikyBaHHS caKyOiTpuioM/BajicapTaHOM CIIif
IOYMHATHU JIKIIe Yepe3 36 TOOUH MiC/Is MPUUOMY OCTaHHBLOL 03U paMinpuiy.

MoHimopuHe esekmpoaimis: 2inoHampiemis

Y [mesiKWX TMAIli€HTIB, SKi 3aCTOCOBYBAJIA PaMIilIPHI, CIIOCTEPIiraBCs CHHOPOM MOPYIIEHHS CeKpelil
AHTU[iyPETUYHOTO TOPMOHY 3 HaCTYITHUM PO3BUTKOM TiloHaTpieMil. PEKOMEHAYETHCS PETYIISIPHO



KOHTPOJIIOBATH PiBeHb HATPi0 B CHPOBATIII KPOBi B 0Ci0 JIITHBOTO BiKy Ta B iHIIKX MAIli€HTIB, AKi
MalTh PU3UK PO3BUTKY TiOHATpPieMil.

HetlimponeHisa/aepaHyaouumo3s

[Tpo BuUMlafKK HEUTPOIIEHil/arpaHyIOIUTO3y, @ TaKOXK TPOMOOLUTOIEHI] Ta aHeMil TTOBiHOMIISANIOCS
PiZKO, TaKOXK MOBIAOMIISANIOCS PO MPUTHIYEHHS KiCTKOBOTO MO3KY. PEKOMEeHI0BaHO KOHTPOIIOBATH
KiTbKiCTBb JIEMKOLXTIB 3 METOI0 BUSIBJIEHHS MOXKJIMBOI JIEMKOTEHi1. Bifbll 4acTO TPOBOOUTH
MOHITOPHHT PEKOMEHI0BAHO Ha ITOYATKY JIiKyBaHHS a0o0 y pa3i mopyuieHHs QyHKIII HUPOK,
HAsIBHOCTI CYNIYTHIX KOJIareHOBUX 3aXBOPIOBaHb (HAIIPUKIIaZl Y4ePBOHOT'0 BOBYaKa abo cKjepomepmii)
ab0 oHOYaCHOTO 3aCTOCYBaHHS iHIIMX JTIKAPCHKUX 3aC00iB, 10 MOXKYTh CIIPUYMHUTH 3MiHHU B
KapTHHI KPOBI.

Pacosi g8ioMiHHOCMI

[uribiTopu ATI® 3 GinbII BUCOKOIO YaCTOTOI0 CIIPUYUHSIOTh aHTIOHEeBPOTUYHUM HAOPSIK Yy MAIliEHTIB
HETPOIHOI pacH, HiX y IPefCcTaBHUKIB iHIIKX pac. fK i inmi inribitopu AII®, paMinpun Moxe OyTH
MeHII e(DeKTUBHUM [J151 3MEHIIIEHHS apTepialbHOr0 TUCKY Y MAalli€HTiB HETPOINHOI pacH, HiX y
IIPEeICTAaBHUKIB iHIIMX pac, MOXKJIUBO, 3aBAAKY Oi/IbII MOIIUPEHOMY CEPEN] TAaKUX IAlliEeHTiB 3
apTepiasbHOIO TIIEePTEH3I€0 CTaHy, 110 XapaKTepPU3yeThbCI HU3bKUM PIBHEM DEHIHY.

Kawenv

[Tpu 3acTocyBaHHi iHTi6iTOPiB ATI® MOBiZOMIIAI0CS PO BUHUKHEHHS KaAIllUTIO. Y TUIIOBUX BUMIafKaXx
BiH OyB OXapakTepu30BaHUM SIK HEMPOOYKTUBHUM, CTIMKUY i TaKuii, 110 3HUKAE IiC/IST TPUIMHEHHS
nikyBaHHs. [1ig yac mudepeHUifHOI AiarHOCTUKY KalLlIio HeoOxigHo OpaTu [0 yBary, 1o Kauesnb
Moxke OyTH CIIpUUMHEHUH JTiKyBaHHSM iHribiTopaMu AIID.

Awmroguiin

Besnexy Ta eeKTUBHICTh 3aCTOCYBaHHSI aMJIOSUIIIHY IIPU TiIePTeH3UBHOMY KpPU3i He BCTAHOBJIEHO.

IMauieHmu 3 cepueso Hedocmamuicmio.

[TamieHTiB i3 cepIieBOI0 HEOOCTATHICTIO CJIif TiKyBaTHA 00epekHO. Y JOBTOCTPOKOBOMY, 3 KOHTPOJIEM
nnane6o, JOCTiIXKeHHi y MaIlieHTiB i3 cepito3HO0I0 CepIieBoi0 HegocTaTHiCcTO (kimac II11 IV 3rigwo 3
knacuoikaniero Heo-MopKchKoi Kapionorivsoi acomiaii) IoBifoMIIAIOCh IPo GiTbII BECOKY 9aCTOTY
HaOPSKY JIereHb y TPyIi aMIOguUIIiHy, HiX y rpymi nnane6o. [TaiieHTaM i3 3aCTiiiHOIO CeplieBoio
HEeJOCTaTHICTIO 67I0KATOPH KaJIbI[iEBOTO KaHally, 30KpeMa aMJIOfUIIiH, CJIiff Ipu3HaydaTy 3
00€epexkKHiCTI0, OCKIJIbKY BOHM MOXKYTb MigBUIIYBaTH PU3UK CEPIEBO-CYANHHUX SBUIL i CMEPTHOCTI y
Man#OyTHLOMY.

ITauieHmu 3 nopyweHHAM PYHKUII neviHKu

[TauieHTH 3 IOPYILIEHHSAM (QYHKIIII TeYiHKu
Patients with impaired liver function

He ynanoch 3arpy3uTs Bce pe3yIbTaThl.
[ToBTOPUTH

HOBTOpHaﬂ IIOIIBITKA...



[ToBTOpHAS MOMBITKA...

He ynanoch 3arpy3uTs Bce pe3yIbTaThL.
[ToBTOPUTH

[ToBTOpPHAS MOMIBITKA...

[ToBTOpHAS MOMBITKA...

Y matieHTiB i3 MOpyIeHHAMYU (QYHKIII IeYiHKY Nepiof HaliBBUBEeIEeHHS aMJIOLUIIIHY IIOJOBXKY€ETHCS, a
3HadeHHs AUC Buiii, mporte

In patients with hepatic impairment, the half-life of amlodipine is prolonged and the AUC is higher;

Y nani€eHTiB 3 IeYiHKOBOK HENOCTATHICTIO, IIepiof HaliBpo3naay aMIOOUIIHY TOOOBXYETHCA i
3HaueHHs AUC Bule;

In patients with hepatic insufficiency, the half-life of amlodipine is prolonged and the AUC is higher;
He ynanoch 3arpy3uTh BCe Pe3yJIbTaTHL.

[ToBTOPUTH

[ToBTOpPHAS MOMKITKA...

[ToBTOpPHAS MOMIBITKA...

PEeKOMeH[alli# 10q0 KOPEKIIii ;031 He Hala€ThCsI. peKOMEeHIallil 11010 KOPeKIIil 103U He 0yI10
3po0bJIeHo.

no dose adjustment recommendations were made.
PekomeHparii mo Kopekirii mo3u O6ymu 3pobiieHi.
Dose adjustment recommendations have been made.
He ymanoch 3arpy3uTh BCe PE3YIIbTATHL.

[ToBTOPUTH

[ToBTOpPHAS MOMIKITKA...

[ToBTOpPHAS MOMEITKA...

[TpuiioM aMJIOTUITIHY CJTifl MPOBOOUTH 3 00€PeKHICTIO MIPU J03aX Biff HUKHBOI MeXi miama3oHy
MO3yBaHHS K Ha IIOYATKY JIIKYBaHHS, TakK i mpu 30inbiieHHi mo3u. ToMy IpUioOM aMJIOOUIIIHY CIIif
IIPOBOAUTH 3 00epeXkKHiCTIO, TPU N03aX Bifl HUKHBOI MeXi fiama30Hy AO3yBaHHS K Ha ITOYaTKY
JiKyBaHHS, TakK i npu 30ibIIeHH] 103M.

Therefore, amlodipine should be used with caution at doses from the lower limit of the dosage range
both at the beginning of treatment and with increasing dose.

TakuM 4MHOM, aMJIOUIIIH CJIifi TOYKXHATH 3 00epeXkKHiCTI0, TPX 403aX Bifi HUKHbBOI MeXi fiana3oHy
[Oo3yBaHH{, K Ha [I0YATKY JIiKyBaHHS i IpU 30iNbIIeHH] [03U.



Thus, amlodipine should be started with caution, at doses below the dosing range, both at the
beginning of treatment and with increasing dose.

He ynanoch 3arpy3uTs Bce pe3yIbTaThL.
[ToBTOPUTH

[ToBTOpPHAS MOMKITKA...

[ToBTOpPHAS MOMIBITKA...

[MamienTaM i3 nopymenHsaMu QyHKIil nedinku Moxke OyTH oTpibHe MOBiNbHEe 30iNbIIEHHS 03U Ta
peTenbHUN KOHTPOJIb.

Y nanieHTiB i3 mopymeHHIMy QYHKIII TeYiHKY MoxKe 3Haf0OUTHCS MOBibHE 30iIbIIeHHS 03K Ta
peTenbHUN KOHTPOJIb.

Patients with hepatic impairment may require slow dose escalation and close monitoring.

Y XBOpUX 3 IE€YiHKOBOI HE[OCTATHICTIO, IIOBIJIbHE NiABUIIEHHS NO3U 1 peTeIbHUM MOHITOPUHT MOXe
BUSIBUTHUCS HEOOXiTHUM.

In patients with hepatic insufficiency, slow dose escalation and close monitoring may be necessary.
He ynanoch 3arpy3uTh BCe PE3YJIbTaTHL.

[ToBTOPUTH

[ToBTOpHAS MOMBITKA. ..

[ToBTOpPHAS MOMBITKA...

3acmocy8aHHA NAUIEHMAM AiMHbLO20 BIKY.

[MTamieHTaM JiTHBOTO BiKYy [03Y CIlif HifBUIIyBaTH 00€PEeKHO.

3acmocyBaHHA npu HUPKOBIl He00CMAamMHOCMA.

AMIIOOuIiH MOXHa 3aCTOCOBYBATH TaKUM ITalliEHTaM y 3BUYalHUX J03aX. 3MiHM KOHIIEHTpaIllil
aMJIOUIIIHY y IJ1a3Mi KPOBi He IOB’g3aHi 3i CTyIeHeM HUPKOBOI HEOCTATHOCTi. AMJIOJUIIIH He
MiggaeThCs Aiamiay.

Kaniti y cuposamu,i kposi

[uribitopu AII® MOXYTb CIPUYUHATHU TiepKaieMiio, OCKiTbKY BOHU NPUTHIYYIOTh BUBITbHEHHS
anbaocTepoHy. EdekT, K MpaBuio, He3HaYHUU Y MAIiEHTIB i3 HOpMasbHOIO (PyHKIIi€l0 HUPOK. OgHaK
y TaIliEHTIiB 3 MOPYyIIeHHIMU (QYHKIIII HUPOK Ta/abo y MallieHTiB, SKi mpuiiMaTh J00aBKU KaJliio
(BKITIOYAIOUM 3aMiHHUKH COJi), Kamili3dbepiraioydi fiypeTuku, TpUMeTOIpruM abo KO-TPHMOKCa301J1,
TaK0XK BilOMUI SIK TPUMETOIIPHUM/CynbhaMeToKCca30J, i 0coO6IMBO aHTAaTrOHICTH albAOCTEPOHY abo
6710KaTOpU PELeNTOPiB aHTi0TEH3UHY, TinepKanieMis Moxke po3BuHyTUCS. Kaniita6epiraroui
NiypeTHKHY Ta afpeH00I0KaTOPU PELeNTOPiB aHTi0TEH3UHY CJIifl 3aCTOCOBYBATH 3 00EPEKHICTIO
nalieHTaM, gKi oTpuMyioTh iHribiTopu AII®, a piBeHb Kasiio Ta PyHKIII HUPOK ¥ CUPOBATIIi KPOBi
TAKHWX MAIiEHTIB CJIil KOHTPOJIIOBATH.



CneuiaivHi nonepedceHHA u,000 00NOMIHCHUX PeHYOBUH

CrenianbHi monepeaXeHHS OO0 JOMOMIKHUX PEUYOBUH
Special warnings for excipients

CrnerrianbHi monepeaxeHHs PO HAIIOBHIOBAYi
Special filler warnings

He ymamoch 3arpy3uTh BCe pe3ynabTaThl.
[ToBTOPUTH

[ToBTOpHAS MOMBITKA...

[ToBTOpPHAS MOMIKITKA...

He ymanmoch 3arpy3uTs BCe pe3ybTaThl.
[ToBTOPUTH

[ToBTOpHAS MOMEITKA...

[ToBTOpHAS MOMBITKA...

Lle#t mikapcbkuy 3acib MicTuTh MeHIe 1 MMosb HaTpito (23 Mr) Ha Kancysy, To0To, o CyTi, He
MICTUTh HaTpito.

Lleit mpenapaT MiCTUTh MeHIle 1 MMOIb HaTpifo (23 Mr) Ha Kalcyny, To0To, 110 CyTi, He MiCTUTh
HaTpilo.

Thisdrug contains than 1 of (23 mg) capsule, , essentiallyfree of .

LIi MKy MicTSITh MeHIN HiX 1 MMOJIb HaTpio (23 MT) Ha Karcymy, To0To cKa3aTH, 10 CyTi, «6e3
HaTpi».

Thesedrugs contain than 1 of (23 mg) capsule, say, "sodium-free".
He ynanoch 3arpy3uTh BCe Pe3yJIbTaTHL.

[ToBTOPUTH

[ToBTOpPHAS MOMEITKA...

[ToBTOpHAS MOMBITKA...

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaeimHicme.

Paminpui.



Paminpun npoTunoka3aHuii mif yac BariTHOCTI. [HTi6iTopu ATI® MOXYTh CIIPUYMHUTH 3aXBOPIOBAHICTh
Ta CMEPTH I10fla a0 HOBOHAPOIKEHOTO IIPH 3aCTOCYBaHHI BariTHUMMU XKiHKaMHU.

3acTtocyBanH4 iHTi6iTOpiB ATI® npoTtsarom II Ta III TpuMecTpy BariTHOCTI IOB’g3aHe 3 (peTalbHUMU Ta
HeOHaTaJIbHUMU YpaXKeHHSIMY, BKII0Yal0uy apTepianabHy TiIOTEeH3i10, Tiloma3iio yepemna y
HOBOHAPO/KEHUX, aHypPit0, 000pOTHY a60 HE3BOPOTHY HUPKOBY HEIOCTATHICTh Ta JIeTaIbHi BUMTA[IKY.
TakoK MOBiAOMIISIOCS IIPO OJIrOrifipaMHiOH, iMOBIPHO, Yepe3 MOpYyIIeHH QPYHKIIl HUPOK Y IIJI01a;
OJIirOTifipaMHiOH y i CUTYallii II0B’I3aHUM 3 KOHTPAKTypaMH KiHI[IBOK I1JIOfla, YePEITHO-THIIHOBOIO
nedopMalli€lo Ta TiloIIaCTUYHUM PO3BUTKOM JIereHiB. TaK0oxK MOBiOMIISIIIOCS PO BUIATKU
HEIOHOIIIEHOCTI, 3aTPUMKH BHYTPIIIHLOYTPOOHOT0 PO3BUTKY Ta BITKPUTOI apTepialbHOI MPOTOKH, X04a
HEe3PO3yMiJlo, Y CIpUYMHEH] BOHU BIIUBOM iHTi6iTOpiB ATI®. KpiM Toro, BUKOpUCTaHHS iHTiGiTOPIB
ATI® npotsarom I TpuMecTpy BariTHOCTI [IOB'A3aHe 3 IIOTEHI[INHO IiABUIEHUM PU3UKOM BPOIXKEHUX Baf
PO3BUTKY.

Y pagzi nigTBepaXKeHHS BariTHOCTI CITif SKOMOTa IIBUIIE MPUITUHUTY 3aCTOCYyBaHHS iHTibiTOpiB ATID
Ta 3a0e3MeYnuTH PeryasapHui MOHITOPUHT PO3BUTKY Iiofda. 2KiHKaMm, sIKi IIJIaHyIOTh BariTHICTh, He
ciip 3actocoByBatu iHribiTopu AII® (BKmioyatouu paminpun). 2KiHOK [iTOPOOHOTO BiKy CIif
iHhopMyBaTH PO MOTEHUIVHUN PU3UK, a iHTi0iTopu ATI® (BKIII0Yar0ouu paMilpui) Cllifg Ipu3HadaTa
JIULIIe MiC/s PETEeIbHOTO KOHCY/IbTYBAaHHSA Ta BpaXyBaHHS IHAUBINyaTbHUX PU3UKIB Ta KOPUCTI.

[IpenapaT MPOTUIIOKAa3aHO 3aCTOCOBYBATH BariTHUM ab0 XKiHKaM, SKi IIJTaHYIOTh 3aBariTHITH. AKIIO
BariTHICTh BCTAHOBJIEHA IIifl YaC Tepalil, IpuiioM IpenapaTy CJIifi HeTalHO IPUIUHUTH i, K0
HeoOXiTHO, 3aMiHUTH iHIIMMHU JTiIKAPCHKUM 3ac000M, JO3BOJIEHUM [I0 3aCTOCYBaHHS BariTHUM (IUB.
po3min «[IpoTunokasaHHI»).

I'ooysaHHs 2pyddro. Y pasi HeoOXimHOCTI TiKyBaHHS CIIif IPUIUHUTY TONYBAHHS TPYIOIO.
®epmusavHicme. IToBigomsisiocst mpo 000poTHi GioxiMiuHi 3MiHK I'OJIOBKY CIIEpMaTO30i1a Y OesSKUX

TAlliEHTiB IIPY 3aCTOCYBaHHiI 6JI0KATOPiB Ka/bllieBUX KaHautiB. KiiHiuHol iHdopMmarril momo
MOTEHIIINHOTO BIUIMBY aMJIOAUIIIHY Ha (ePTUIbHICTh HEJOCTATHLO.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.

CyMinap Moxke MaTé He3HAUYHUHM a00 MOMipHUY BIIJIMB Ha 3[ATHICTh KEPYBAaTH aBTOTPAHCIOPTHUMU
3acofamMu Ta IpaIoBaTH 3 iHIMUMK MexaHi3MaMH. [leski HeOaxaHi epekTy (HampuKIag CUMITOMU
3HUKEHHS KPOB'SHOTO TUCKY, TaKi K 3allaMOpPOYeHHS, TOJIOBHUM 0ifib, BToMa ab0 HygoTa) MOXKYTh
HeraTUBHO BIUIMBATU Ha 3[ATHICTh Malli€HTa OO 30CepenKeHHS yBaru Ta Ha IIBUAKICTh peakiiil, i
0TXe, CTAHOBUTH PU3HUK Y CUTYAIlisAX, KOIH I 3TATHICTh 0COOIMBO BaXK/IMBa (IIPU KepyBaHHi
aBTOTPAHCIOPTHUMU 3acobaMu Ta pobOTi 3 iHIIMMYU MexaHi3MaMu).

Lle moxe BimOyBaTHCh, 30KPEMA, Ha MMOYATKY JTiKyBaHHS ab0 MpU Iepexofi 3 iHIuX mpenaparis.

PekoMeHoBaHa 06epeXKHICTh, 0COOIMBO Ha IOYATKY JIIKYBAHHS Ta IIPHU 3MiHi JO3yBaHHS.

Cnoci6 3acmocyeaHHs1 ma do3u.

031



PekxoMeHnnoBaHa 0o0OoBa 103a CTAHOBUTH OOHY KaIICYyIIy.

CywMinap crnig npuiiMaTé OOUH pa3 Ha JieHb, B OOUH i TO# XkKe Jac mobu, 3 ixketo abo 0e3 ixki. Kancynu
He CJIifl po3:K0ByBaTH ab0 moapiOHIOBATH.

dikcoBaHa KoMOiHallig He MPUUHSTHA I II0YAaTKOBOI Tepalrii.

[Tpu HeOOXiMHOCTI KOPUTYBaHHS 03U MOXKHa 3MiHUTH 03y CyMinapy abo po3riIsiHyTH MOXKJIUBICTh
IHOVBIAyaIbHOTO TUTPYBAHHS KOMIIOHEHTIB IIpenapary. Kancynu ciifg 3aiuBaTé JOCTaTHLOI
KITBKIiCTIO pigvHY (HalpuKiIaf MUTHOI BOMOIO0).

[larieHTy, U0 TPUKMMAIOTh OiyPETUKH

Cnipm goTpuMyBaTHCh 00€PEXKHOCTI MallieHTaM, 110 IPUINMa0Th JiypeTHKH, 3 OTJISIAY Ha MOXKJIMBICTh
3HEBOOHEHHS Ta/a00 BUMMUBAHHS COJeN. Y HUX CJIifl KOHTPOJIIOBATH HUPKOBY (PYHKIIiIO i piBeHb Kaliio
B CUPOBATLi KPOBI.

MakcuMasnbHa 0o0oBa m03a - ofHa Karcyina 10 mr/10 mr.
Hupkoea HedocmamHicmb

s Toro, 106 BCTAHOBUTH ONTUMAaJIbHY II0YATKOBY Ta IiATPUMYIOYY J03Y AJIS MallieHTiB i3
NOpyIIeHHAMH (YHKIIiI HUPOK, HO3Y CIIifl KOPUTYBaTH iHOUBIAyalbHO, 3aCTOCOBYIOUN OKpPeEMeE
TUTPYBaHHS NO3U PaMilpuly Ta aMJIOOUMiHY (AJIs OTPUMaHHS OOOAaTKOBOI iHpopMalii AuB. iHCTPYKIIil
71T MEAUYHOTO 3aCTOCYBAHHS JTiKapChKUX 3ac00iB, 1110 MiCTATh OKpeMi Aifo4ui peuyoBUHHM).

[71g nauieHTiB i3 MOPyLIIeHHSIMU (QYHKII1 HUIPOK K00O0BY [03y paMinpuiy HeoOXigHO BU3HAYaTU
3aJIeXHO Bif KJIipeHCY KpeaTuHIHY:

- SIKIIIO KJTipEHC KPeaTHHiHy CTAHOBUTDH = 60 MJI/XB, IIOYATKOBY 03y KOPUT'YBATH He MOTPIOHO;
MakcuMaJsbHa fo6oBa no3a - 10 mr;

- SIKII0 KJTipeHC KpeaTHuHiHy < 60 MJ/XB Ta y pa3i HasgBHOCTI y MallieHTa, sSKuii mepebyBa€ Ha
mianisi, rimepToHiyHOI XBOpoOU 3acToCcyBaHHS CyMinapy peKOMEHOYEThCS JIUIIE TOHi, KOJIU AJIs
nallieHTa BCTAaHOBJIEHA ONTHMalibHa [03a PaMilpuiIy CTaHOBUTHL 5 Mr. MakcuMasibHa fo60oBa f103a
paminpuiny ctaHoBUTh 5 MT. [lallieHTaM, siKi mepebyBaloTh Ha TeMofiiaisi, TikapcbKui 3acib ciin
BBOJUTY Yepe3 KiJlbKa FOOUH IIiC/Id reMofiaisy.

Kopekuist ;o3u aMIoouminy He IoTpiOHA MallieHTaM i3 MOpyIeHHIMU QYHKINI HUPOK. AMJIOOUIIIH He
IifAfaeThCA Aiali3y, TOMy HOT0 CIIiff 32aCTOCOBYBAaTH 3 0CO0/IMBOI0 00epeXKHICTIO MallieHTaM, SKi
nepeOyBaloTh Ha Hiamisi.

[Tig gyac Tepamnil CyMinapoM ciif criocTepiraTé 3a HUPKOBOIO (QYHKITIE€I0 Ta PiBHAMU KaJlilo B
cHpoBaTli. Y pa3i noripimeHHs HUPKOBOI (PYHKII1 3acToCcyBaHHS CyMinapy Clif NpUNUHUTH i
3aMiHUTH OKPEMUMH KOMIIOHEHTaMU IIpenapary (Oilo4YuMy pedOBHHAMU), 1032 SKUX HaJIeKHUM
YMHOM BiTKOPHUTOBaHa.

ITeuiHkosa HedocmamHicmb

Y maHiit ¢popmi pemnapaT He 3aCTOCOBYIOTH IMAlliEHTaM 3 MOPYIIEHHSAM QYHKIII TeYiHKH.



JIimHi nauieHmu
JliTHiM nanieHTaM peKOMeHOoBaHa HalHMXK4Ya [104YaTKOBA [03a, IiABUIIyBaTH H03Y CHifl 06epekHO.

[To4aTKOBY 103y paMilpuiy IOoTpiOHO 3MEHIINTH, a ITofaibllle TUTPYBAHHS IIOBUHHO OyTH OiNbIil
IIOCTYIIOBUM, OCKiJIbKM BUHUKHEHHS 00iYHNX e(PEeKTiB € OiNbII IMOBIpHUM.

[ToyaTKoBa [[03a paMinpuly MOBMHHA OyTH HUKYOI0, & [Tofasibllle TUTPYBaHHS OiIbII IIOCTYTIOBUM,
OCKiJIbKY OifbI iMOBipHi OGiYHI e(peKTH.

The initial dose of ramipril should be lower and subsequent titration more gradual, as side effects
are more likely.

[ToyaTKOBa [i03a paMinpuiIy nNoBUHHA OyTH HUXKYe, i TOfaibllle TUTPYBaHHS OisbIIl MOCTYTIOBUM, TaK
gK 1100iuHi edekTH HacTiIe.

The initial dose of ramipril should be lower, and subsequent titration more gradual, as side effects
are more common.

He ynanocs 3arpy3uTs Bce pe3yIbTaThL.
[ToBTOPUTH

IToBTOpPHAS MOMIBITKA...

[ToBTOpHAs MOMBITKA...

He pekomeHayeThCst 3acTocoByBaTH CyMinap myxe ctapuM (crapire 80 pokiB) Ta cmabkum
malieHTaM.

He pekoMeHOyeTbCS 3aCTOCOBYBATH PaMesbco AyKe CTapuM Ta ClIabKuM MallieHTaM.
Ramelso is not recommended for very old and weak patients.

Bukopucranasa Ramelso B oyzxke cTapux i ocabneHUX MallieHTiB He PEKOMEHAYEThHCS.
The use of Ramelso in very old and debilitated patients is not recommended.

He ymanocs 3arpy3uts Bce pe3yIbTaThI.

[ToBTOPUTH

[ToBTOpHAS MOMBITKA. ..

[ToBTOpHAS MOMBITKA. ..

Himu.

Cywminap npoTunokKa3aHo 3aCTOCOBYBATH HAiTAM (BiKOM 1o 18 pokiB) y 3B’s13Ky 3 BiICYTHICTIO JaHUX
npo 0e3mneky Ta e(peKTUBHICTh.

Ilepedo3yeanHsi.



0II0 pPaMiOpun

CumMmmTomMu, IIOB’s13aHi 3 mepefio3yBaHHAM iHTi0iTopiB ATI®, MOXKYTh BKITIOYATH HagMipHE
PO3LIKPEHHS epudepUIHNX CyOuH (i3 BUpaxkeHOI0 apTepialbHOIO TiOTEeH3IE, IIIOKOM),
OpapuKapmio, eTeKTPOIiTHUYN arcbaraHC Ta HUPKOBY HEIOCTATHICTh. 3a MallieHTOM MOTPiOHO
BCTAHOBUTH PeTebHUM HarsA. JIiKyBaHHSA TOBUHHO OYTH CUMITOMaTUYHUM i MiATPUMYIOUUM.
[TigTpuMyI0Ui 3aX0K BK/IIOYAOTh IEPBUHHY NETOKCUKAIII0 (IPOMUBaHHS IIUTYHKA, IIPUKAOM
abcopOeHTiB) i 3ax0au 3 BiHOBIIEHHS reMOAMHAMI4YHOI CTabiTbHOCTI, 30KpeMa 3aCTOCYyBaHHS
aroHicTiB agpeHopelenTopiB anbda-1 abo anrioren3uny Il (aHrioreH3nHamin). Paminpunar,
aKTUBHUYN MeTabOoJIiT paMinpuy, He3HaYHOI0 MipOI0 BUAAISETHCS i3 3arajlbHOTO KPOBOOOITy HIISIXOM
reMofianisy.

00 aMJIOOUIIiH

,]:[OCBiJI HaBMUCHOT'O IIepeao3yBaHHA IIPEIlapaToOM JIIOOUHN 00MexXeHUH.

ITobiuni peakuii.

0II0 paMinpum

Hai6inbm yactTumu nobivuuMu epektamu mif gac JMiKyBaHHS paMilpUIIOM € TimepKatieMis,
roJIOBHUY 0iNlb, 3allaMOPOYEHHS, TIMOTeH3isI, OPTOCTAaTUYHA TilTOTEH3isI, HeIIPUTOMHICTh, Kalllellb
(HeIPOOYKTHBHUM Kallleslb), OPOHXIT, CHHYCUT, 3aJUIlIKa, 3allajJieHHs IIJTyHKOBO-KUIIIKOBOTO TPAKTY,
HeTpaBJIeHHS IUIyHKa, Oi/1b y XKUBOTI, JUCIIeNCis, fiapes, HyooTa, OII0BaHHS, IIKipHUH BUCHII,
30KpeMa MakKyJIomanyab03HUH, M I30Bi CyoMH, Mianris, Oilb y rpyasx, cToMieHicTs. Cepiio3Hi
no6iuHi eeKTH BKTIOUAIOTh TilepKasieMio, HeHTPOIeHilo/arpanyaouuTo3, TaHIUTOIEHit0,
TeMOJIITUYHY aHeMilo, iHpapKT MioKap/a, aHTi0HEBPOTUYHUM HaOPSK, BACKYJIT, OPOHXOCIa3M,
TOCTPUY NMAHKPEATUT, IIEYiHKOBY HEJOCTATHICTh, TOCTPY HUPKOBY HEAOCTATHICTh, T€IIaTHUT,
ekcoiaTUBHUM OepMaTUT, TOKCUYHUY ellilepMabHUY HEKPOJIi3, cuHapoM CTiBeHca - [IKOHCOHa i
MYTIbTU(QOPMHY €PUTEMY .

[Mlomo aMoguIiny

Haii6inbi yacTuMu mobivHUME eeKTaMu IIif 9ac JIiKyBaHHS aMJIONUIIIHOM € COHIUBICTD,
3araMOpOY€eHHS, TOJIOBHUY Oiflb, MpUCKOPEeHe CepleOuTTs, IPUILINBY, OiNb y XKUBOTI, HY[OTA,
HaOPSAKU y OiNSHIN MKAKOJIOTOK, HabpsaKy i cToMIeHicTh. Ceplio3Hi Mo6iuHi eeKTH BKITIOYAIOTh
NedKoIeHio, TpoMOOIUTOIEHi0, iHbapKT MioKapaa, ¢Gibpumnsiiio nepencepab, MITyHOYKOBY
Taxikapfiloo, BaCKYJIiT, TOCTPUil TaHKPEATUT, TeTlaTUT, aHTi0HEBPOTUYHUM HAaOPSAK, MYIbTUGOPMHY
epuTteMy, eKcGoniaTUBHUY gepMaTuT i cuHApoM CriBeHca - [J2KOHCOHA.

YacTtoTa BUHUKHEHHS HebaXKaHUX peaklliii o3Havanacs 3a JOIIOMOT0I0 TaKOl YMOBHOI IITKaJIN:

nyxke 4dacTi (= 1/10); gacTi (= 1/100 Ta < 1/10); HewacTi (= 1/1000 ta < 1/100); mooguHOKi
(= 1/10000 Ta < 1/1000); pigkicHi (< 1/10000), wacToTa HeBimoMa (He Moxke OyTH OlliHeHA Ha OCHOBI
HAsIBHUX JaHUX).

[Tig yac miKyBaHHS OKPEMO PaMilIpuIOM Ta aMJIOOUITIHOM ITOBiIOMIISIIOCH ITPO TaKi HeOaxkaHi peakiiii:

[Knac cuctem opranmis [Jacrtora [Paminpun [AMnomunin |




3 00Ky KpOBi Ta HeuacTi Eo3unodinis
miMmbaTryHOI cucTeMU [[ToomuHOKI [3MeEHIIEHHS KiTbKOCTI
TTeHKOITUTIB (30KpeMa
HeUTPONeHis abo
ArpaHyJIOLXTO3),
3MEHIIIeHHS KiJTbKOCTi
E€PUTPOIINTIB, 3HUKEHHS
piBHS reMoriobiny,
KiJTbKOCTi TPOMOOITUTIB
PigkicHi JIeIKOIIUTOIIEHis,
TPOMOOITUTOIIeHis
YacToTa HepocTaTHICTh KiCTKOBOTO
HeBigoMa MO3KY, TaHLIUTOIEHI,
TeMOJIiTUYHA aHeMisd
3 00Ky iMyHHOI PinkicHi Antepriuni peakirii
CHCTEMH JacToTa AHadinmakTuyHi a0
HeBigoMa aHadimaKTOIMHI peakiiil,
3POCTaHHSA PiBHSA
QHTUHYKJI€apPHUX aHTHUTIN
3 60Ky eHmOKpuHHOI  [HacToTa CHHIpPOM HeafgeKBaTHOI
CUCTEeMU HeBigoMa CeKpelil aHTUAIYPETUYHOT O

ropmony (CHCAT)

3 00Ky 00MiHYy PEUYOBUH
Ta Xap4yyBaHHS

YacTi

[TigBuUIlleHHS PiBHSA Kalliio B
KPOBI

Heuacri AHODEKCisl, 3HUKEHUN
AneTuT
PinkicHi [ineprioikeMis
acToTa SHUKEHHS PiBHS HATPilO B
HeBigoMa KPOBI
3 OOKy IICUXIKU Heuacri [IpurHiyeHu HaCTPiy, be3CoHHS, 3MIHU HaCTPOIO
TPUBOXKHICTD, (30KpeMa TPUBOXKHICTH),
3HEPBOBAHICTh, HECIIOKiM, |memnpecis
[IOPYLIEHHS CHY, 30KpeMa
Ge3COHHS i COHTIUBICTH
[TooguHOKi |CrnnyTaHuii cTas CrTyTaHiCTh CBiJOMOCTI
HacToTa [lopylleHHS yBaru
HeBimoMa
3 60Ky HEpPBOBOI Yacri [otoBHUM OiNb, be3COoHHS, 3allaMOPOYEHHS,
cucTeMu 3aITaMOpPOYEHHS COJIOBHUH 0inb (0cOOIUBO HA
[IOYaTKY JIIKyBaHHS)
Heuacri BepTturo, mapecresis, [TpeMop, gucressis,
QreB3is, mucren3ia HEIIPUTOMHICTD, TimoecTesis,
rmapecresis
[ToomuHOKI [Tpemop, nopylieHHs
piBHOBaru
PigkicHi [inmepToHis, nepudepiitHa
HEBPOIIATis
actoTa [lepeOparnbHa imemis, ExcTpanipaMiganpHi
HeBigoMa 30KpeMa ileMiYHUY IHCYIIBT [TOPYyLIeHHS

i TPDAaH3UTOPHA illeMidyHa
aTaka, IOPYIIEHHS
[ICUXOMOTOPHUX HABUUOK,
BifUyTTS IEYiHHS, TapOCMis




3 00Ky oprauiB 30py  [HacTi 30pOBi IOPYILIEHHS, 30KpeMa
MU0
Heuacri 30pOBi IOPYLLIEHHS, 30KpeMa
HEeYiTKUU 3ip
[ToopuHOKI |KOH'IOHKTHBIT
3 00Ky opraHiB cnyxy |Heuacri [[3BiH y Byxax
Ta PiBHOBaru [TooguHoki [[loripiieHHs CIyXy, A3BIH ¥
ByXax
3 60Ky cepIieBo- JacTi ApTepianbHa TilOTeH3isd, [TanbmiTallil, TPUMINBY
CYIUHHOI CUCTEMHU SHUXKEHUH OPTOCTaTUYHUUN
KPOB'STHUM THCK, CHHKOIIE
HeuacTi [lemia Miokapaa, 30KkpeMa |ApTepiasibHa rilloTeH3sis,
cTeHOKappis abo iHpapkT  [|apuTMmisi, 30KpemMa
MioKapza, Taxikapmis, Opagukappis, LUTYHOYKOBa
QpUTMisl, anbIiTallil, raxikappis ta ¢ibpumnsanis
nepudepiiuuil HabpPSK, [epencepnb
IPUTIINBU
[ToomguHOoKi |CTeHO3 CyovH, HeHOCTaTHS
nepdy3is, BaCKyJIiT
PigkicHi [HpapKT MioKapaa, BaCKyJIiT
HacToTa d®eHomMmeH PeiiHo
HeBioMa
3 60Ky [MXasbHOI Hacri HenponykTUBHUM Kalllesib i3 [3amuiuka
CUCTEeMU BiIUyTTSIM JIOCKOTY, OPOHXIT,
CUHYCUT, 3afUIlIKa
Heuacri bporxocnasM, 30KpemMa Kaiens, puHIT
3arOCTPEHHS aCTMHU,
3aKIaJeHu Hic
3 00Ky TpaBHOI JacTi 3ananieHHs LITYHKOBO- AGmoMiHanbHUM i,
CUCTEMU KUIITKOBOI'0 TPAKTy, PO3J/Iafy [Hy4oTa, OUCIIENCis,
TpaBlieHHs, abJoMiHaNbHUY [IOPYIIEHHS TePUCTAIbTUKA
NCKOMMOPT, OUCIIEICis, KUIIEYHUKY (30KpeMa
miapes, HygoTa, 671i0BaHHSA  |miapes Ta 3armop)
Heuacri [laHKpeaTuT b1t0BaHHS, CyXiCTh y POTL
(MoBimOMISIIOCH IIPO
[IOONMHOKI JIeTaJbHi
HaCJIiIKXA 3aCTOCYBaHHSA
inribiTopis AII®),
[TiIBUIIEHHS PiBHSA
(hepMeHTIB MigIUIYHKOBO1
32J7103M, aHTI0OHEBPOTUYHUM
HaOpSIK TOHKOTO
KUIIeYHUKY, Oi7Tb Y BEpXHil
JaCTHHI XKUBOTa, FaCTPHUT,
3a110P, CYXiCTh y POTi
[TooguHOKi |['mocut
PigxicHui [[aHKpeaTuT, TacTPUT,
rinmepnnasis siCeH
HacToTa AQTO3HUIN CTOMATUT

HeBigmoMa




[emato0imiapHi
po3nanu

HeuacTi

[TigBUIlEeHUY PiBEHDb
MMeYiHKOBUX (PEPMEHTIB
Ta/a00 KOH'I0r0OBAHOTO
GinipyOiny

[ToonuHOKI

XonecTaTuuHa XKOBTSIHUIIS,
TelaToeTIoapHi
ypaXKeHHS

PigkicHi

[emaTuT*, XKOBTAHULAY,
[iBUIIEHHS PiBHSA
Me4iHKOBUX (pepMeHTiB*

YacToTa
HeBigoMa

['ocTpa ne4iHkoBa
HeqOCTaTHICTD,
XOJIeCTATUYHUH abo
MUTOJIITUYHUN FelaTuT
(MOBiAOMISAIOCH TIPO
MMOOOUHOKI TeTalbHi
HaCJIiIKI)

3 0OKy LIKipH Ta il
IOXIMHUX

JacTi

Burcum, 30Kkpema
MaKyJIOanyIb03HUM

HeuacTi

AHTiIOHEBPOTUYHUM HAOPSIK;
y myXKe BUHSITKOBUX
BUIIQIKaX - 0OCTPYKIIist
OUXAIBHUX IUISIXiB
BHACJIIMOK
QHTIOHEBPOTUYHOTO
HaOPSKY, TIOBiOOMIISITIOCH
[IPO IIOOOMHOKI IeTalbHi
BUIIQOKM BHACIIIIOK
HEIIPOXiTHOCTI AuXalbHUX
[IISIXiB Yepes
AHTiIOHEBPOTHUYHMH HAOPSIK;
cBepOixk, rimeprigpo3

Ajionenis, nypuypa,
3HeOapBIeHHS IIKipH,
rimeprimpo3s, ceepoix,
BHCHII, EK3aHTEMA,
KPOIIMB'THKA

[ToomuHOKI

ExcdoniaTuBHUN IepMaTuT,
KPOINB IHKA, OHIXOJII3UC

PipkicHi

Peax1lis CBITIO49yTAMBOCTI

AHTiOHEBPOTUYHUY HAOPSK,
MyJIbTU(QOpPMHA EPUTEMA,
ekc(oIiaTUBHUYN OEePMaTHUT,
cuHapoM CriBeHca -
[I>x0oHCOHa, HaOpsK KBiHKe,
(bOTOUyTIUBICTD

YacToTa
HeBigmoMa

TOKCUYHUY emigepManbHUI
HeKpomni3, cuagpoM CTiBeHCa
- [I>KOHCOHA, MyJIbTA(POpPMHA
epuTeMa, Iyxupyarka,
3arOCTPEeHHA I1copia3sy,
rmcopiazonomioHu
nepMaTuT, neMmiroigHa abo
mixeHoigHa ek3aHTeMa abo
eHaHTeMa, aJIonelid

TOKCMYHMY elifjepMaTbHUA
HEKPOITi3

3 60Ky KiCTKOBO -
M’SI30BOl CUCTEMU

JacTi

M’s130Bi cria3Mu, Mianria

HabpsiKaHHS TOMIJIOK,
M’ SI30Bi cIIa3Mu

HeuacTi

ApTpairisa

ApTpasnris, Mianris, 6inb y

[OTEPEKy




3 00Ky HUPOK Ta HeuacTi

CeYOBUBIOHOI CUCTEMH

HupKoBa HEIOCTaTHICTE,
30KpeMa rocTpa HAPKOBa
HeIOOCTATHICTh, IIigBUINIeHHS
niypesy, moripueHHs
icHy104O0l TPOTEIHypii,
[TiIBUIIEHHS PiBHSA CE€YOBUHU
KPOBI, MiIBUILIEHHS PiBHA
KpeaTUHIHY KPOBI

[TopyleHHA
CE4YOBUIIYCKAHHS, HiuHe
HEeTpUMaHHS Ceyi,
MinBHIIEeHA YacToTa
CE4OBUITyCKaHHS

3 60Ky penponyktuBHOi|HeuacTi
CUCTEMH Ta MOJIOUHUX

TrMYacoBa epeKTuIbHa
iMIIOTEHIIisT, 3HUKEHHS

IMIIOTEeHIIisI, TiIHeKOMacCTis

3aJ103 mioino
JacTtoTa [iHeKOMacCTis HalOpsk
HeBimoMa
Po3nanu 3araneHoro  [Hacrti binb y rpymsx, BToMa BToMa, acTeHis
XapaKTepPy HeugacTi JInxoMaHKa Binb y rpyasx, 6inb,
M CKOMGOPT
[TooguHOKi |ACTeHis
TlocnminXeHHs HeuacTi 30inblIeHHs a00

3MEHIIIeHHS MacCH Tila

* HaliuacrTire pa3oM i3 X01ecTa3oMm.

Paminpun

YV xomi KniHIYHUX OOCHIIXEeHb 3

Ramipril

He ymanoch 3arpy3uTh BCe Pe3yIbTaTHL.

[ToBTOPUTH
[ToBTOpPHAS MOMKITKA...

[ToBTOpPHAS MOMIBITKA...

He ymamoch 3arpy3uTh BCE Pe3yIbTaTHL.

[ToBTOPUTH
[ToBTOpHAS MOMEITKA...

HOBTOpHaH IIOIIBITKA...

Y Ge3neku paMinpuiy y AiTel BikoM Big 2 o 16 poKiB BCTaHOBJIEHO, 110 IIPUPOAA Ta CTYIIiHb
TSI2KKOCTI MOOIYHUX SBUII MOMi0HI M0 TaKUX V MOPOCIUX, ajne Mo0iuHi sBUllla ¥ OiTel BUHUKAIOTh

YyaCTile:

Xo4a Ipupoaa Ta CTYMiHb TSIXKKOCTI MOGIYHUX SIBUIT MOTIOHI 10 TAKUX Y JOPOCIUX, MiTH

IepexkUBAIOTh 1X YacTile.

Although the nature and severity of side effects are similar to those in adults, children experience

them more often.




Xoda xapakTep i TAXKKIiCTh M00iYHMX e(PeKTiB CX0XKi Ha JOPOCUX, OiTH BiAUyBalOTh IX 3 MiBUIIEHOI0
YaCTOTOH0.

Although the nature and severity of side effects are similar to adults, children experience them with
increased frequency.

He ynanoch 3arpy3uTs Bce pe3yIbTaThL.
[ToBTOPUTH

[ToBTOpPHAS MOMKITKA...

[ToBTOpPHAS MOMIBITKA...

He ymamoch 3arpy3uTs BCe pe3ybTaThl.
[ToBTOPUTH

[ToBTOpHAS MOMEITKA...

[ToBTOPHAS MOMBITKA...

- TaxiKapfis, 3aKJIafeHiCTh HoCa Ta PAHIT MaloTh YaCTOTY BUHUKHEHHS «4acTi» Y eflaTpUYHuxX
MAIiEHTIB Ta «HEYaCTi» Y HOPOCTIUX;

Taxikappisi, 3aKafeHicTs Hoca Ta puHiT "nomupeHi" (TodTo Big =1 / 100 mo [Jil / 10) y negiatpuyHoi
monynsuii Ta "HevacTo" (To6to =1/ 1000 mo 1/100) y mopocmux.

Tachycardia, nasal congestion and rhinitis are "common" (ie =1 / 100 to [Jil / 10) in the pediatric
population and "uncommon" (ie =1/ 1000 to 1/100) in adults.

Taxikapii, 3aKnageHuH Hic i HEXKUTD «3aranbHi» (To6To =1 / 100 mo [l / 10) B memiaTpuuHilk
nomynsii i «He3pudanHu» (To6To =1 /1000 mo 1/100) y mopocnux.

Tachycardia, stuffy nose and runny nose are "common" (ie =1 / 100 to [Jl / 10) in the pediatric
population and "unusual" (ie =1 /1000 to 1/100) in adults.

He ynanocs 3arpy3uTs Bce pe3yIbTaThL.
[ToBTOPUTH

[ToBTOpPHAS MOMIKITKA...

IToBTOpPHAS MOMIBITKA...

He ynanoch 3arpy3uTs Bce pe3yIbTaTHL.
[ToBTOPUTH

[ToBTOpHAS MOMEITKA...

[ToBTOpHAS MOMBITKA...

- KOH IOHKTHBIT Ma€ 4aCTOTy BUHUKHEHHS «4aCTi» y eJlaTpUYHUX [Tali€HTIB Ta «II00LUHOKI» ¥
OOPOCNUX;



«Ilommpenuti» (To6To Big =1/ 100 mo [JIl / 10) KOH'IOHKTUBIT y IefiaTPUYHOI TOMyIALil Ta
«pigkicuu#» (To6To Bim =1 /10000 mo 1/1000) y mopocnux.

"Common" (ie =1 /100 to J0 / 10) conjunctivitis in the pediatric population and "rare" (ie =1 /
10,000 to 1/1000) in adults.

Kon'toHKTUBIT «3aranbHi» (To6To =1/ 100 mo [JM / 10) B memiaTpuyHii momymnsiii i «pigki» (To6To =1 /
10000 mo 1/1000) y mopocnux.

Conjunctivitis is "common" (ie =1 / 100 to [JI / 10) in the pediatric population and "rare" (ie =1 /
10,000 to 1/1000) in adults.

He ymamocs 3arpy3uTs Bce pe3ynbTaTh.
[ToBTOPUTH

[ToBTOpHAS MOMBITKA...

[ToBTOpPHAS HOMIKITKA...

He ynarnocs 3arpy3uTs Bce pe3yybTaTHL.
[ToBTOPUTH

[ToBTOpHAS MOMEITKA...

[ToBTOpHAS MOMEITKA...

TPEMOp Ta KPONIUB'THKa Mal0Th YaCTOTY BUHUKHEHHS «HedacTi» y MefliaTPpUYHUX Malli€HTiB Ta
«mmooguHOKi» y mopocnux.[Jll / 100) y nemiaTpuuHoi momynsmii Ta "pigko" (To6To Big =1 / 10000 mo
1/1000) y gopocnux.

Tremor and urticaria are "uncommon" (ie =1 /1000 to 1 / 100) in the pediatric population and "rare'
(ie =1/10,000 to 1/1000) in adults.

Tpemop i kponuB'sHKa «pigko» (To6to =1 /1000 mo [l / 100) B memiaTpuyHil momynsiii i
«pigkicaux» (To6TO0 =1/ 10000 mO 1/1000) ¥ mopocnux.

Tremor and urticaria are "rare" (ie =1 /1000 to 1 / 100) in the pediatric population and "rare" (ie =1
/10,000 to 1/1000) in adults.

He ymamnoch 3arpy3uTs Bce pe3ynbTaTh.
[ToBTOPUTH

[ToBTOpHAS MOMBITKA...

[ToBTOpPHAS MOMKITKA...

He ynarnocs 3arpy3uTs Bce pe3ybTaTHL.
[ToBTOPUTH

[ToBTOpHAS MOMEITKA...



HOBTOpHaH IIOIIBITKA...

3aranbHuUK3aranbEu I1podine 0e3neky paMinpuiy y nefiaTpU4HUX NallieHTiB CYyTTEBO He
BiIpi3HSAETHCA Bifl TAKOTO Y JOPOCIIUX.

Becrs npodins 6e3neku paMinpuny y nefiaTpUyHUX Nalli€HTiB CYTTEBO He BiPi3HSAETHCS Bifl TAKOTO ¥
[OPOCIIHX.

The overall safety profile of ramipril in pediatric patients is not significantly different from that in
adults.

Bech mpodins Oe3neku paMinpuiy B efiaTPUYHUX XBOPUX iCTOTHO He BiAPi3HAETHCS Bif TAKol y
HNOPOCTIHUX.

The overall safety profile of ramipril in pediatric patients does not differ significantly from that in
adults.

He ynanocs 3arpy3uTs Bce pe3yIbTaThL.
[ToBTOPUTH
[ToBTOpPHAS MOMKITKA...

IToBTOpPHAS MOMIBITKA...

Tepmin npudamHocmi. 3 POKW.

YmMmoBH 30epirannsi. 30epiratu npu Temnepartypi He Buille 30 2C. 36epiraty B opuriHanbHil
ynakoBli. 36epiraTy B HeJOCTYIIHOMY [JIs HiTel MicIii.

YnakoBka. [To 7 karcyn TBepaoux y 6micTepi, mo 4 OmicTepu y KapTOHHIN KOpPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupPOOHHK.

Jlek ®apmaueBTyHa KomnaHia g.0o./Lek Pharmaceuticals d.d.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCllsi IPOBaXKeHHS HOro His/IbHOCTI.

Beposmkosa 57, JIro6nsHa 1526, Cnoewisi/Verovskova 57, Ljubljana 1526, Slovenia.



