IHCTPYKIIA
AJI MeIMYHOI'0 3aCTOCYBAaHHA Npenapary

HOPBACK®
(NORVASC®)

Cknao:

diroua peuosuHa:

1 Tabnerka MicTuTh 6,944 Mr amnoaumniny Oecumiary, o eKBiBaJCHTHO 5 MT aMJIOJIUIIIHY;

1 Tabnerka mictuthb 13,889 Mr amnonuniny OecunaTy, mo ekBiBajieHTHO 10 MT aMIIOAUTIiHY;

O00NOMIdICHI peyoguHU. TIENTI0NI03a MIKPOKPUCTATIUHA, KaNbIIiio rigpodocdaT 6e3BOJHUI, HATPIFO KPOXMAIBITIKOJIST
(T A), Maruito creapar.

Jlikapceka ¢gopma. TabneTku.

OcHO8HI Qi3uKO-XIMIUHI 61ACMUBOCTI:

mabaiemku no 5 me:

- TabneTku Bix O170T0 10 Maike 0110ro Kobopy, y popmi cmaparny, 3 TpaBipyBaHHIM
«AML 5» Ta po3AiIbHOI0 PUCKOIO 3 OHOTO 0OKY 1 torotunom «Pfizer» - 3 iHmI0TO;
a0o

- TabJIeTKH BiJ O1JIOTO 10 Maibke 61710T0 KoIbopy, y hopMi cMaparay, 3 TpaBipyBaHHIM
«AML 5» Ta po3AiTEHOIO PUCKOIO 3 OAHOTO OOKY 1 6€3 MapKyBaHHS - 3 1HIIIOTO;
maobaemku no 10 me:

- TabneTku Bix O170T0 10 Maike 0110ro Kobopy, y popmi cmaparny, 3 TpaBipyBaHHIM
«AML-10» 3 ogHOrO 60KY 1 10orOTUTIOM «Pfizer» - 3 iHII0TO;

abo

- TabJIeTKH BiJ O1JI0TO 10 Maibke 6110r0 KoIbopy, y hopMi cMaparay, 3 TpaBipyBaHHIM
«AML-10» 3 ogHOTO OOKY 1 6€3 MapKyBaHHS - 3 1HIIOTO.

®apmakorepanesTuyHa rpyna. Kog ATX.
CenexTUBHI aHTarOHICTH KaJbI[iI0 3 epeBaXHUM BITUBOM Ha cynuHu. Kox ATX CO8C AO01.

Dapmakonoziuni e1acmueocmi.

Dapmakoounamixa.

AMJIOTUTIIH — aHTArOHICT KaJbLi0 (MOXiJHE AUTIAPOMIPUINHY), 0 OJIOKY€E HAIXOKEHHS 10HIB KaJbIliIO 10
MiOKapAy Ta A0 KITITHH TITaJKuX M S31B.

MexaHi3M TiMOTeH3UBHOI i aMJIIOAUITIHY 3yMOBIIEHUH Oe3MocepeIHbOI0 pO3CIabII0I0Uu0r0 Ii€0 Ha TIaAKI M’ SI3U
cymuH. ToYHMI MeXaHi3M aHTHAHTIHAILHOTO e(EKTy aMIIOIUTIiHY BU3HAUYCHUI HEAOCTATHRO, OJTHAK
HUKYe3a3HaueH1 e()eKTH BiITpatoTh MEBHY POJIb.

1. AmmomumiH po3muproe nepudeprudHi apTepiosu i, TAKUM YHHOM, 3HIDKY€E TIepUpEpUIHAN OTTip
(moctHaBaHTa)keHHs). OCKUIBKU CEpLEBUM PUTM 3aIMIIA€THCS CTAO0UTBHUM, 3HUKEHHS HABAHTA)XKEHHS Ha ceplie
MPU3BOJIUTH J0 3HWKEHHS CIIOKMBAHHS €HEPTii Ta HoTpeOu MioKap/ia B KHUCHI.

2. Po3ummpeHHs TOJOBHUX KOPOHAPHUX apTepiil Ta KOPOHAPHUX apTepio (HOPMAIbHUX Ta IIEMI30BaHUX),
MOJKJIMBO, TAKOXK BIAIrpae poiib y MexaHi3Mi jii ammoauminy. Take po3mupeHHs MiABHUIY€E HACHYCHICTh MiOKapaa
KHCHEM Y Malli€HTIB 31 ClIa3MOM KOpOHapHOi apTepii (cTeHokapis [IpuHiiMeTana 4u BapiaHTHA CTEHOKaPis).

VY narieHTiB 3 apTepiabHOO TIMEPTEH31EI0 3aCTOCYBaHHS Tpenapary 1 pa3 Ha 100y 3abe3nedye KIIHIYHO 3HAUYIIES
3HUKEHHS apTepialbHOIO TUCKY MPOTATrOM 24 TOAMH Y NOJIO0XKEHHI 5K JIeXauu, TaK 1 cTosun. Yepes NoBIIbHUN
MIOYATOK J11i aMJIOJUIIHY TOCTpa apTepiaibHa rIOTEH31s 3a3BUYail HE CIIOCTEPIraeThesl.

VY maiieHTiB 31 CTEHOKapi€lo MPH 3aCTOCYBaHHI OHI€T T0OOBOT T03M Mpenapary IMiIBUIIY€ThCS 3aralbHAN dac
(bi3MYHOTO HaBaHTAXEHHSI, Yac JI0 MOYaTKy CTeHOKapii 1 uac g1d MM aemnpecii cermenta ST. [Ipemapat 3amKy€e
YacTOTY Hama/iB CTEHOKap/ii Ta 3MEHIIIye MoTpedy y 3aCTOCYBaHHI HITPOTTIIEPUHY .

AMITOHITIH HE ACOLIIOETHCS 3 OYIb-IKUMH MOOIYHUMHU META00IIYHIMH JisIMHA YM 3MiHAMH PiBHS JIIAIB Y 11a3Mi
KpOBI1 1 MOXe€ 3aCTOCOBYBATHCSA MAIll€EHTaM 13 aCTMOIO, I[yKPOBUM /11a0€TOM Ta MOJarporo.



Dapmarokinemuxa.
BcMoOKTYBaHHS/pO30OJIIL.
[Ticns mepopasibHOro 3aCTOCYBaHHS TEPANIEBTUYHMX /103 aMJIOJUITIH MOCTYNIOBO a0COpOYeThCs y MiIa3My KpOBi.
AbcomoTHa 01010CTYITHICTH HE3MIHEHOT MOJIEKYJIM CTAHOBHUTH TIPUOITU3HO
64—80 %. MakcumalnbHa KOHIIEHTpallisd y I1a3Mi KpPOB1 JOCATA€ThCS MPOTAroM 6—12 rofuH miciis 3aCTOCYBaHHS.
O06’eM po3moOALTy CTAHOBUTH MPHONK3HO 21 J1/KT; KOHCTaHTa qucomiamnii kuciaotH (pKa) ammonuniny cTaHOBUTH
8,6. locnimkeHHs in vitro poAEMOHCTPYBAIH, 1110 3B’ sI3yBaHHS aMJIOJUITIHY 3 OLIKaMM I1a3MU KPOBI CTAHOBUTD
npu6uszHo 97,5 %.
OpHouacHe BKMBaHHS i1 HE BIUIMBA€ Ha BCMOKTYBaHHS aMJIO/IUIIIHY.
MeTabo01i3M/BUBEICHHS.
[lepion HamiBBUBEACHHS 13 TJIa3MH KPOB1 CTAHOBUTH puOIH3HO 35-50 roauH. PiBHOBa)kHA KOHIIEHTpALlisl ¥
TUTa3Mi KPOBI JIOCATAETHCS MiCHst 7—8 MHIB Oe3repepBHOr0 3aCTOCYBaHHS Mpenapary. AMIIOIHITIH TOJIOBHIM
YHHOM MeTa00i3y€eThCS 3 YTBOPEHHIM HEaKTUBHUX MeTabomiTiB. brinsbko 60 % BBeneHoOl 1031 BUBOAUTHCA 13
ceuero, mpuodan3Ho 10 % 3 AKMX CTAaHOBUTH aMJIOJIUTIIH Y HE3MIHEHOMY BHTJISII.
[MarieHTH JITHLOTO BIKY.
Yac mocsirHeHHS PIBHOBYKHUX KOHIICHTPAII aMIIOUTIIHY B TUIa3Mi OAIOHUH y Malli€HTIB JITHHOTO BIKY Ta y
nopocnux naiieHTiB. KiipeHnc amnoaumniny 3a3Buuail A€o 3HIKEHUH, 110 Y TAIl€EHTIB JTITHBOTO BiKY MPU3BOAHUTH
710 30UTBIIICHHS TUTOMII i KpuBOIO “KoHneHTpatis/gac” (AUC) ta nepiony HamiBBUBEICHHS MpeMapary.
[MarienTH 3 MOpyIeHHsIM QYHKIIIH HUPOK.
AMITOMIIIH €KCTEHCUBHO 010TpaHCPOPMYETHCS 0 HEAKTUBHUX MeTa0oMITIB. 10 % ammoauminy BUIUISETHCS Y
HE3MIHEHOMY BUIJISAL 3 cedero. 3MIHU KOHILEHTpaIlii aMJIOAMITIIHY Y Ma3Mi KPOB1 HE KOPENIOIOTh 31 CTYIIEHEM
nopyuieHHs1 GyHKnid HUpoK. [larienTam i3 mopymeHHsIM QyHKIIIH HIPOK MOYKHA 3aCTOCOBYBATH 3BUYANHI 103U
aMJIOINITIIHY. AMITOIUIIIH HE BUAANSETHCS MUISIXOM Jiamizy.
[MarieHTH 3 MOPYIICHHSIM (QYHKIIIT MEYiHKH.
Indopmarris mo10 3acTOCyBaHHS aMJIOAMITIHY MAI[lEHTaM 13 MOPYIIEHHAM (QyHKIIT MeYiHKHU Tyke oOMexeHa. Y
MAIIEHTIB 13 IEYiHKOBOIO HEJIOCTATHICTIO KIIIPEHC aMJIOTUITIHY 3HIKEHHH, 110 PU3BOIUTH 110 30UTBIICHHS
TPUBAJIOCTI NepioAy HamiBpo3nagy Ta 1o 30utbmeHHs AUC npubauzHo Ha 40—60 %.

1TH.
JocnimkenHs (apMaKOKiHETUKY MPOBOAUIINCS 32 y4acTio 74 NiTel 3 apTepialibHOIO TimepTeH3i€l0 BikoM Bif 12 1o
17 pokiB (Takox 34 mamieHTH BikoM Bix 6 10 12 pokiB Ta 28 marienTiB BikoM Bix 13 1o 17 pokiB), siki
3aCTOCOBYBAJIM aMJIOJIMIIH y 10o3ax 1,25-20 mr Ha 100y 3a 1 abo 3a 2 npuitomu. 3a3BU4ail KIIipeHc npu
MepOpabHOMY 3aCTOCYBaHHI JITsIM BiKOM Bijg 6 10 12 pokiB Ta Big 13 mo 17 poki cranoBuB 22,5 ta 27,4 n/roguHy
BIJIMOBIAHO 7St XJIOoMuuKiB 1 16,4 Ta 21,3 n/roauHy BiAnoBiAHO 171 AiBuaTOK. CrocTepiraeThCcs 3HaUHA
Bapia0eNbHICTh EKCITO3MIIIT y pi3HUX MaIlieHTiB. [H(opmarlist o0 namieHTiB BiKOM 710 6 pOKiB 0OMeKeHa.

Kainiuni xapakrepucTuku.

Iloka3zannus.

— ApTepianbHarinepTeHs3is

— XpoHiuyHa cTabiibHA CTeHOKAPIisl.

— Basocnactuuna cteHokapis (creHokapis [TpuaiMerana).

Ilpomunokazanns.

— Bigoma migBuIeHa Yy TIUBICTh 10 AUTIAPOMIPUINHIB, AMIOIUIIIHY YU 10 OyAb-IKOTO 1HIIIOTO KOMIIOHEHTA
npernapary.

— AprepiasibHa TIMOTEH31s TSKKOTO CTYIECHS.

— ok (BK/rO4a0uM KapA10reHHUN II0K).

— OOCTpyKIIisl BUBIIHOTO TPAKTY JIIBOTO HUTYHOUYKA (HANPHUKIIAJ CTEHO3 A0PTH TSKKOTO CTYIECHS).

- FemouHaMiYHO HecTaOLTBHA CEPIIeBa HEJOCTATHICTH MICIIS TOCTPOTo iH(MAPKTy MioKap/a.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€Mo0ill.
Bnnue inwux nikapcokux 3acobié Ha amioOuni.
Ineioimopu CYP3A4.



OpHouacHe 3acTocyBaHHs amyioaumiHy Ta iHrioitopiB CYP3A4 noTyxHo1 un momipHoi aii (1Hribitopu nporeas,
a30JIbHI MPOTUTPHOKOBI 3aCO0H, MaKPOJITH, TaKi K EPUTPOMIIIMH YX KIAPUTPOMILIMH, BeparaMiia ado AuiTiazem)
MOKE MPHU3BECTH [0 3HAUYILOTO MiJBUILEHHS €KCIIO3UII aMIIOAMITIHY, 1110 TAKOX MO>KE MPU3BECTH 10 MiABUIIICHHS
PU3UKY BUHUKHEHHS TinmoTensii. KiliHiuHe 3HaueHHs TakuX 3MiH MOXe OyTH OiIbIIl BUPAKCHUM Y TAIli€HTIB
TTHBOTO BiKy. Moske OyTH HEOOXiTHUM KITIHIUHE CIIOCTEPEKEHHS 32 CTAHOM TallieHTa Ta miadip J03H.

He pexoMeHayeThCs 0THOYACHO 3aCTOCOBYBATH aMJIOJIUIIIH Ta TPeUTippyTH ado TpendpyToBHii CiK, OCKITIBKH Y
JESKUX MAali€HTIB 010I0CTYMHICTh aMIIOIUIIIHY MOXe€ ITiIBUIITYBAaTHUCh, 1110, B CBOIO YEPTy, MPU3BOAUTH 10
IMOCWJIEHHS TIIIOTEH3UBHOI il.

Inoykmopu CYP3A4.

Iadopmartii monxo BrmuBy iHaykTopiB CYP3A4 Ha ammonunin, Hemae. OTHOYaCHE 3aCTOCYBAaHHS aMIIOTUITIHY Ta
peuoBHH, 1110 € iHxRykTOpamMu CYP3A4 (nanpukinan pudamoinuny, 38ipo00ot0), MoXke MPU3BOJUTH A0 3HIKEHHS
KOHIICHTpAIlii aMJIOIUITIHY Y TIa3Mi KPOBi, TOMY 3aCTOCOBYBATH TakKi KOMOIHAIIIT cJIi/1 3 00epexHICTIO.
Hanmponen (1H)y3i1).

VY TBapuH criocTepiraivcs NUTYHOYKOBI (DiOpHIISLIi 3 TeTadbHUM HACIIAKOM Ta CEPLEBO-CYTMHHHUN KOJIATIC, 10
acoLIIOBANIKCS 3 TIepKallieMIET0, MICIs 3aCTOCYBaHHS Beparnamilly Ta JaHTPOJIEHY BHYTPIIIHEOBEHHO. Uepes3 pu3uk
PO3BUTKY TiNepKaieMii pEKOMEHIOBAHO YHUKATHU 3aCTOCYBaHHs OJIOKATOPIB KAJIBI[IEBUX KaHAJIB, TAKUX 5K
aMJIOIMITIH, CXUJILHUM JI0 3JI05KICHOI TilepTepMii MaiieHTaM Ta MpH JiKyBaHH1 370SKICHOT rinepTepmii.

Bnaue amnoouniny na inwi nikapcwki 3acoou.

['imoTeH3uBHUN edeKT aMIOAUITIHY MOTEHIIIFO€ TIMOTEH3UBHUN e()eKT 1HIINX aHTUTIEePTEH3UBHUX 3aC001B.

T aKpOﬂimyaJ

[CHY€ PH3UK MiBAIICHHSPIBHIB TaKpOJIMyCy B KPOBi MPU OJTHOYACHOMY 3aCTOCYBaHH1 3 aMJIOJUITIHOM, OJTHAK
(dhapMaKOKIHETHYHUH MEXaHi3M TaKOi B3a€EMO/Ii1 MIOBHICTIO HE BCTaHOBIEHO. 1100 yHHKHYTH TOKCHYHOCTI
TaKpoJIMyCy, IPU CYMMyTHLOMY 3aCTOCYBaHH1 aMJIONITIHY, TOTPiOEH PEeTyIsIpHHU MOHITOPUHT PIBHIEAKPOIIMYCY
B KpOBI Ta, 32 HEOOX1THOCT1, KOPEKIIis TO3yBaHHS.

Luxnocnopun.

JlocmikeHp B3aeMO/Iii IUKIOCTIOPHHY Ta aMIIOIUIIIHY TIPY 3aCTOCYBaHHI 30POBUM JTIOOPOBOJIBIIM 200 B 1HIINX
rpymnax He MPOBOAMIIOCS, 32 BUHATKOM 3aCTOCYBaHHsI MAI[lEHTaM 13 TPAHCIUIAHTOBAHOIO HUPKOIO, Y KUX
crocTepiranaocs MIHIMBE M1IBUILIEHHS 3aIMILIKOBOT KOHIIEHTpaIlil HMKJIOCHOpuHY (B cepenabomy Ha 0—40 %). s
MAIIEHTIB 13 TPAHCIUIAHTOBAHOIO HUPKOIO, SIK1 3aCTOCOBYIOTH aMJIOJUIIIH, CIi PO3TISHYTH MOKIUBICTh
MOHITOPUHTY KOHIICHTpPALil IIUKJIOCTIOPUHY Ta, 32 HEOOXIHOCTI, 3HU3UTH 103y IUKJIOCTIOPHHY.

Cumsacmamun.

OnHo4vacHe 3aCTOCYBaHHs 0araTopa3oBUX 03 amjoaumiHy 10 Mr Ta cumMBacTaTuHy B 1031 80 MT MPU3BOAMIIO 10
30UIbLIEHHS €KCIIO3MLIIT CUMBACTAaTHHY Ha 77 % MOPIBHSAHO 13 3aCTOCYBaHHSM JIMIIE CUMBAcTaTUHY. J{is
MAIlE€HTIB, SIKi 3aCTOCOBYIOTh aMJIO/IMITIH, 103y CHMBACTaTHHY CJIii 0OMexxuTH 110 20 Mr Ha 100Yy.

Kniniyni 1ocnipkeHHs B3aeEMOJIIT Mpenapary moKas3aid, 0 aMJIOAUIIIH He BIUIMBA€E Ha (apMaKOKIHETHKY
aTOpBacTaTHHY, JUTOKCHHY 200 BapdapuHy.

Ocobueocmi 3acmocy8anHs.

besneunicTh Ta epeKTUBHICTH 3aCTOCYBaHHS aMJIOJIUIIIHY MPH TIIEPTOHIYHOMY KpH3i HE OI[IHIOBAIHUCS.

Ilayienmu i3 cepyesoro nedocmamuicmio.

Maniit kareropii marientie Hopsac® ciix 3acTocoByBaTH 3 00epeKHICTIO. Y X0/Ii TOBrOTPUBAIIOTO TU1ae6o-
KOHTPOJILOBAHOTO JOCIIHKEHHS Y TAII€HTIB 13 CEPIIEBOI0 HEOCTATHICTIO TshKKoTo crynens (kiac I ra IV 3a
knacudikaniero NYHA) npu 3actocyBaHHI aMJIOJUIIHY YacTOTa BUMAIKIB pO3BUTKY HAOpSKY JiereHb OyJia BULIOO
MOPIBHSHO 13 3aCTOCYBaHHSM Tutane0o. [arienTam i3 3aCTiifHOIO CepIICBOIO HEJJOCTATHICTIO OJIOKATOPH KaJBIIIEBHX
KaHaJiB, BKIIOYAI0YH aMJIOUIIIH, CIIiJ] 3aCTOCOBYBATH 3 00€PEXKHICTIO, OCKITIBKYA BOHH MOXKYTh T1ABHUIIYBATH
PH3UK CEpIIEBO-CYAMHHUX MOJIIH Ta JIETAIbHUX BUTIA/IKIB Y MaiOyTHHOMY.

Tayienmu i3 nopyuennam Qyukyii neuinku.

[epion HamiBBUBeneHHs amioauminy Ta mapamerpu AUC BuIi y NMaIfi€eHTiB i3 NOPYIICHHAM (YHKIIIT EeUiHKH;
peKoMeH1alliif CTOCOBHO 7103 Ipernapary Hemae. Tomy aaHiil kaTeropii Mali€eHTiB CIiJl PO3MOYMHATH 3aCTOCYBAaHHS
npemnapary i3 HaitHmwK401 103u. Ciig OyTH 00epeKHUMH K Ha TI0YaTKY 3aCTOCYBaHHS Mperapary, TakK i ImiJ1 9ac
301bIIeHHs A031. [larienTam i3 TSHKKOKO MEYiHKOBOKO HEIOCTATHICTIO MOKE OYTH HEOOX1THUM MOBUTLHUHN MiAOIp
JIO3M Ta PETEIbHE CIIOCTEPEKECHHS 32 CTAHOM TaIli€HTA.

Iayienmu nimnb020 BiKY.



3011b1IyBaTH 103y Mpenapaty AaHii KaTeropii Mauie€HTIB ciijl 3 00epexHICTIO.

Tlayienmu i3 HUPKOBOIO HEOOCMAMHICMIO.

Jlaniii kaTeropii mami€HTIB i 3aCTOCOBYBATH 3BUYaliHI 103U Mpenapary. 3MiHU KOHIIEHTpaLli aMJIOJUIIHY Y
TUTa3Mi KPOB1 HE KOPEIOIOTh 31 CTYNEHEM NMOPYIIeHb (DYHKII HUPOK. AMIIOAMITIH HE BUJATISETHCS HIISTXOM JTiali3y.
AMIIOANITIH HE BIUIMBAE HA PE3YJIbTAaTH JAOOPATOPHUX TOCIIIKEHb.

He pexoMeHIyeThCs 3aCTOCOBYBATH aMJIOIHITIH Pa3oM i3 rpeirnpyTom abo 3 rpeirihpyTOBUM COKOM, OCKUITBKH y
JESKUX MAli€HTIB 010I0CTYMHICTh MOXe OyTH 301IbIIeHA, 0 MPU3BEAE J0 MOCUIICHHS TIMOTEeH3UBHOTO €(PEeKTy
npernapary.

Depmunbricmo.

[ToBimomisiocst mpo 00OpOTHI 010XiMiYHI 3MiHU TOJIOBKH CIIEPMATO30i/a y ESKUX MAIiEHTIB IPH 3aCTOCYBaHH1
OmokaTopiB KanbllieBUX KaHamiB. KiiHiuHO1 iHGOopMaIlii 110710 MOTEHLIHHOTO BIUIMBY aMJIOAMITIHY Ha ePTUIBHICTD
HEIOCTaTHHO.

3acmocyeanns y nepioo sacimuocmi abo 200y8aHus 2pyooro.

besneuHicTs 3acTOCYBaHHS aMJIOAMITIHY JKIHKaM Yy TIEpioj] BariTHOCTHE BCTAHOBJICHA.

3acToCOBYBaTH aMJIOJIMITIH Y TIEPi0JT BaTiTHOCTI PEKOMEHY€EThCS JIUIIE Y THX BUTAIKAX, KOJIH HeMae 0e3MeuHInIoq
aIbTePHATHUBH, a PU3HK, OB’ I3aHUMN 13 CAMUM 3aXBOPIOBAHHSIM, MIEPEBUILYE MOXKIIUBY IIKOY BiJl JTIKYBaHHS IS
MaTepi Ta IIoAa.

VY Xoai [ochiKeHb Ha TBApUHAX MPHU 3aCTOCYBAHHI BUCOKHUX 7103 CIIOCTepiranacs penpoayKTUBHA TOKCHYHICTb.

Ilepioo 200yeanus 2pyooro.

HeBinomo, un mpoHKKA€e aMIIOUITIH y TPyaHE MOJIOKO. [Tpy mpuidHATI pilieHHs PO MPOJIOBXKEHHS T'0TyBaHHS
IPYZJII0 UM IIPO 3aCTOCYBAHHS aMIIOJIUITIHY HEOOXi/THO OLIHIOBAaTH KOPHCTh TOAYBaHHS TPYAIIO Ul IUTHHU Ta
KOPHUCTb BiJl 3aCTOCYBaHHS TpernapaTy Jjsl MaTepi.

30amuicmo enaueamu Ha WEUOKICMb pearyii npu Kepy8anHi agmompancnopmom abo iHuUMU Mexanizmamu.
AMITOAMITIIH MOXKE YHHUTH He3HAYHUI a00 MOMIpHUI BILTMB HA 3[]aTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM 200
NPALOBATH 3 IHIIMMU MEXaHI3MaMH.

IBuaKicTh peakii Moke OyTH 3HW)KEHA TPU HAIBHOCTI TAKUX CHMIITOMIB, SIK 3a[IlaMOPOYCHHS, TOJIOBHUH OiJb,
CIUTYTaHICTh CB1IOMOCTI UM HYAOTA.

Cnin 6yTu 00epexHUMHU, 0COOIMBO Ha NTOYATKy Tepamii.

Cnoci6 3acmocyeanus ma 003u.

Lopocai.

Jlost miKyBaHHsI apTepialibHOI TilepTeHsii Ta CTeHOKapIil 3BUYaiiHa ImoyaTkoBa j103a npenapary Hopsa&k
CTaHOBUTH 5 Mr 1 pa3 Ha 100y. 3aneXKHo BiJ peakilii mamieHTa Ha Teparmito 03y MOXKHA 30UIBIIUTH JI0
MaKCUMaJIbHOI 1031, 1110 cTaHOBUTH 10 Mr Ha 1 pa3 Ha 100y .

[TamieHTam 31 CTEHOKapi€lo MpemapaT MOXKHA 3aCTOCOBYBATH SIK MOHOTEpAIiio, UM y KOMOIHAIIIT 3 1HIIUMU
aHTHAHTIHATBHUMHU JIIKapCHKUMHU 3aCO0aMH ITPH PE3UCTEHTHOCTI JI0 HITpaTiB Ta/abo aleKBaTHHX /103 OeTa-
O10KaTOPIB.

€ I0CBiJI 3aCTOCYBaHHS Iperapary y KOMOIHAI1 3 TIa3uIHUMH JiypeTHKaMu, alib(ha-0okaTopamu, OeTa-
OmokaTopamu ab0 1HTiOITOpaMH aHT10TEH3UHIIEPETBOPIOYOT0 PepMEHTY MaIli€eHTaM 3 apTepiaTbHOIO TMEePTEH3IE0.
Hemae HeoOXigHOCTI y migdopi 4031 IpenapaTy Ipy OJHOYACHOMY 3aCTOCYBaHHI 3 Tia3MTHUMH J1ypETUKAMHU,
Oera-6oKaTOpaMu Ta IHT10ITOPaMH aHT10TEH3UH-TIEPETBOPIOYOTO (DEPMEHTY.

Jimu 6ixom 6i0 6 pokie i3 apmepianvbHOI0 2inepmeH3Ico.

PekomeHnioBaHa nodaTkoBa go3a npernapaty Hopsack® must wiei kareropii namieHTiB CTaHOBUTH 2,5 Mr Ha | pa3
n00y. SIkmio HeoOXiaHUH piBeHb apTepiabHOTO TUCKY He OyJie TOCSITHYTHH MPOTATOM 4 THXKHIB, J03Y MOXKHA
301IBIINUTH A0 5 MT Ha 00y. 3aCTOCYBaHHs MpenapaTy y A03ax BHILE 5 MT IJIs JaHOT KaTeropii maiieHTiB HE
JIOCITIPKYBAJIHCh.

layienmu nimnvb020 BiKY.

Hemae HeoOXiqHOCTI y MiA00P1 103U AJIs JaHOI KaTreropii mamieHTiB. [TiqBUIIIEHHS TO3H CITij] IIPOBOIUTH 3
00epexKHICTIO.



Tayienmu 3 nopyuenHam QyHKyii HUpoK.

PexoMeHIy€eThCsI 3aCTOCOBYBATH 3BUYAlHI T03M MpeTapary, OCKUIBKHA 3MiHM KOHIIEHTpAIIil aMJIOAMITIHY Y IJ1a3Mi
KpOBI1 HE MMOB’5I3aH1 31 CTYIEHEM TSKKOCTI HUPKOBOI HEJJOCTATHOCTI. AMIIOAMITIH HE BUBOJAUTHCS IIUIAXOM Jiai3y.
Tayieumu 3 nopywennsam Qyukyii neuinku..

Jlo3u mpenapaty Jjs 3aCTOCYBaHHS MallieHTaM 3 OPYyIIEHHAM (YHKIT MeUiHKH BiJl JIETKOTO A0 TOMipHOTO
CTYTICHSI TSDKKOCTI HE BCTAHOBJICHI, TOMY MiA0Ip JJO3M CINiJ IPOBOANTH 3 O0CPEKHICTIO Ta TOYMHATH 3aCTOCYBaHHS
npenapary 13 HallHMK401 103H B Jiana3oHi 103 (JuB. po3ai1 «OcobauBocTi 3acTocyBaHH» 1 «PapMaKoIOTivH1
BiacTuBoCcTi. DapMakokiHeTHKay ). PapMaKOKIHETHKY aMJIOJUITIHY HE JOCIHIPKYBAJIN Y TAII€HTIB 13 TOPYIICHHSIM
(bYHKLIT IEUIHKU TSHKKOTO CTYNEHs. Y Malli€HTIB 13 HOPYIIEHHAM (QYHKIIT HeUiHKU TSXKKOTO CTYTIEHS 3aCTOCYBaHHS
aAMJIOJIMITIHY CJTiJT TOYMHATH 13 HAWHMKYO1 JIO3H Ta TIOCTYIIOBO 11 301JIBIITYBATH.

TabneTku o 5 Mr MOXyTb OYTH pO3ALNCHI HABILT ISl OTPUMAaHHS J03H 2,5 MT.

Himu.
[TpemapaT 3aCTOCOBYIOTH JIITSAM BIKOM BiJl 6 POKIB.
BrnuB amnoauminy Ha apTepiadbHUI TUCK MAali€HTIB A0 6 POKiB HEBIIOMUM.

Ilepeoo3ysanns.

JlocBiz HABMUCHOTO Tepe103yBaHHs NpenapaTy 0OMeKeHHH.

Cumnmomu nepedo3ysanns: HassBHA IHPOPMAIIis a€ MiICTaBU BBAXKATH, 10 3HAYHE TIEPEJ03yBaHHAIPENapary
HopBack® npussesie 10 HaaMipHOi eprdeprdHoi Ba3oauIaTallii Ta, MOKIHUBO, 10 pe(IeKTOpHOI TaxiKapmii.
[ToBigoMIIsIIOCS PO PO3BUTOK 3HAYHOI Ta, MOXKJIMBO, TPUBAJIOI CUCTEMHOI apTeplajIbHOT T1IOTEH311, BKIIOYAI0UH
IIOK 13 JIETAIbHUM HACIIKOM.

JIikysanHsa: KIIHIYHO 3HAUYIA apTepiaibHa TMOTEH31s1, 3yMOBIJIEHA ITEPEI03yBaHHIM aMJIOHITIHY, BUMarae
aKTHBHOI MIATPUMKHU ASUTBHOCTI CEPLIEBO-CYAMHHOI CUCTEMH, BKIIIOUAIOUYM YaCTUI MOHITOPUHT (DYHKIIIH cepls Ta
JVXAHHSI, TIHATTS HIKHIX KIHI[IBOK, MOHITOPHHT 00’ €My HUPKYJIIOI0YO01 PIAMHN Ta CEYOBUIIJICHHSI.

Jliis BIHOBJIEHHS TOHYCY CyJIMH Ta apTepialbHOTO TUCKY MOKHA 3aCTOCYBATH CyIMHO3BYXKYBaJbHI IIperapaTy,
YIIEBHUBIINCH y BiJICYTHOCTI MMPOTUIIOKA3aHb 10 X 3aCTOCYBAaHHS. 3aCTOCYBaHHS KaJIBIIIIO TIIOKOHATY
BHYTPIITHLOBEHHO MO>KE€ OYTH KOPUCHUM JIJIsl HIBEIIOBAaHHS €(EeKTiB OJIOKaIN KalbIlli€BUX KaHAMTIB.

VY neskux BHIaAKax MOXe OyTH KOPUCHHUM IPOMHBAHHS IIUTYHKA. 3aCTOCYBaHHS aKTHUBOBAHOTO BYTLILIS 3/I0pPOBHM
JOOPOBOJIBIISIM MPOTATOM 2-X TOJIUH Micist BBeAeHHs 10 Mr amyioiuIiHy 3Ha4HO 3MEHIIMIIO PiBEHb HOTO
BCMOKTYBaHHS.

OCKUIbKM aMJIOAMITIH 3HAYHOIO MIPOIO 3B’ A3Y€ThCA 3 OlIKaMu, eheKT Aianizy He3HauHuH.

Ilo6iuni peakuii.

[Tpu 3acToCcyBaHHI aMJIOIUTIIHY Ha4acTiIIe MOBIIOMIISUIOCS MPO TaKi MOOIYHI peaxilii, K: COHITUBICTD,
3araMOpPOYEHHS, TOJIOBHUMN O1J1b, MOCHIICHE CEPLEOUTTS, MPUILTUBU KPOBI, O11b Y UepEeBHIH MOPOKHUHI, HYA0Ta,
HAOpSKHU FOMUJIOK, HAOPSIKM Ta BTOMJIFOBAHICTb.

[ToGiuHi peakiii, Mpo AKi MOBIAOMIISIIOCS i Yac 3aCTOCYBaHHS aMJIOJIUITIIHY, HaBEIeH]1 HIDKYE 32 CHCTEMaMu Ta
KJIacaMH OpTaHiB Ta 3a YaCTOTOIO BUHUKHEHHS: Iyke yacto (= 1/10), gwacro (Big > 1/100 mo < 1/10), HewacTo (Bix
> 1/1000 mo < 1/100), piako (Big > 1/10000 mo < 1/1000), myxe piako (< 1/10000).

Topywenus 3 60Ky Kposi ma aimgamuunoi cucmemu.

Jly>ke piJiko: JTeUKOLUUTONEHisI, TPOMOOLUTOTCHIS.

Topywenus 3 60Ky iMyHHOI cucmemu.

Jly>ke piiko: anepriuHi peakiiii.

Topywenuns memabonizmy ma aniMeHmapHi po3iaou.

Jly>xe piiko: Timepriikemis.

Icuxiuni nopywenns.

Heuacro: memnpecis, 3MiHM HaCTPOIO (BKIIIOUAIOYU TPUBOXKHICTD), OE3COHHSI. .

Pigko: crutyTaHicTh CB1JIOMOCTI.

Tlopywenus 3 60Ky Hep8osoi cucmemu.

Yacrto: COHIMBICTD, 3alIaMOPOYEHHS, TOJIOBHUM OU1b (TOJIOBHUM YMHOM Ha MOYATKYy JIKyBaHHS).

Heuacro: TpeMop, aucres3isi, CHHKOIIE, TileCTe3is, mapecTesis.



Jy>xe piziko: TinmepToHyc, nepudepuyHa HeUpomnaris.

Iopywenns 3 60Ky opeamis 30py.

Yacro: mopyuieHHs 30py (BKIIOYAIOYH TUTUIOIIO).

Ilopywenns 3 60Ky opeanie ciyxy ma 1a0ipunmy.

HeuacTo: 13BiH y Byxax.

Topywenns 3 60Ky cepysi.

YacTo: nocuieHe cepueOuTTs.

Hewacro: aputmis (BKITIOYar0YH OpaguKapIiro, MIUTYHOUYKOBY TaxiKapaifo Ta MEPEXTIHHS TEPECePIb).

Hyxe pigko: iHbapKT MioKkapaa.

Iopywenns 3 60Ky cyOuH.

YacTo: NpUILUIUBH.

Heuacro: aprepiajibHa TinoTeH31s.

Jy>xe piiko: BaCKyIiT.

Pecnipamopmni, mopaxanvni ma mediacmunanbHi nopyueHHs.

YacTo: qucIHoeE.

Heuacro: xarmiens, puHIT.

Ilopywenns 3 60Ky WIYHKOBO-KUWKOBO20 MPAKMY.

Yacro: OUIb Y &KHUBOTI, HYJ10Ta, JUCIIETICIS, MOPYIIEHHS NEPUCTAIBTUKYI KUIIEYHUKY (BKJIIOUAIOUH J1apero Ta 3amop).
Heuacro: 6mt0BaHHs, CyXiCTh Y POTI.

Jly>xe piiko: maHKpeaTUuT, TacTPUT, T1IepIuIasis sICEH.

Topywenus 3 60Ky eenamobiniapHoi cucmemu.

Jlyxe piKo: TenaTuTH, )XOBTSHUII, MiBUIIECHHS PiBHS MEYIHKOBUX (PepMeHTiB (110 HalfgacTime acoIiroBaIocs i3
X0JIECTa30M).

Topywenus 3 60Ky wKipu ma NIOWKIPHOT MKAHUHU.

Heuacro: anoneuis, myprypa, 3MiHa 3a0apBlIeHHs MIKipH, TTiABUIIEHE TOTOBUALICHHS, CBEpO1kK, BUCHII, EK3aHTEMA,
KpOIMB’SIHKA.

Jly>ke piiko: aHT10HEBPOTUYHMI HAOPAK, MynbTU()OpPMHA epuTeMa, eKc(oTaTUBHUIM JepMaTUT, CHHIPOM
CriBenca Jl>xoncona, HaOpsk Ksinke, GoToqyTINBICTB.

Topywenus 3 60Ky ckelemHo-m 5130801 ma CnOAY4YHOI MKAHUH.

Yacro: HaOpsiKaHHS TOMUIOK, CyJIOMH M 5I31B.

Heuacro: aptpanris, mianris, Oi1b y CIHHI.

Iopywenns 3 60Ky HUPOK ma ce408uUdiIbHO20 MPAKMY.

HeuacTo: nopyIieHHs: CeHOBUUIEHHS, HIKTYpis, MMiJIBUIIEHA YaCTOTa CEYOBUITY CKaHHS.

Iopywenns 3 60Ky penpoOyKmusHoi cucmemu ma MOAOYHUX 3AT03.

Heuyacro: iMIIOTEHIIis], TITHEKOMACTIS.

3azanvHi nopyuwentus ma cmaHu y mMicyi 66e0eHHs.

Jyxe yacTo: HaOpAKH.

YacTo: BTOMIIIOBAHICTh, aCTEHIS.

Heuacro: 6inb y rpyasx, Oifb, HE34yKaHHS.

Jlocnioocenns.

Heuacro: 36inb1eHHst 200 3MEHIIEHHS MacH TiJa.

[ToB1AOMIISIIOCS PO BUHSTKOBI BUIIAJAKH PO3BUTKY €KTPaNipaMiHOTO CUHAPOMY.

Tosioomnents npo nioo3prosari noOIuYHi peaxyi).

IToBigoMIIEHHS PO MITO3PIOBaH] MOOIYHI peakii micas peecTpaliii J1IKapchKoro 3aco0y Mae BaKJINBE 3HAYEHHS. He
ITae 3MOT'y IIPOBOJAMTH O€3IEPEPBHHUI MOHITOPHHT CIIBBIIHOMIEHHS MK KOPHCTIO 1 pU3HKAMHU, IIOB’ I3aHUMU i:I;
BaCTOCYBAHHSIM I[LOT0 JIIKAPCHKOT0 3aco0y. JIikapsiM ciIi 3BITYBATH PO OYAb-sIKi Mig03pI0BaHi MOOIYHI peaxiui'i
BiJITIOBIIHO JI0 BUMOT 3aKOHOJIABCTEA. |

Tepmin npuoamnocmi. 4 poxu.
YMoBu 30epiranns. 36epiratu npu remnepatypi He Buie +25 °C y HelocTynmHOMY AJIs TiTeH MicIi.

Ynakoska. 1o 10 Tabnetok y Guicrepi, mo 3a60 no 6 GiicTepiB y KapTOHHIM yIaKOBII.



Kareropis Binmycky. 3a peuentom.
Bupoonuk. P-®apm rxepmani 'm6X /R-Pharm GermanyGmbH

Micue3naxoa:keHHs1 BAPOOHHMKA Ta Horo agpeca Micusi NPoBaIKeHHs AislJIbHOCTIL
I'enpix-Mak-Illtpacce, 35, 89257 Innepriccen, Himeuunna / Heinrich-Mack-Strasse 35, 89257 Illertissen, Germany.



