IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KOMBICAPT H

(KOMBISART H)

Cknao:
Oitoui peyo8uHU: aMIOTUIIIH, BaJicapTaH, TIHPOXJIOPTIia3uI;

1 Ta6neTrka 5 Mr/160 mr/12,5 Mr MicTHThH: aMJI0OguIIiHy Oecuiaary 6,94 Mr, 1m0 Bigmosimae 5
MI aMJIOgMIiHy; BajicapTaHy 160 mr; rigpoxiopriasuay 12,5 Mr;

donomidcHi peyoeuHU: 11eJII0/1I03a MiKPOKPHCTa/TiYHa, KPOCIOBiTOH, KPEeMHiI0 TioKcusmg
KOJIOITHHH 0e3BOTHHH, MarHilo creapar;

00010HKA: cyMirn fjist miniBkoBoro nmokputTs Opadry ITI White 32F280008 (rimpomeno3sa
(riZpOKCUIIPOMINIMETUIILIEII0I03a); 1aKT03a, MOHOTiApaT; TuTany miokcup (E 171);
IIOJTIE TUJIEHTJIIKOJIb (MaKpOromn));

abo
diloui peyosuHu: aMJIOTHIIIH, BaJICAapTaH, IiopPOXIOPTia3um;

1 Tabnerka 10 mr/160 mr/12,5 Mr MicTuTh: amiogumniny oecunary 13,87 mr, nio BignmoBigae
10 Mr amnoaumniny; Bajgacaprany 160 mr; rimpoxsiopria3duny 12,5 mr;

donoMidicHi peyosuHu: 11eTI0/103a MiKPOKPHCTA/TiuHa, KPOCMOBIIOH, KPEMHIiI0 TioKCH[
KOJIOiTHHH 0e3BOTHHH, MarHil0 cTeapar;

obosioHKa: cymimr st niiBkoBoro nmokpuTTs Opadry II Orange 32F230000 (rimpomesno3sa
(rizppoxcunpomniiMeTH/IIIE/II0/103a); IaKT03a, MOHOTigpaT; TuTany miokcun (E 171);

MOJTie THICHT JIiKo/Ib (MakKporoi); 3aixi3a okcup xkxoBTui (E 172); 3ani3a okcug yepsonuu (E
172)).

Jlikapcbka ¢popma. TabneTkKu, BKPUTI IIiBKOBOIO 000JIOHKOIO.
OcHos8HI (i3uko-xiMiuHi 81aCMUBOCMI:

tabneTky mo 5 Mr/160 mr/12,5 Mr: TabneTku oBaabHOI (GOPMHU 3 TIOCKOIO TIOBEPXHEIO 3i CKOIIEHUMU
KpasiM{, BKPUTI IIJIIBKOBOIO 000JIOHKOI0 0iJI0TO KOIBOPY;

Tabnetky 1010 Mr/160 mr/12,5 mr: TabIeTKH OBaIbHOI (OPMU 3 IIJIOCKOI ITOBEPXHEIO 3i
CKOIIIEHUMHU KpasiMU, BKPHUTI MJIiBKOBOIO 000JIOHKOIO CBIiTJIOTO Y€PBOHYBATO-KOPUYHEBOTO KOIHOPY.

dapMakoTepaneBTHYHA rpymna. AHTaroHicTu anriotreH3uny lI, inmi kom6iHamii.



Kom ATX C09D X01.

PapmakonoziuHi e1acmueocmi.
®apmakoOuHamika.

o cknany KombicapT H BXOOATh TPH aHTUTINIePTEH3WBHUX 3aC00U 3 JOTIOBHIOIOUUMU OOUH OJHOTO
MexXaHi3MaMU{ KOHTPOJIIO apTepiaibHOT0 TUCKY Yy IAIliEHTIB 3 €CEHLiaJIbHO0 TilepTeH3i€10: aMJIOOUITiH
HaJIeKUTh OO KJIaCy aHTaroHiCTiB KaJlbllil0, BajicapTaH - OO KJIaCy aHTaroHiCTiB aHrioTeH3uny II, a
TiApoXJIOpTia3up - OO0 KJlacy Tia3upHUX OlyPEeTHUKIB.

Komb6iHaris Iux TpboX KOMIIOHEHTIB XapaKTePU3YEThCS B3aEMOIOTIOBHIOIOUOI0 AHTUTIIePTEH3UBHOO
Ti€eto.

Amao0uniH

AMrionutiH, 110 BXOOUTE 00 cKimamy KomOicapT H, iHribye TpancMeMOpaHHUM BXif i0HIB KaJbIlii0 y
M’SI3M Ccepls Ta IJIafKi M's13u CyouH. MexaHi3M aHTUTIePTEH3UBHOI [Iil aMIOOUIIiHY BinOyBaeThCs
IIJITXOM IIPSIMOL PelakCyiodol Ail Ha IJIafKi M'sI3U Cy[IUH, CIPUYNHSAIOYYN 3HUKEHHS PEe3UCTEeHTHOCTL
nepruepruyHUX CYIUH Ta apTepiaTbHOr0 TUCKY.

AmMnopuniH y TepaneBTUYHUX 403aX y Nalli€HTIiB 3 apTepiaJbHOIO TrinepTeH3iel0 CIPUYNHIOE
Ba3oausIaTallilo, 110 IPU3BOAUTD [0 3HUXKEHHS apTepiaJbHOr0 TUCKY Y II0JI0KEHH] JleXkayu Ta
crosiun. Take 3HUXKEHHS apTepiaJibHOI0 TUCKY HE CYIIPOBOAXKYETHCSA BUPaKEeHUMU 3MiHaMU
YaCTOTHU CeplieBUX CKOpPOoYeHb abo PiBHS KaTexolaMiHiB y M1a3Mi KPOBi IIPU TPUBAJIOMY
3aCTOCYBaHHI.

KonnenTpauil y mia3mi KpoBi CIiBBITHOCATHCS 3 €(peKTOM SIK Y MOJIOOUX ITalli€HTIB, TaK i y Mali€eHTiB
JIITHBOTO BIKY.

Y nanieHTiB 3 apTepianbHOIO TilePTeH3i€l0 i HOpMaIbHOI0 QYHKIT€I0 HUPOK aMJIOOUIIIH Y
TepaneBTUYHHUX N03aX IIPU3BOAUTD N0 3HUXKEHHS PE3UCTEHTHOCTI HUPKOBUX CYOUH i MiIBUIIEHHS
IIBUIKOCTI KJTy004KOBOI PinbTpaliil Ta eeKTUBHOTO HUPKOBOT'O IIJIa3MOTOKY 6e3 3MiHu
¢binpTpaniiiHol Pppakiii abo mpoTeiHypil.

Basacapman

BarncapraH € akTUBHUM IIpY IT€POPaAIbHOMY 3aCTOCYBaHHi, IOTYKHUM i CIeUX(PIiYHUM aHTarOHiCTOM
perienTopiB aHrioreH3uny lI. BasicapraH fi€ cenekTUBHO Ha miaTun AT, penenTopis, 10 BiAIOBINAOTh
3a BigoMmi edekTy aHTioTeH3UHY lI.

[IpuiioM BajsicapTaHy HallieHTaMU 3 apTepiasibHO TilepTeH3ie0 CIpusie 3HUKEeHHIO apTepialbHOI0
TUCKY 0€e3 BIIJIUBY Ha LIBUAKICTH IIYJIbCY.

Y GinbirocTi nanieHTiB Mic/s IepopasbHOTO 3aCTOCYBaHHS OMHOPA30BO1 103U TOYATOK
TiNOTEH3UBHOTO e(eKTy HacTa€ IPOTArOM 2 FOOUH, a MaKCUMaJlbHe 3HUKEHHS apTepialbHOr0 TUCKY
OOCSATAETLCS MPOTATOM 4-6 roguH. AHTUTIIEPTEH3UBHUM €(EeKT TPUBAE IMPOTATOM 24 TOOUH IiCHA
3aCTOCyBaHHA npemnapaty. [Ipy MOBTOPHOMY 3aCTOCYBaHHI MaKCUMaJlbHe 3HUKEHHS apTepiaabHOI0
TUCKY (IIPH BCIX peXuMax A03yBaHHS) HOCATAETHCS, K IIPABUIO0, IPOTATOM 2-4 TUXKHIB.

I'idpoxsopmiasud



MicneM fii Tia3ugHUX [iypeTHKIB € TePeBaKHO OUCTaJIbHI 3BUBUCTI KaHaJblli HUPOK. [IigTBepaKeHo,
1110 Y KipKOBOMY LIapi HUPOK iCHYIOTh BUCOKOCIOPiIHEH]I peleNTOPYU, Ki € OCHOBHUM IL[EHTPOM
3B’sI3yBaHHS [JIg Tia3UOHUX OiypeTHKiB i iHriOinii TpancnopryBanus NaCl y gucTanbHi 3BUBUCTI
KaHasbll. MexaHi3M fii Tia3upis nonsirae y inri6iuii nepenocHukis Na Cl', MOXKINUBO, HIISXOM
KOHKYpeHIIii 3a 1ieHTpu Cl, 1110, B CBOIO Yepry, mie Ha MexaHi3Mu peabcopOilii eTeKTpoTiTiB:
6e3nocepegHbO MMOCUITIOE eKCKPellito HaTpio i XJ10py Ho mpubIu3HO eKBiBaJIEHTHOTO CTYIIEHS i
OTI0CEePeKOBAHO, 3aBISIKKN CEUYOTIHHOMY e(eKTy, 3HUKYE 00'€M IJIa3MU 3 MOAAbIINM MiIBUIIEHHIM
aKTHBHOCTI PEHiHy y IJla3Mi KpoBi, CeKpellil allbA0CTEePOHY Ta BUBEIEHHIM KaJlilo 3 ceyelo, a TakoxK
3HUKEHHAM KaJlilo Y CUPOBATI]l KPOBI.

HemenaHoMHUl pak wkKipu

HasBHi maHi enifgeMiosorivyHux JOCHiAXKeHb CBiAYaTh PO KYMYJIATUBHUM 00303aJIEKHUN 3B’ 130K MiXK
€KCIIO3HUIIi€0 TigpoxnopTia3uny ta po3sutkoM HMPIII. OgHe mocnigxeHHs BKodano 71 533
BUIa[IKX 0a3albHOKIITHHHOI KapurHoMu (3 Hux 1 430 833 ocib 3 KOHTPOJIBHOI TpynH) i 8 629
BUIIAOKIB IIJIOCKOKITITUHHOI KapiuHOMH (3 HUX172 462 0coOu 3 KOHTPOJIbHOI rpynu). Bucoke
mo3yBaHH rimpoxnopriasumy (=50000 Mr KyMynIsiTHBHO) OYJI0 TIOB'sI3aHO 3i CKOPUTOBAHUM
cripBigHOmeHHIM pu3ukKiB (OR) 1,29 (95% CI: 1,23-1,35) mist 6a3ambHOKIITHHHOI KAPIMHOMH Ta
3,98 (95% CI: 3,68-4,31) onsa NI0CKOKJIITHHHOL KapUUHOMU. KyMyiaTUBHA 3a1€KHICTh
I0o3a-BiATIOBINb criocTepiranacs sk mpu 6a3aJbHOKITITUHHIN KapIUHOMI, TaK i MPY IJI0CKOKITITUHHIN
KapIuHoMi. [HIle focmigXKeHHs MoKa3aao MOXKJIMBUY 3B 130K MiXK pakoM ry0 i 3aCTOCyBaHHSIM
rigpoxnopria3uny: 633 Bumapgku paky ry6 6ynu 3ictasneni 3 63 067 KOHTPOJILHUMU I'PyIIaMu
HacCeJIeHHS 3 BUKOPUCTAHHAM CTpaTeril Bubopy pu3uky. KymynsaTuBHa 3a€XHICTh «[103a-BiNOBiIb»
Oyna mpomeMoHcTpoBaHa 3i ckopuroBanuM OR 2,1 (95% CI: 1,7-2,6) 3i 36insmenusm go OR 3,9
(3,0-4,9) gna Bucokoi go3u (~ 25000 mr) i OR 7,7 (5,7-10,5) mnsg "Harsuimol go3u (~ 100000 mr).

[Hwe: nodsiliHa 610Ka0ad peHiH-aH2iomeH3UH-aa1b00cmepoHo8oi cucmemu (PAAC)

Byno npoBeneHo mBa BeluKi paHAoMi30BaHi KOHTPoJboBaHi pocnigxkeHHss ONTARGET (mocmigKeHHS,
III0 TPUBAE [I0 AOCSATHEHHS KiHIIEBOTO pe3yJ/ibTaTy, 3 BUBUEHHS [Iil TeIMicapTaHy OKpPeMoO iy
kKoMOiHarrii 3 paminpunom) Ta VA NEPHRON-D (mocnimxenHus giabeTuyHol Hedpomarii, 110
IPOBOAUTHCA MiHICTEPCTBOM y CIpaBax BETEPaHiB), B SKUX BUBYAJIOCS CYNYTHE 3aCTOCYBaHHS
inri6iTopy AIl® 3 aHTAroHiCTOM pelenTopiB aHrioTeH3uny II.

Hocnigxeruss ONTARGET npoBoguiocs 3a y4acTio allieHTiB, Ki Malu B aHaMHe31 CepleBO-CyqUHHI
abo 1epeOpPOBACKYIISIPHi 3aXBOPIOBaHHS a00 IyKPOBUH miabeT 2 THIIY 3 03HAKAMHU VIIKOIXKEHHS
opraHis-mimeHnen. [JocnigxeHHs VA NEPHRON-D npoBoguiocs 3a y4acTio alLli€HTIiB 3 LIyKPOBUM
niaberom 2 Tumy i miabeTHYHOIO HedpoIaTi€lo.

LIi mocmimKeHHS He BUSBUIN CYTTEBOI CIIPUSTINBOI [ii Ha QyHKIII HUPOK Ta/abo cepleBo-CyAUHHOI
CHUCTeMHU i piBeHb CMEPTHOCTI; y To# Xke Jac OyB Bii3HaueHUN IiIBUIIeHUN PU3UK TilepKamiemil,
TOCTPOT0 YIIKOJKEHHS HUPOK Ta/a0o rinoTeH3il B MOPiBHSAHHI 3 MOHOTEpAIIi€l0. 3 OTNIIAy Ha
aHaJoriuHi (h)apMakofuHaMiuHi BIACTUBOCTI Li pe3yIbTaTy TAKOXK aKTyasIbHi [s iHIMX iHTi6iTOpiB
AII® Ta aHTAroHICTIB pelLenTopiB aHrioTeH3uny II.

Y 3B’43Ky 3 LM He PeKOMEHIY€eThCS CYIyTHE 3acTOCyBaHHS iHTi6iTopiB AII® i aHTaroHicTiB
petienrTopiB aHrioTeH3uny Il marientam 3 miabeTwuyHO HedpomaTieo (AuB. po3min «OcobIUBOCTI
3aCTOCYBaHHS»).

Kpim Toro, 6yno mpoBemeno mocmimxkenus ALTITUDE (BuBueHHS [il anmicKipeHy y HallieHTiB 3
IIYKPOBUM [iiabeToM 2 TUIY, fe 5K KiHIIeBi TOUKY IpuAManucs 3MiHU QyHKIIII cepIlieBo-CyIUHHOI
CHCTEMH 1 HUPOK), B IKOMY IEPEBIPSAINCS IlepeBaru JofaBaHHS aliCKipeHy [0 CTaHZapTHOI Tepail



(iuribiTopom ATI® abo aHTaroHiCTOM pelenTopiB aHrioTeH3uny II) y naiieHTiB 3 giabetoMm 2 TUIY Ta
XPOHIYHUMH 3aXBOPIOBAaHHSMU HUPOK, CEPIIEBO-CYAUHHUMM 3aXBOPIOBAHHSIMU a00 3aXBOPIOBaHHSIMU
o60x BufiB. [locmigeHHs 6yJI0 IepeIyacHO 3aBepIIeHO BHACTIIOK MigBUIIIEHOTO PU3UKY
HECIIPUAT/IUBUX Pe3yJIbTaTiB. JleTalbHUN HACIIIOOK 3 IPUYKMHY CEPLIEBO-CYOUHHUX 3aXBOPIOBaHb Ta
iHCcynbT HabaraTo JacTille Big3Hauanucs B TPYIi Teparii 3 JoflaBaHHSIM alicKipeHy, HiX y rpymi
nyanebo; KpiMm Toro, HebaXaHi sIBUIA i cepio3Hi HeOaxaHi sBuIla (rinepkKanieMis, rimoTeHsis i
NOpYyIIeHHs (YHKI[il HUPOK) YacTillle Bif3Havanucs B TPy ajicKipeHy, HiX y rpyi mnnanebo.

dapmakoKiHemuka.
JIIHIWHICTD
AmrioguIiH, BajicapTaH i TifpoXIopTia3uf JeMOHCTPYIOTH JIiHiIMHY (papMaKOKiHETHKY.

Amao00uniH/eaacapmatx/2iopox.10pmia3ud

[Ticns mepopanbHOTro 3acTocyBaHHs npemnapaty Kombicapt H 3mopoBumMu mopociuMu H06pOBOIIBIISIMU
MaKCUMaJbHi KOHIIeHTpallil aMJIOfUIIiHY, BaJicCapTaHy i FigpoXjIopTia3uay y Ijla3Mi KPOBi HOCSATanuCs
npoTsaroMm 6-8 rogus, 3 ropuH i 2 roguH BigmoBigHOo. [IIBUAKICTE Ta 06°'eM abcopbuii amnoguminy,
BaJiCapTaHy i rigpoxyiopTia3ugy npu 3acTocyBaHHi npemnapaTty Kombicapt H aHanoriuxi moka3Hukam,
III0 CIIOCTEpPIranaucs Ipy 3aCTOCYBaHHI MOTO KOMIIOHEHTIB SIK OKPEMHUX IIperapariB.

AMa00uniH

Abcopbuis. TTicns mepopaabHOT0 3aCTOCYBaHHS Y TEPANIEBTUYHUX H03aX OKPEMO aMJIOTUIIIHY
MaKCHMaJlbHa KOHIIEHTPAIlis ¥ I1a3Mi KpoBi ocsiranacs yepes 6-12 rogus. AGCOI0THA
6iomocTymHicTh cTaHoBuUA Bim 64 mo 80 %. [TpuitoM Ixi He BiuBa€e Ha 6i0MOCTYIIHICTD
aMJIOOUIIiHY.

Po3nodia. O6’eM po3mopiny cTaHOBUTD MpuOnu3Ho 21 n/Kr. [ocmigKeHHS in vitro aMIOgUIiHY
moKa3aJy, 1o npubnusno 97,5 % mpemnapary, 10 3HaXOAUTHCS y MUPKYIII0I0Uiil KPOBi, 3B'I3yETHCA 3
OinKkaMu 11a3MHU KPOBI.

BiompaHcopmauis. Amnogurmis aktuBHO (mpubnu3no 90 %) meTabormi3yeThes y mediHIli 10
HEaKTUBHUX MeTabOoJIiTiB.

BusedeHHs. AMnoOuIliH BUBOOUTLCA 3 IJIa3MU KPOBi JBOMa eTallaMy, KiHIIeBUY Iepiof
HaIliBBUBEMEeHHS CTaHOBUTD MpuOnu3Ho 30-50 roguH. PiBHOBaXKHUY CTaH Y IJIa3Mi IOCATAETHCS
IiCyIs MOCTiIMHOTO 3acTOCYyBaHHs MpoTsaroM 7-8 guiB. 10 % BuxigHoro amnoputriny i 60 % MeTabormiTiB
aMJIO[UIIIHY BUBOLATHCA 13 CEUEl0.

Basacapman

Abcopbuia. Tlicns mepopasbHOTO 3aCTOCYBAHHSI OKPEMO BajiICAapTaHy MOr0o MaKCUMaJllbHi
KOHIIEHTPallil locaraloTbcs yepe3 2-4 rogunu. CepenHs abcomoTHa 6i000CTYIHICTE CTaHOBUTH

23 %. [TputioM IXi 3HUKYE €KCIIO3UIIiI0 (9K Bu3HaueHO 3a AUC) BasicapTaHy npubIu3HO Ha
40 %, a MakcuMaJIbHy KOHILIeHTpallilo y mna3mi Kposi (C,,,) - mpubnusno Ha 50 %, xoya npubau3Ho
yepe3 8 rofuH MicJist 3aCTOCYBaHHS KOHIIEHTpALllis BaJicapTaHy € IMOAiOHOI0 Y TPyIaxX MpUUoMy
npernapary HaTime i micns inu. OfHaK Take 3MeHIIeHHs nmoka3Huka AUC He CYyIIPOBOAKY€EThCS
KJTIHIYHO 3HAUYIIUM 3HUKEHHSM TepaleBTUYHOTr0 edeKTy, TOMy BajicapTaH MOXKHa 3aCTOCOBYBaTH
He3aJIeKHO Biff IPUIOMY 1XKi.



Po3nodia. O6’eM po3mofiny BaacapTaHy y PiBHOBaXKHOMY CTaHi IIiCJisi BHYTPIIlTHbOBEHHOTO BBEIEHHS
CTAHOBUTH NPUONMU3HO 17 MiTpiB, 1110 BKa3ye Ha BiICYyTHICTh €KCTEHCUBHOT'O PO3IMOMiNy BajcapTaHy.
BancapTaH akTHBHO 3B’I3y€ThCs 3 Oinlkamu cupoBaTKH KpoBi (94-97 %), TONOBHUM YMHOM 3
anbOyMiHaMu CHPOBATKHU KPOBI.

FiompaHcgopmauis. BancapTad He TpaHCHOPMYETHCS 3HAYHOIO MipOI0, OCKINIbKY JIHIIIe ITPUOIH3HO
20 % mo3u BUBOAMTHLCA y BUTIAMI MeTaOosmiTiB. [igpokcumMeTabosmiT 6yno ineHTH(}iKOBaHO y mIa3mi
KPOBi y HU3bKUX KOHIIeHTpalisax (MeHie 10 % Big AUC Basncaprtany). Lieit meTaboriT
($hapMakoJI0TiYHO HEAKTUBHUM.

BusedeHHs. BancapTaH BUBOIUTHCS IIepPeBaXKHO 3 KajoM (mpubnusno 83 % mos3u) i cevero
(mpubmu3Ho 13 % [m031), TOJIOBHUM YMHOM Yy BUTJISAI HE3MiHeHOTro mpemnapary. [licis
BHYTPIIIHEOBEHHOT'O BBeIEHHS IIJIa3MOBUH KJTipeHC BaJICAapTaHy CTAHOBUTDH OIM3BKO 2 JI/TONUHY, a
HUPKOBUi KiipeHc - 0,62 n/roguny (mpubmu3no 30 % Bim 3arampHOrO KitipeHcy). [Iepion
HalliBBUBE[EHHS BajicapTaHy - 6 TOOUH.

lidpoxaopmia3ud

Abcopbuisa. A6copOiris rigpoxyIopTia3umy Mmiciis mepopaabHOTO 3aCTOCYBaHHS BifOyBa€ThCs MIBUOKO
(Tmax mpubnusHo 2 rogunn). IlimpuienHus cepenuboro AUC € miHiMHUM i mponopiHuM
1031 [IpY 3aCTOCYBaHHI y TepaleBTUYHOMY Aiana3oHi 10o3. He criocTepiraerscs 3MiH
KiHETMKM Ti[pOXJIOPTia3uay Ipu IIOBTOPHOMY 3aCTOCYBaHHi, a KyMysilis Oyna MiHiManbHOO
IIpY IPUUOMI 1 pa3 Ha go0y. [Ipy omHOYACHOMY MpUoMi 3 i3Kelo BiMidanoch K
TiOBUIIEHHS, TaK i 3HUKEHHS CUCTEMHOI JOCTYITHOCTI TiIPOXI0pTia3uay MOPiBHSIHO 3
IIPUMOMOM HaTIie. BupaxkeHiCTh IIUX ePeKTiB He3HaYHa i Ma€ HEBENIUKY KITiHIYHYy
3HAUyLIicTh. AGCOMIOTHA 6i0MOCTYIIHICTE TimpoxmopTiasumy cTaHoBUTh 60-80 % mics
IIepopasibHOT0 3aCTOCYBaHHS.

Po3noodin. Bugumuit 06’eM po3nopiny craHoBUTh 4-8 n/kr. I'igpoxopTias3up y IUPKYJIII00Yiil KPoBi
3B’s13yeThCs 3 Oimkamu mia3mu Kposi (40-70 %), TONMOBHUM YMHOM 3 anbO0yMiHaMU CUPOBATKU KPOBi.
ligpoxsopTia3up TakK0XK HaKOIHUUYYETHCS B EPUTPOLIUTAX Y PiBHAX, 10 y 1,8 pa3a nepeBuIyTh piBHI
y IJIa3Mi KpOB.

Biompancgpopmauia. TigpoxmopTia3ug BUBOAUTLCS Y HE3MIHEHOMY BUTIISALI.

BusedeHHs. Binbiie 95 % abcop6oBaHOi 031 BUBOOUTLCS Y HE3MIHEHOMY BUTTISML 3 CeYel0.
HupkoBuii KiipeHC CKTafaeTbCS 3 TacKUBHOI (inbTpallil i akTUBHOI CeKpellil B HUPKOBUX KaHAJIbIISAX.
[Tepion HaniBBUBEOeHHS - 6-15 romuH.

OxpeMi rpynu nalieHTiB

Ilimu (8ikom 0o 18 pokis)

Hemae manux mopo papMaKOKiHETUKY y AiTEH.
ITauieHmu aimHb020 BIiKYy (8iKoM 8i0 65 pokKiae)

Yac mo mocsirhenHst Cmax aMJIOOUITIHY TOMiOHKM Y MOJIOOUX TMAIliEHTIB Ta JIiTHIX maIli€eHTiB. Y
TAlll€HTIB JIITHBOT'O BiKY KJIipEHC aMJIOJUIIIHY Ma€ TEHMEHI[II0 10 3HUKEHHS, 1[0 CIIPUYNHIOE
MigBUINEHHS OKa3HMKa 1o mif kpuBoio (AUC) Ta nepiony HamiBBUBeOeHHS. CepenHin
cucteMHun nokasHuk AUC Basicaptany Buiiuy Ha 70 % y nalieHTiB JITHBOTO BiKy, HiX y



MOJIOIIINX IAIiEHTIB, TOMY 3 00€PEeXKHICTIO MigBUIIYIOTh O3y TAKUM IallicHTaM.

CucrteMHa eKCIO3ullisg BajicapTaHy [Oello BUIlla Y MallieHTiB JITHHOIO BiKy IIOPIBHAHO 3 MOJIOALIUMU
IalfieHTaMu, ajie lie He Ma€ KJIiHi9YHO1 3HAYYIIOCTi.

OO6MexeHi JaHi BKa3yloTh Ha Te, 110 CUCTEeMHUH KITipeHC TiIpoXI0pTia3uay 3HUKEHUH K Y 3MOPOBUX
noOpPOBOJIBLIIB JIITHHOTO BiKY, TaK i y MaIlieHTiB JIITHLOTO BiKy 3 apTepialbHOIO TinepTeH3iel0
TIOPiBHSHO 3 MOJIOALIMMH 300POBUMHU NOOPOBOIBIISIMH.

OCKinbKHM TPU KOMIIOHEHTH ITIpernapaTy OfHAKO0BO fo0pe MepeHOoCIThCS MOJIONUMHY TalliEHTaMH Ta
Iali€eHTaMU JIiTHBOTO BiKy, peKOMEHJ0BAHO 3BUYalHUN PEXUM N03yBaHHS.

ITopyweHHA PYHKUIT HUPOK

[TopymierHs1 QyHKIII HUPOK CYTTEBO He BIUIMBA€E Ha (hapMaKOKIHETUKY aMJIOOUMIHY. fK i
OYiKyBaJsioCs, AJid IIpenapaTy, HUPKOBUY KIIiPEHC AKOr0 cTaHOBUTSH julle 30 % 3arajabHOTO
I1IJTa3MOBOT0 KIIIPEHCY, He CIIOCTepiraaocs B3aEMO3B’ 3Ky MiXK (PYHKIIi€}0 HUPOK i CUCTEMHOIO
€KCIIO3UIli€I0 BajicapTaHy. ToMy MallieHTH 3 MOPYIIEeHHIMHU (PYHKI1 HUPOK Bif IETKOTO [0 IIOMipHOTO
CTyIeHs TAKKOCTI MOXYTb 3aCTOCOBYBATU IIpenapaT y 3BU4YaiHii 104YaTKOBIA [031.

ITopyweHHA pyHKUII neviHKu

Y natieHTiB 3 MopyieHHIM QYHKII TeYiHKY KITipeHC aMJIOTUITiHY 3HUKEeHUH, 1110 IPU3BOAUTD 10
36inbineHHs moka3HuKa AUC npubnu3so Ha 40-60 %. Y cepemHbOMY y MALi€HTIB 3 XPOHIYHUMU
3aXBOPIOBAHHSIMH JIETKOTO Ta IIOMIPHOTO CTYIEHS TSKKOCTI €KCIIO3UIIisl (BU3HAUYEHO 3a IMOKa3HUKOM
AUC) BazcapTaHy y 2 pasu BHIIQ, HiXK Y JOPOCINX HOOPOBOJIBIIIB (3rpymoBaHo 3a BiKOM, CTATTIO i
Macoro Tina). 3 00epexkHICTIO CITi Mpu3HAYaTH IMperapaT HallieHTaM i3 3aXBOPIOBAHHSIMHU MEYiHKH.

KombiHarist amnoaumiy/BancapTal/TimpoxIopTia3uyl He TeCTyBajacs 000 TeHOTOKCUYHOCTI Ta
KAHIIEPOTEHHOCTI, OCKIJTbKH He CIIOCTEepirasoch 03HaK B3a€MO/Iii MiX IIMMHU IIpernapaTaMu, I
IIpefCcTaBleHi Ha PUHKY IPOTATOM TpuBaioro yacy. OfmHak aMIOfUIIiH, BajlicapTaH i FigpoxiopTia3ug
IIPOTECTOBAHI iHIUBiAYaTbHO CTOCOBHO T€HOTOKCUYHOCTI Ta KAHIIEPOTE€HHOCTI; OyIu oTpuMaHi
HeraTUBHI pe3y/IbTaTH.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHS eceHIlialIbHOI TinepTeH3il y JOPOCUX MAaIliEHTIB 3 apTepiaJbHUM TUCKOM, afeKBaTHO
KOHTPOJIbOBaHMM KOMOiHaIli€l0 aMIOOUITiHY, BajicapTaHy i TigpoxyiopTia3umdy, siKi 3aCTOCOBYIOTh SIK
TPHU OKPEeMHUX IIpemnapaTy abo K OBa IpernapaTH, OOUH 3 IKUX € KOMOiHOBaHUM.

IIpomunoka3zaHnus.

e ['imepuyTnuBiCTH OO AiIOYMX PEYOBHH, IHIIMX CYIbPOHAMIAIB, MOXITHUX OUTigPOMipUAnHY abo
mo 6ymb-sIKO1 OTIOMiXKHOI peYOBUHH.

e BariThicTpk ab0 miaHyBaHHS BariTHOCTI (IUB. «3aCTOCYBaHHA Y Iepiof BariTHOCTI abo
TOyBaHHS IPYHOI0»).

e [lopymenHs QyHKII nevyinky, GimiapHuii 1upo3 abo xonecras.



Taxki mopyimeHHs QYHKIIII HUPOK (IIBUAKICTE KJIy004KOBOI (inbTpariii (ILIKO)

30 mn1/x8/1,73 M%), aHypisl, a TaKOXK IepeOyBaHHS Ha Aiamisi.

CymyTHe 3acTocyBaHHS npenapaty KombicapT H i3 3aco6amu, 1110 MicTSATh alicKipeH,
nalieHTaM 3 IyKpoBuM fiabeToM abo 3 mopymenHsaMu ¢yHKIil Hupok (IIK® < 60 mn/xs/1,73
M),

PedpakTepHa rinokamieMis, rimoHaTPieMis, rimepKasblLieMis, CAMITOMaTAYHA TillepypUKeMis.

e TsKKa rinoTeH3sid.
[Ioxk (BK/IIOYaOYM KapAiOTeHHUN IIO0K).

OOCTpYKIisg BUBITHOTO TPAKTY JIiBOTO LUTYHOYKA (HaIpuUKiag rimeprpodiuHa o6CTPyKTUBHA
KapAioMiomaTia Ta CTEHO3 aOPTHU TSIXKKOIO CTYIIEHS).

e 'eMonuHaMiuyHO HecTabilbHA ceplieBa HEIOCTATHICTH MiC/Is TOCTPOro iHpapKTy MioKapaa.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

Hocnimxenus B3aemopii KombicapT H 3 iHImIuMu JTikapCbKUMU ITperapaTaMy He ITPOBOAUIIUCE. Y
tabnmuii 1 mpencTaBiaeHo nuie iHGOPMaIIio PO B3aEMO/Ii0 3 IHIUMHY JTiKapChKUMU IIperapaTaMH,
IO BiloMi 15T KOKHOI OKPEMOi [it0u0l peYOBUHMU.

OpHak BaXKJIMBO BpaxoByBaTH, 1110 mpenapat KomOicapT H Moxke 1MOCHITIOBaTH TilOTeH3UBHUN e(heKT
IHIIVX aHTUTINEePTEH3UBHUX IIpernaparis.

Tabmuig 1

OpHoyYacHe 3daCTOCYBAHHSA HE DEKOMEHIOBAHE

[KoMnoHeHmu /TikapcbKi 3acobu ma F(hekm npu 83aemo0ii
Kombicapmy H pPeYoBUHU, 3 AKUMU
icHytomb 83aeMO00ii
BamncapTaH i JTiTik [Tpo 060pOTHE MifBUILIEHHS KOHIIEHTpAalil JIiTifo y
CigpOoXIopTiasug CUPOBATII KPOBi i TOKCUYHICTD IMOBITOMIISIOCS

[IPOTATOM OJHOYACHOTO 3aCTOCYBaHH4 JIITiiO 3
inridiTopamu AII®, aHTaroHicTaMu penenTopis
aHTioTEeH3UHY II, y TOMy 4YHKCIli BajicapTaHoM abo
Tia3ugaMu, TAKUMHU K TidpOXIopTiasum.
OCKiTbKY HUPKOBUU KJIIPEHC JITiI0 3HUKYETHCS
Tia3ugaMu, PU3UK TOKCUYHOCTI JIiTii0, KMOBIPHO,
MoxKe 30ilbIIyBaTHUCS i3 3aCTOCYBAHHSIM
KombGicapTy H. ¥V 3B’s13Ky 3 IluM PEKOMEHI0BAHO
[IPOBOAUTH PETENIbHUIN MOHITOPUHT PiBHA JIITiIO ¥
CAPOBATL IIiJ] 4YaC CyMIiCHOT'O 3aCTOCYBaHHS

rpenaparis.
BancapTaH Kaminzbepiramoyi 7IK1110 HeoOXifHe 3aCTOCYBaHHS JIiIKapChKOTO
miypeTuku, 0oOaBKu [pernapary, 110 BIIJIMBA€E Ha PiBEHb KaJlilo, ¥

KaJlifo, 3aMiCHUKH comi, [koMOGiHallil 3 BaJicapTaHOM, PEKOMEHI0BAHO YacCTO
110 MICTATH KaJlil, Ta iHIIi|TepeBipsATH piBEeHb KaJlilo y mjia3Mi KpOBi.

3aco0u, 110 MOXKYTh
[ifBUIYBaTH PiBHI Kalito




AMITOOUIIIH

['perindpyT abo
rpeindpyTOBUM CiK

3acTocyBaHHS aMJIONHUIIIHY 3 TpeindpyToM abo
rpeinpyTOBUM COKOM He peKOMEH0BaHe, OCKiIbKI
0ioeKBiBaJIEeHTHICTh MOKe 30ibIIYBATUCS Y IEAKUX
MallieHTiB, 110 TPU3BOAUTD 00 30iNblIeHHS eDEKTy

SHUXKEHHSA KpOB’ﬂHOFO TUCKY.

OnHoYacHe 3aCTOCYBaHHS 0Tpebye 00epexkHOCTI

[KomMnoHeHmu /TikapcbKi 3acobu ma Fhekm npu 83aeMo0ii
[Kombicapmy H peyosuUHU, 3 AKUMU
iCHyOMb 83aEMO0iT
AMIOOUIIIH [aribiTopu CYP3A4 (taki |docmimXkeHHS 3a y4acTIO MAIli€EHTIiB JTiTHHOTO BiKYy

SIK KeTOKOHA3011,
iTpaKOHAa30J1, pUTOHABIP)

[IPOIeMOHCTPYBaJIY, 110 OuiTiazeM iHridye
MeTa0O0JTi3M aMJIOAUIIiHY, MOXKJINBO, 3@ Y4aCTIO
CYP3A4 (koHIIEHTpallid y maa3Mi KpOBi 3poCTae
npubau3Ho Ha 50 % i epekT amnoguminy
MOCUIIOETHCS). He MOKHa BUK/TIOYUTH BipOTiTHOCTI
TOT0, 110 Oinbil moTykHi iHTi0iTopu CYP3A4 (Taki sk
KEeTOKOHA30J1, iTpaKOHa30J1, PUTOHABIP) MOXKYTh
[MiABUIyBaTH KOHILIEHTPALI0 aMIOOUIIIHY Y IIJIa3Mi
OinbIll BUPaXKEHO, HiXK OUITia3eM.

OpHOYaCHe 3aCTOCYBaHHS aMJIOOUIIIHY 3 CUIIBHUMU
a00 nmomipHuMu iHribiTopamu CYP3A4 (inribiTopu
[IpoTeasu, a30JIbHI MPOTUTPUOKOBi 3ac00H,
MaKpOJIiiY, TaKi 9K epUTPOMILUH abo
KJIapUTPOMIIIMH, BepanaMin abo quiTiazeM) MOXKYTh
[IPU3BECTH N0 3HAYHOTO 30ibIIeHHS €KCII03UIIil
amiogumniny. Kiiniuni nposiBu nux
(hapMaKOKiHETUYHUX 3MiH MOxKe OyTH OinbIi
BUPaXXEHUM Y NallieHTiB JITHHOTO BiKy. TaKUM YUHOM,
MOXKYTh OyTH MOTPiOHI KITiHIYHWY MOHITOPUHT Ta
KOPUT'YBaHHS [JO3M.

[HnykTopu CYP3A4
(mpoTuCymoMHi
rpernapaTy [Taki K
KapOaMaselliH,
(bernobapbiTan, GeHiToIH,
bocdeniToin, mpuminoH],
pudamrrinmH, 3Bipobiit)

Hewmae manux npo BiiuB iHOAyKTOpiB CYP3A4 Ha
amiogumid. OgHOYacHe 3aCTOCYBaHHS iHOYKTOPIB
CYP3A4 (manpukiap pudaMminuHy, 3Bipo60oi0) MoxKe
[IPU3BOAUTH [0 3HWKEHHS KOHI[EHTpalliil aMJIOAUIIiHY
[y 171a3Mi KpoBi. ITloKka3aHO POBOAUTH KITiHIYHUI
MOHITOPHHT 13 MOXKJIMBUM KOPUT'YBaHHAM 03U
QMJIONUIIIHY IIPOTATOM JIIKYBaHHS IHAYKTOPOM 1 ITiCiIsd
10r0 BimMiHH.

AMJTOMIUIIIH CJTiJ] 32aCTOCOBYBaTH 3 00€pekKHiCTIO
pasoMm 3 iHgykTopamu CYP3A4.

CuMBacTaTUH

3acTocyBaHHs 6araTopa3oBux m03 10 Mr amnoguminy
3 80 MI cMMBaCTaTUHY MIPU3BOOUTE [0 30iNTbIIEHHS
eKCIIO3UIIil CUMBaCTaTUHY Ha 77 % MOPiBHSAHO 3
3aCTOCYBaHHSIM OOHOTO CUMBaCTaTHHY.
PeKOMEH0BaHO 3HUKYBATU JOOOBY HO3Y
cuMBacTaTuHy 10 20 Mr marieHTaM, siKi 3aCTOCOBYIOTh

QMJIOOUIIIH.




[anTposneH (iudys3ii)

Y TBapuH criocTepiranaucd jeTasibHi BUMIAAKU
BHACJIIOK BEHTPUKYIIPHUX QiOpUIALii Ta
KapaioBacCKyJIAPHUX KOJIAICIB y 3B’SI3KY 3
rirnepkaieMi€ro MMicag 3aCTOCYBaHHA BepanaMiiny Ta
MaHTPOJIeHy BHYTPIIIHBEOBEHHO. Yepe3 pU3uK
rinepkasnieMii peKOMEHIY€EThCS YHUKATH CYIyTHHOTO
3aCTOCYyBaHHS 0JI0KATOPiB Ka/bIliEBUX KaHalliB, TaKUX
STK aMJIOJHUIIIH, TTallieHTaM, YyTIUBUM [0 3JI0SIKiCHOI
rinepTepMii, Ta IpH NiKyBaHHI 37T0SKiCHUX
rinepTepMii.

Bancapras i HecTtepoinni HIT3I1 MoxKyTh 10C1abiioBaTH aHTUTiIEPTEH3UBHUMN
CiIpOXJIOpTiasug  |[ompoTm3amaibHi eeKT JK aHTaroHiCTiB aHrioTeH3uHy lI, Tak i
npemnapatu (HIT3II), CigpoX/IOpTia3ugy Npu OJHOYaCHOMY 3aCTOCYBaHHI.
BKJII0Yalouyu celeKTuBHI |[KpiM TOro, omHO4YacHe 3aCTOCYBaHHS IIpernapary
inridiTopu L10T-2, Kombicapt H i HIT3II Mmoxe IpPu3BOOUTH 10
alleTUJICATIIIIATIOBY [OTipIIeHHS HUPKOBOI (QDYHKIIl Ta MiABUINEHHS PiBHSI
KuCnotTy (> 3 r/moby) i KaJliio y cupoBartLi KpoBi. ToMy peKoMeHI0BaHO
HecemekTuBHI HIT3I1 [IPOBOAUTH MOHITOPHUHT HUPKOBOI (PYHKIIil Ha IIOYATKy
JTIKyBaHHS, @ TAKOXK BIAIIOBIIHY TigpaTaljiio nalieHTa.
BasncapTaH [HribiTOpM MepeHOCHUKa [Pe3ynbTaTH JOCIIAXKEHb in Vitro 3 TKAHWHOO MeYiHKH
HaKOMUYEHHS TIOMMHY ITOKAa3asly, 10 BajicapTaH € cy0cTpaToM
(pudamminus, [Ie4YiHKOBOr'0 IlepeHOCHNUKa HakonuyeHHsa OATP1B1
[IUKJIOCIIOPHH) ab0 Ta MIEeYiHKOBOT0 e(IIIOKCHOTO IIepeHoCHuKa MRP2.
e(ITI0KCHOTO CymyTHE 3aCTOCYBaHHS iHTi0iTOPIB IEpEHOCHUKA
MepeHOCHUKa (pUTOHABIp)[HaKonuueHHs (pudaMmIiliH, HUKI0CTIOpUH) abo
e(ITIOKCHOTO TepeHOCHUKA (PUTOHABIP) MOXKYTh
30i7bIIyBaTH CUCTEMHY €KCIIO3MUIIiI0 BaJICAPTAHY.
[ippoxnopria3upg |Ankoronb, 6apbitypatd, |OmHOYacHe BBeNEHHS Tia3UOHUX OiypPEeTHUKIB 3

200 HAapKOTHUYHI
mpernaparu

PEYOBMHAMHU, SIKi TAKOXK MalOTh e(PEeKT 3HUKEHHS
apTepianbHOTO TUCKY (HAMpPUKIIAA 3 TAaKUMHU, ITI0
3HUXKYIOTh CHMIIATUYHY aKTUBHICTh LIEHTPaIbHOI
HEepPBOBOI cucTeMu abo MpsIMy Ba3o[uIIaTalliio), MOXKe
MTOCUJIUTH OPTOCTATUYHY TillOTEH3iI0.

AMaHTaIUH

[[ia3uay, BKIIIOYAOYU TiIpoxXJIopTia3uy, MOXYTh
MiOBUIYBATH PU3UK PO3BUTKY MOGIYHUX peakili,
CIIPUYUHEHUX aMaHTauHOM.

AHTUXOITIHEPTiuHi
[pemnapaTHy Ta iHmi
TiKapchbKi 3aco0w, 1110
BIINBAIOTh HA MOTOPUKY
[ITyHKa

BiomOCTYNIHICTE AlypeTUKIB Tia3UAHOTO TUITY MOXKYTh
[IiBUIyBaTU aHTUXOJIIHEPTiyHi IIpenapaTu
(HampuKIian aTpoImiH, OimepumeH), OYeBUIHO,
BHACJIiOOK 3HUKEHHS LITYHKOBO-KUIIKOBO1
PYXJIUBOCTI Ta IIBUAKOCTI BUIIOPOKHEHHS LITyHKA. |
HaBIIaKH, mependavaeThCs, 0 MPOKiHEeTUYHI
PEYOBUHH, TaKi K IU3ANPU[, MOXKYTh 3HU3UTH
6i0OCTYIHICTD Tia3UOHUX MiypEeTHUKIB.

AHTHia0e TUYHI
[penapaTy (Hampukiiazn
iHCYJIiH 1 mepopasbHi
aHTUOiabeTHYHI 3ac00M)

MeTdhopMin

[Tia3uay MOXKYTh 3MiHIOBATH TOJIEPAHTHICTH 0
[1I0K031. MoXe BUHUKHYTH HeOOXigHICTh TOBTOPHO
CKOPUT'YBaTHU O3y IHCYJIIHY Ta NepopaibHUX
rinormikeMiyHUX 3aC00iB.

MeTtdopMiH crtif 3acToCOBYBaTH 3 00€PEKHICTIO,
OCKiJIbKU iCHY€ PU3UK PO3BUTKY JIAKTOALUI03Y,
iHTYKOBaHOTO MOK/INBOIO (QYHKITIOHATIbHOIO
HUPKOBOI HEeIOCTATHICTIO, 1110 [I0B’s13aHa i3

3aCTOCYBaHHSIM TigpPOXJIOPTia3upy.




BeTta-0okaTopu i
Mia30KCHULI

OpHOYaCHe 3aCTOCYBaHHS Tia3UOHUX A1yPETUKIB,
BKJTIOYAIOYX TiTpoxaopTia3ufl, 3 6eTa-0110KaTopaMu
MOKe ITOCHITIOBATH PU3UK rinepriikemii. Tiasugni
MiypeTHKY, BKJIIOYAO4U TiApOXI0PTia3u, MOXKYTh
[TOCHJIIOBATHU TiNepriaikKeMidyHuN eQeKT Aia30KCULY.

Kapbamas3erin

Y mauienTiB, AKi OTPUMYIOTH TiAPOXJIOPTia3up
O0OHOYACHO 3 KapbaMas3emiHoM, MOXKe PO3BUHYTHUCS
rinoHatpieMis. ToMy HaIi€HTIB CIIif IOIEPENUTH IIPO
MOXKJIMBICTh TilIOHATPIEMIYHUX peakllii, a TaK0xK
CIIOCTEpiraTul 3a X CTAHOM.

[TuKI0CTIOpUH

OnHOYacCHe JIiKyBaHHS 3 LUKJIOCIIOPUHOM MOXKe
[TOCUIIOBATH PU3UK TillepypHUKeMil Ta yCKIIafHEHHS
[IOfArPUYHOrO TUILY.

[[UTOTOKCUYHI IIpeniapaTu
(HampuKiag
uKmopochamin,
MeTOTpeKcar)

Tia3uagy, BKIIIOYAKOUU TiIPOXJIOPTia3uf, MOXYTh
mocnabioBaTé HUPKOBY €KCKPELifo UTOTOKCUYHUX
[pemnaparis (Hanpukiapg nuknodochaminy,
MeTOTPEKCATYy) i MOTeHIIiI0BaTH IXHil
Mi€JTOCYIIpeCUBHUY €(EKT.

['MiKO3uaK HaAllePCTIHKU

[HIyKOBaHa Tia3uaoOM TilokasieMis abo
rinoMarsieMis MoXKyTb BUHUKATH K HebaxKaHi
edekTH, 0 CIPUAIOTH PO3BUTKY CEPIIEBOI apUTMii,
iHOYKOBaHOI [IUTITaliCOM.

0f0BMiCHI KOHTPACTHi
3acobu

Y BumagKy iHIyKOBaHOl AlypeTUKOM fAerigpararliil
iCHy€ MiBUIIEHN PU3UK PO3BUTKY rOCTPOl HUPKOBO1
HEeIOCTAaTHOCTi, 0COOIMBO IIPH BUCOKHUX 103aX
rpernapatiB uony. [lepen 3acTOCyBaHHAM CJIif
[MPOBECTH perifparairiio.

loHOOOMIHHI CMOIA

[TornuHaHHA Tia3UAHUX OyPETUKIB, Y TOMY YHUCIIL
rimpoxyiopTia3ugy, 3HUKYETHCS X0JIeCTUpaMiHOM abo
KOoJleCcTUIoIoM. Lle MoXe mpU3BECTH [0
cyOTepaneBTUYHUX ePeKTiB Tia3ugHUX [iypeTHKiB.
[IpoTe Bpaxarwya f03a rigpoxIopTia3uay Ta CMOJIN
TaKa, 110 TigpoXJI0PTia3uf 3aCTOCOBYETHCS
[moHaMeHIIe 3a 4 roguHu 1o, abo yepes 4-6 roguH
[1iCJI 3aCTOCYBaHHS CMOJI, 1110 ITOTEHI[INHO MiHIMi3ye
B3a€MOZIIO.

UlikapChKi npemnapary, 110
BIIMBAIOTH Ha PiBHI
KaJliio (KaniiypeTuyHi
NiypeTuKy,
KOPTUKOCTEPOINH,
mocnabiodi 3acolw,
AKTT, ampoTepuIiuH,
KapOeHOKCOJIOH,
ne”inmiin G, moxigHi
CaJTiIINIIOBOI KUCJIOTH) Ta
QHTHAPUTMIiYHI 3aco0u

[inoxaniemMiuaui eeKT TigpOXIOPTia3ugy MOKYTh
[TOCUJIIOBATU KaJlilypeTUydHi AlypeTUKY,
KOPTHUKOCTEPOIAH, Tocnadmowdi 3acoly,

A PEHOKOPTUKOTPONHUM ropmoH (AKTT),
aMboTepULIMH, KapOEHOKCOIOH, eHiumiH G, moxigHi
CaJIilIJIOBOI KMCJIOTU Ta aHTUAPUTMi4YHi 3aco0u.
FKIT0 Taki mpenapaTy IpU3HadaTy 3 KOMOiHalli€t0
aMJIOAUIIiH/Ba/ICapTaH/TiApOXI0pTia3uy,
PEKOMEHJ0BAaHO [IPOBOAUTY MOHITOPUHT PiBHS KaJlito
[y TI71a3Mi KPOBI.

JTiKapChbKi mpemapaTy, 110
BIIJIMBAIOThL Ha PiBHI
HaTPito

[imoHaTpieMiyHNY e(peKT OiypeTUKiB Ipu
O0HOYaCHOMY 3aCTOCYBaHHI MOXKYTbh IIOCUIIOBATH
QHTUAENPEeCaHTH, aHTUIICUXOTUYHI IIpernaparTy,
QHTUEIINeNTHYHI MpenapaTu Toilo. HeoOximHa
00epexkHiCTh IPX TPHBAJIOMY 3aCTOCYBaHHI ITUX
ITiKapChKUX 3aC00iB.




JTikapchKi 3acobu, sKi
MOXKYTh BUKJIUKATH
torsades de pointes

3Bakal4M Ha PU3UK TilloKasieMii, rimpoxnopTia3us
CJIifT 3aCTOCOBYBaTH 3 06€PEKHICTIO 3 JTiIKAPCHKUMU
3acobaMu, IKi MOXKYTh BUK/IMKATH torsades de
pointes, 30KpeMa 3 aHTUapUTMIYHUMMU IIpernapaTaMu
Ki1acy la Ta kiacy III, a TakoX 3 TeaKuMU
QHTUIICUXOTUYHUMU IIpernapaTaMu.

JTiKapCBbKi mpemaparTy, 1o
3aCTOCOBYIOTBCS [JIS
JTiKyBaHHS OJarpu

Moxe BUHUKHYTH HEOOXigHICTh ¥ KOPUTYBaHHI J031
[VPUKO3YPUUHUX JIIKapPCHKUX IIpelapaTiB, OCKIIbKI
TiApOXJIOpTia3ug MOXKe IIigBUIIYBAaTH PiBEHbL CEY0BO1

(mpobGeHertun, KHCJIOTY y CUPOBaTLi KPoBi. MoXke BUHUKHYTU

cynbdiHMipa3oH i HeoOXiHICTh y mifBUIeHH] 103U nmpobeHenuny abo

QJIOIyPUHOI) CynbQiHIipa30Hy.
OpHOYacHe NpU3HaYeHHS Tia3uOHUX OlypPEeTHKIB,
BKJII0YAlOYH TiIpOoXJI0pTia3uf, MOXKe MiABUILLYBaTH
YaCTOTY BUHUKHEHHS peakliy rinepuyTInuBOCTi 10
AJIOYPUHOIY.

MeTtungona byny OKpeMi IOBiIOMJIEHHS IIPO PO3BUTOK
TeMOIITUYHOI aHeMil IpY OMHOYaCHOMY 3aCTOCYBaHHI
CiApOXJIOPTia3uAy i METUJIIOIMN.

Hepemnonspuayioui Tia3uau, BKIIIOYalO4YU TiAPOXI0PTia3ul, MOTEHIII0I0Th

penakCaHTH CKeJIeTHUX
M’'s131B (Hampukiamg
TyOOKypapuH)

mito MOXimHUX Kypape.

[HIIII aHTUTIIEePTEH3UBHI
[pernapaTtu

[[ia3uay MOTEHLII0I0Th QHTUTINEPTEH3UBHY [iI0 IHIITNUX
AHTUTINEePTEH3WBHUX IIpenaparTiB (TaKux K
ryaHeTUOUH, MeTunmona, 6eta-6710kaTopu,
CYyIMHOPO3IINPIOBaJIbHI 3aco0u, 6710KaTOpH
KaJbIiEBUX KaHauliB, iHribitopu AII®, iHribiTopu
6710KaTOPiB pelenTopiB aurioTeH3uHy Il Ta mpaMux
inribiTopiB peHiny).

[IpecopHi aMiHK
(HampuKang
HOpaapeHaiH,
afpeHarliH)

[igpoxsiopTia3up MoXkKe 3MeHIIyBaTU PeakIlito Ha
[MPECOPHI aMiHM, Taki K HOpagpeHaliH. KniHiuHe
3HQYEHHS IIbOT0 e(EKTy € HeBU3HAYEHE Ta
HeOCTaTHE [JIs1 IPUIMHEHHS 1X 3aCTOCYBaHHIO.

Bitamiu D i comi kamnbliito

3aCTOCYBaHHA Tia3UOHUX OiyPETUKIB, BKIIOYA4YU
rimpoxmnopria3um, 3 BitaminoMm D a0o i3 consimMu
KaJIbLIif0 MOXKe IIOTEHLII0BATU MiABUIIIEHHS PiBHSA
KaJbllito y CUpOBaTIi KpoBi. OgHOYaCHE
3aCTOCYBaHHS Tia3UIHUX AiypeTUKIB MOXKe IIPU3BECTH
0o TinmepKasblieMil, CXUIBHUX OO TiepKablieMil
(HampuKiaf, rimepnapaTupeos, 37M0SKIiCHI
HOBOYTBOPeHHS a0o BiTaMiH-D-omocepenkoBaHi
CTaHU) Y CXUJIBHUX [0 LBOTO MAlieHTIB 38 paXyHOK

30iTbIIIeHHS KaHablleBoi peaObcopOiii KasblIito.

ITodeitiHa 610kada PAAC 3 aumazoHicmamu peuenmopie aHziomeH3uHy II, inzibimopamu AIIP abo
anicKipeHom

Kniniuni maxi mpogeMoHCTpyBany, 1o moaBiiHa 6110kaga PAAC 3a JOIOMOTro0 CyIIyTHEOTO
3acTtocyBaHHA iHribiTOpiB ATI®, aHTAroHiCTiB pelenTopiB anrioreH3uny I abo amickipeHy noB’s3aHa
3 IiABUIIEHUM PU3UKOM PO3BUTKY MOOIYHUX peakiliii, TakKuX SIK TilOoTeH3is, rimepkaniemis i
NopylIeHHs QYHKIll HUPOK (BKJII0Yal0Yy TOCTPY HUPKOBY HEOCTATHICTE), TOPIiBHSHO i3
MOHOTEpAIIi€l0 PeYOBUHOIO, 1110 BiiuBae Ha PAAC.




Oco06.1ueocmi 3acmocy8aHHs1.
Beamneka Ta eheKTUBHICTh aMJIOAUIIIHY IIPH TiePTOHIYHOMY KpU3i HE HOCTiAKyBaJIUCh.
[amienTy 3 geilUTOM HATPIiIO Ta gerigpaTalieto

Y martienTis 3 gedinuToM comeii Ta/abo merigpaTalii€lo, sIKi OTPUMYIOTh JiyPETUKYU Y BUCOKUX [03aX,
MOXK€ BUHUKATU CUMIITOMaTH4YHa apTepiajbHa TiNoTeH3is MiC/Is I04YaTKy 3aCTOCYyBaHHS IIpenapary.
PekoMeH0BaHO KOPUTYBATH TaKU CTaH Ilepef 3acToCyBaHHAM mpemnapaTty Kombicapt H abo yBaxkHO
CIIOCTepiraTu 3a MallieHTOM Ha [104YaTKy JIIKyBaHHS.

fAkmo mpu 3acTocyBaHHi penapaTy KombicapT H BuHMKae BupaXkKeHa apTepiabHa TiloTeHsis,
IallleHTy CIIif HafaTy TOPU30HTAJIBHOTO IIOJIOKEHHS 3 IPUMIAHATUMY HUXKHIMY KiHIIBKaMU i, IKIIO
HeoOXiIHO, BHYTPIITHLOBEHHO iH(Y3iliHO BBeCTH (i3iomoriunnil po34yuH. JIikyBaHHS MOXKHA
IIPOOBXKYBATH Micis cTabimizalii apTepialTbHOTO TUCKY.

3MiHU DiBHIB €1EKTPOJIiTIB CUPOBATKY KPOBI

Amao0uniH/eanacapmat/2iopoxaopmia3ud

Heo0OxigHo nepioguyHO mepeBipsiTH PiBHI €IEKTPOIITIB CHPOBATKY KPOBI, 1100 BU3HAYUTH MOXKITUBUN
eJIeKTPOJIiTHUM fucbaaHc.

[IepiopryHe BU3HAUYEHHS PIBHIB €JIEKTPOJIITIB 1 KaJIil0 y CUPOBATII KPOBI CJIiJl IPOBOJUTHU Yepe3
BiITIOBigHI MPOMIXKKM Yacy IJIs IONepeKeHHs MOXKIIMBOTO eJIEKTPOJITHOTO aucOanancy, 0COOMUBO Y
NallieHTiB 3 TAaKUMU (HaKTOpaMU PU3UKY K MOPYIIeHHS (YHKIIil HUPOK, TiKyBaHHS IHIIUMU
npenapaTtaMy Ta eJIeKTPOIiTHUH gquchanlaHC B aHaMHe3i.

Baacapman

OpHOYacHe 3aCTOCYyBaHHS 3 KaJliEBMiCHUMY fo0aBKaMu, Kasii30epiraiounMu AiypeTuKaMu,
3aMiHHUKaMU COJIi, 1110 MiCTSTh Kasi#t, abo iHMmuMyU mpemnapaTaMy, 1110 MOXKYTb IiBUIYBaTH PiBHi
KaJiiio (HampuKIIafd renapruHoM), He peKoMeHnoBaHe. [Ipyu HeoOXimHOCTI CITig KOHTPOJIIOBATH PiBHI
KaJlio.

I'iopoxsaopmia3ud

[ToBimomIsiNioCs IPO PO3BUTOK TilOKasieMil IpHU JIiKyBaHHI Tia3UOHUMU OiypeTUKaMU, B TOMY YUCTIi
TiIPOXIOPTia3ugOM.

JlikyBanHs npemnapatoM Komb6icapt H cnig moyuHaTH TimbKY Micis KOPeKIil rimokanieMii Ta 6ymb-
SKOi CITiBiCHyI04o0l rimomaruiemii. Tia3upgHi giypeTMKY MOXKYTh IPU3BECTH [I0 IIOSIBU TilloKaieMil abo
3arocTpioBaTH HasgBHY Timokamiemito. Tia3ugHi AiypeTHKH CIIifl 3aCTOCOBYBATH 3 00€PEKHICTIO
malieHTaM 3i CTaHaMy, 1[0 BKJIIOYAlOTh BTPaTy Kasliio, HalpuKiaj, ColeBTpaTHa HedpomnaTis Ta
IpepeHanbHe (KaphaioreHHe) mopyueHHs GYHKIN HUPOK. fAKIIO rimoKanieMis po3BUBAETHLCS i Yac
Teparil rigpoxJIopTia3ugoM, 3aCTOCYBaHHS IIPemapaTy CIlif IPUIUHUTY J0 CTa0iIbHOI KOPeKIIil
KaJjieBoro HanaHcy.

JIikyBaHH{ Tia3UOHUMU AiypeTUKaM¥, BKIIOYaKYH TigqpoXI0pTia3ufl, [I0B’d3aHe 3 PO3BUTKOM
rinoHaTpieMii i rimoxopeMiuyHOT0 ankano3y abo 3 3ar0CTPEeHHSM iCHYI04OiI TinmoHaTpiemil.
CroocTepiraeTsCs rinoHATPieMis, 0 CYIPOBOMAXKYETHCSI HEBPOJIOTIYHUMY CUMIITOMaMu (HyHOTa,



Iporpecyloda fe30pi€HTalis, anaTisa). JIikyBaHHS rifgpoxI0pTia3uaoM CIIif MOYNHATH JIUIIe MiCIsa
KOpeKIii icHytouoi rimonaTpiemii. ¥ pasi TskKoi abo mBuAKOI rinoHaTpieMii mif yac nikyBaHHS
Komb6icapTom H 3acTocyBaHHS mpemnapaTy CJIif MPUIMHUTH 00 HopMaJidanii HaTpiemil. Tiazunu, B
TOMY YHUCJIi TiAPOXJIOPTia3uf, IOCUJIIOITh BUBEIEHHS MarHiio i3 cedero, 110 MOXe IIPU3BONUTHU [0
rinomaruieMii. [Ipu 3acTOCyBaHHi Tia3UIHUX [iypPETUKIB 3HUKYETHCS €KCKPEIlis Kabllio, 1[0 MOXKe
IIPU3BOJUTHU [0 TillepKalbIieMil.

Bcim natieHTaM, SKi OTPUMYIOTH Tia3uAHI AiypeTuKy, HeoOXigHUY TPOBOTUTH TIePioguYHUN
MOHITOPHUHT PiBHA €JIeKTPOJIiTiB, 0COOIMBO Kasliio, HaTpPilo Ta MarHio.

[NopyuieHHs QYHKITI HIPOK

Tia3upni AlypeTUKY MOXKYTh IPUCKOPUTH a30TEMIIO V IAI[l€HTIB 3 XPOHIYHUM 3aXBOPIOBAaHHIM HUPOK.

[Tpu 3acTocyBaHHi mpenapaty KombicapT H pekoMeHI0BaHO IepiofUYHO KOHTPOIIOBATH PiBeHb
KaJIilo, KpeaTHHiIHY Ta Ce40BOl KMCJIOTH Y CUPOBATIIi KPOBi Nalli€HTIB 3 MOPYILIEHHSAM (PYHKIII HUPOK.

Komb6icapT H npoTtumnoka3anuii naiieHTaM 3 TSKKOI0 HUPKOBOIO HEIOCTATHICTIO, aHypieio abo
IalieHTaM, 10 3HaXOOAThCs Ha Hiamisi.

HeMmae HeoOximHOCTI y KopuryBaHHi qo3u npenapaty Kombicapt H naiieHTaM 3 mopymeHHSM GYHKITI
HYUPOK Bif] IETKOT0 10 IIOMipHOTO CTymeHs TsxkkocTi (IIIK® = 30 mn/xs/1,73 M°).

CTeH03 HUPKOBOI apTepii

KombicapT H moTpi6HO 3acTOCOBYBaTH 3 00€peXkKHiCTIO [ JTiKyBaHHS TilepTeHs3ii y malieHTiB 3
onHOOiYHMM a00 TBOOIYHHMM CTEHO30M HMPKOBOI apTepii abo CTeHO30M OOUHOYHOI HUPKHU, OCKiTbKU
PiBHi CEYOBMHU Ta KPeaTUHIHY B CUPOBATII KPOBi MOXKYTh 30iIbIITyBaTHUCS.

TpaHcnmaHTallid HUPKA

Ha cporogni Hemae indopmaiiii momo 6e3neky 3acTocyBaHHs npenapaTy KombicapT H naiieHTawm,
SIKMM HeI[0JaBHO IIPOBEOEHO TPAHCIUIAHTALliI0 HUPKH.

[NopyiieHHs QYHKINI MeYiHKN

BasicapTas rojoBHUM YXMHOM BUBOAUTHCS Y HE3MIHEHOMY BUTJIAAL 3 2KO0BY0. [lepion HaliBBUBEEHHSA
aMJIOJUITIHY TIOIOBXKYETHCS Ta MoKa3HUK AUC (KOHIIEHTpallis B [1JIa3Mi - YaC) BUIIUH y MAIli€HTIiB
3 NIOPYIIEeHHAMHY QYHKII] Ie4YiHKKA; PpeKOMeHallil o0 403yBaHb BiACyTHi. [I71g mallieHTiB 3
OPYIIeHHAMY (QYHKII] IeYiHKY JIETKOTO Ta MOMIPHOTO CTYTEHS TSXKKOCTI, 1110 He
CYIIPOBOIXKYIOTHCS X0JIeCTa30M, MaKCHUMaJlbHa PEKOMEeHI0BaHa f03a BajicapTaHy CTaHOBUTH
80 mr. 3 niel npuunnu npemnapaT KombicapT H He noka3aHu# 015l TaKOi TPy Malli€HTIiB.

AHTiOHEBPOTUYHUY HAOPSIK.

Hab6psik KBiHke, y ToMy 4ucyi HaOpsIK ropTaHi Ta rojIoCOBOI IIIIMHM, 1[0 MOXKYTh IIPU3BECTH [I0
0OCTpPYKIIil AuXaTbHUX HIUISAXIB, i/a60 HAOPsAK 06muYYs, Ty0, TTIOTKU i/abo f31uKa, CIloCTepIiramucs y
NallieHTiB, SIKi 3aCTOCOBYBa/IM BajicapTaH. [leski 3 KX MAaIlieHTiB Maiu B aHaMHe3i Habpsak KBinke
IIPY IPUMOMI iHIIKX MperapaTiB, Y TOMY YHUCJIi iHTi6iTOPiB aHTi0TEH3WHIIEPETBOPIOBAIEHOTO
dbepmenTy (AII®). 3actocyBanus npemnapaty KombicapT H ciif HeraiHo NPUNMHUTY IPY BUHUKHEHH]
HaOpsKy KBiHKe; IOBTOPHE 3aCTOCYyBaHHS He PEKOMEHIOBAHeE.

CepiieBa HEOOCTATHICTh Ta 3aXBOPIOBAHHS KOPOHAPHUX apTEPii/CTaH HiciIsg mepeHeceHoro indgapkT



MioKapna

BHacnigok npurHideHHs peHiH-aHTi0TEeH3WH-aIbI0CTEPOHOBOI CHCTEMH Y TAI[iEHTIB i3 MiABUIIEHOI0
YYTIUBICTIO MOXKYTh OUiKyBaTHUCS MOPYIIeHHS QYHKIII HUPOK. Y Malli€eHTiB i3 TSIKKOI0 CEPIIEBOIO
HE[IOCTATHICTIO, B IKUX (PYHKIIisT HUPOK MOXKe 3aJie’kaTH Bifl aKTUBHOCTI PeHiH-aHTi0TeH3UH-
ambOOCTEPOHOBOI CUCTEMH, JIiKyBaHHS iHTi6iTOpaMy aHTi0TeH3UHIIEPETBOPIOBAIFHOTO PEePMEHTY
(AII®) i aHTaroHiCTaMM aHTiIOTEH3WHOBUX PEIENITOPIB MPU3BOAUTH [0 OJIrypil Ta/abo mporpecyioyoi
a3oTeMii (pifKo) 3 TOCTPOI0 HUPKOBOIO HEMOCTATHICTIO Ta/ab0 neTanbHUM HacmigkoM. [Tpo nomibHi
pe3yibTaTH MOBiAOMIISAIOCS IIOA0 BanicapTaHy. OlLiHKa XBOPUX 3 CeplieBOI0 HENOCTAaTHICTIO abo micis
nepeHeCceHoro iHpapKTy MioKapia OBMHHA 3aBXKIX BKIIOYATH OI[iHKY (QYHKIIil HUPOK.

Y DoBrocTpokoBOMYy Iiarie60-KOHTPOIL0BaHOMY AociimkenHi ammongumniny (PRAISE-2) B marieHTiB i3
CeplLeBoI0 HeOCTaTHICTIO HeimeMidHOro noxomxeHHd kiacy 11 i IV 3a knmacudikariiero NYHA (Hsto-
HMopkchKoi Kapaionoriunoi acomiamnii) mpy 3acToCyBaHHI aMIONUIIHY YaCTOTa BUIAAKIB PO3BUTKY
HaOpPsKY JereHb Oysa BUIOI0, He3BaXKal0uy Ha He3HAYHY Pi3HUIIIO Y MOSBi YU MOTipIIeHH] cepIiieBol
HEJOCTAaTHOCTI y MOPiBHAHHI 3 TaKO0 IPU 3aCTOCYBaHHi I1aiebo.

[TarmienTaM i3 3aCTifHOI CepIIeBOI0 HEOOCTATHICTIO 6/I0KATOPH KaJbIiEBUX KaHAJIB, BKIIOYAIYH
aMJIOMIMIIIH, CJTif] 32aCTOCOBYBATH 3 00€peXkKHiCTIO0, OCKIJIbKA BOHU MOXKYTb MiJBUIIYBAaTH PU3UK
CepIeBO-CYAUHHUX TOfii Ta JIeTAaJIbHOT'0 HACIIiKY.

PekxoMeHnmoBaHO 3 00epeXkHiCTIO MPHU3HAYATH MIpelapar MalieHTaM i3 ceprieBoi0 HelOCTaTHICTIO Ta
3axXBOPIOBaHHSAMM KOPOHAPHUX apTepili, 0co6/IMBO ¥ MaKCUMasbHiX 0o3i npenapaty KombicapT H -
10 mr/320 Mr/25 Mr, OCKilIbKM JaHi II0JI0 3aCTOCYBAHHS IIperaparTy Lii TPy MmaifieHTiB 00MexKeHi.

CTeH03 a0pPTaAabHOIO i MiTPAIbHOTO KIlallaHiB

4K i mpu 3acToCyBaHHI iHIINX Ba30AuIaTaTOPiB, 3 0COOMNMBOI0 00ePEKHICTIO MPU3HAYAIOTh IIpenapaT
malieHTaM 3i CTeHO30M aopPTaIbHOTO i MiTPaJIbHOTO KjlallaHiB HEBHCOKOI'O CTYIIEHS.

BaritHicTtb

JlikyBaHHS aHTaroHictamu penentopiB anrioteH3uny Il (APAII) He crig mOYKMHATH IIif YacC BariTHOCTI.
Axmo npomoBxkeHHs Teparnii APAIl € HeoOXigHUM, NallieHTaM, SKi IJIaHYIOTh BaTriTHICTh, HEOOXiTHO
IIePEeXTH Ha JTIKyBaHHS allbTEPHATHBHUMHU aHTUTIEPTEH3UBHUMHU 3ac00aMH, SIKi MalOTh
BCTAHOBJIEHUN podinb 6e3neKu [ 3aCTOCYBaHHS BariTHUM. Y pa3i HacTaHHS BariTHOCTI MiKyBaHHS
APAII moTpi6HO HeraiHo MPUIUHUTH i, SKIO He0OXiIHO, TI0YaTH albTePHATUBHY Teparliio.

[IepBUHHNM TilepaabO0CTEPOHI3M

[TarieHTiB 3 IEPBUHHUM TillepajabA0CTEPOHI3MOM He CJIif JIiIKyBaTH aHTArOHICTOM aHTrioTeH3uHy Il
BaJICApTaHOM, OCKIJIbKM Y HUX He aKTUBOBaHa CACTeMa peHiH-aHTioTeH3uH. ToMy mpenapaT
Komb6icapT H He peKoMeHOOBaHUY OJIs 1Ii€l PNy MalliE€HTIB.

CHCTeMHUY YEePBOHUY BOBYAK

[ToBimoMsANIOCH, 110 Tia3UAHI OiypeTHKY, BKITI0UAI0YH TipOXI0PTia3us, 3arocTpiooTh abo aKTUBYIOTh
nepe0bir CHCTEeMHOT0 YEPBOHOTO BOBYAKa.

[HIIi mopyIeHHs MeTabomi3My

Tia3ugHi OlypeTUKY, BKIIIOYAOUU TiIPOXIOPTia3uf, MOXKYTh 3MIHIOBATH TOJIEPAHTHICTH [0 TJIFOKO3H i
IiABUINYBATU PiBHI X0NE€CTEePUHY, TPUTIIIEPUAIB i CEY0BOL KUCIIOTH Y CHPOBATIL KpoBi. Moxe



BUHUKHYTH HEOOXiTHICTh y KOPUTYBaHHI 03U iHCYiHY ab0 mepopasbHUX TilOT/IiKeMidHUX 3ac00iB
nalieHTaM i3 IyKpoBUM fiabeToM.

Ockinbku KombicapT H MicTuTh rifpoxiopTias3uf, BiH IPOTUIIOKa3aHUY NIPYA CUCTEMHIN
rimepypukeMil. ['igpoxnopTia3ug MoXKe MigBUIIYBAaTH PiBHI C€Y0BOI KMUCIOTH B CUPOBATIIi KPOBi
BHACJIiJOK 3HMKEHHS KJIiPEHCY CEY0BOl KMCJIOTH Ta MOXKe CIPUUYMHSATH 3arOCTPEHHS TinepypuKeMil,
a TaKOXK PaITOBY IIOJarpy y 4yTJIUBUX IAI[l€HTIB.

Tia3umu MOXKyTh I0CIabII0BaTH €KCKPEIIilo KaJIbIlilo 3 ceuelo i CIPUYMHATY IepiofuyHe Ta He3HAUHe
IiABUINEHHS PiBHS Kaslbllilo y CUPOBATII KPOBi IIPH BiICYTHOCTI BifOMUX MOPYIIEHb MeTab0Ii3aMy
KaJbIliio. 3acTocyBaHHs npenapaTy KombicapT H ciif mpunuHUTH, SKIIIO Iif 9ac JTiKyBaHHS
PO3BUBAETHCA rinepkKanbliemMid. [Tig yac miKyBaHHS Tia3ugaMu IMEePiOOAYHO CHIig KOHTPOIIOBATU
piBeHb Kasbllilo B CUPOBATIi KPOBi. BupaxeHa rinepkanblieMis MOXKe CBIIUUTHU IPO IPUXOBAHUMI
rinepnapatypeol. Cuif NIpUNUHUTY 3aCTOCYBaHHS Tia3WU[iB Iepeq IPOBeeHHIM TeCTiB IOA0 (YHKIII
IIapaIUTOBUIHOL 3aJI03H.

D®OTOYYTAUBICTD

[Tpo Bumagxu peakiiii GOTOYYTIUBOCTI IOBIOMJISIN IIPYU 3aCTOCYBaHHI Tia3UOHUX OiypEeTUKiB. fAKIIO0
peaxtii GoToUyTIMBOCTI BUHUKAIOTH MIPOTSATOM IIpuiioMy npenapaty KombicapT H, pekoMeHI0BaHO
IPUIMHUTHY JTiIKyBaHHS. JKIIO0 BifTHOBIIEHHS 3aCTOCYBaHHS [iypeTHKa BBaXKa€ThCS HEOOXimHUM,
PEKOMEH0BaHO 3aXUIaTH BiIKPUTI AiJITHKY Tina Bif COHIYHUX ITPOMeHiB abo mTy4yHoro YOO.

XopioiganbHUYU BUIIT, TOCTPa KOPOTKO30PIiCTh Ta BTOPMHHA 3aKPUTOKYTOBA TJIayKoOMa

3acrtocyBaHHs 'impoxnopoTia3uny, cynbdonaminy 6yo acoliifioBaHe 3 aliepriiiHo0 peakilieto, 110
IIpu3BeJia 10 X0PioifaabHOT0 BUIITY 3 edeKToM 30pOBOTO II0JIsl, TOCTPOl TPAH3UTOPHOI Miomil Ta
TOCTPOI 3aKPUTOKYTOBOI I'TayKoMu. CUMIITOMY BK/TI0UaIy TOCTPUI T0YaTOK 3HUKEHHS TOCTPOTH
30py abo 6ifib B 04ax Ta 3a3BUYal 3'SIBISIIKUCS B MMePIli roquHyu ab0 MepIIui TUKIEHb MiCIIs MOYaTKYy
nmikyBaHHs. HemikoBaHa rocTpa 3aKpUTOKYTOBA TJIayKOMa MOXKe IMPU3BOOUTH OO HEOOOPOTHOI BTPATH

30py.

B nmepury yepry, HeoOXifHO SIKOMOTa IIBUAIIE TPUIUHUTY 3aCTOCYBAHHS TiPOXJIOpOTia3umy. AKIo
BHYTPIIIHbOOYHUM TUCK 3a/IMIIAETHCS HEKOHTPOIbOBAHUM, CJIifl PO3TISTHYTH HeOOXiIHICTh HEranHOI0
MeIHKaMeHTO3HOoro abo Xipypriuxnoro nikyBaHHsS. ®aKTopaMu PU3UKY PO3BUTKY 3aKPUTOKYTOBOI
r7IayKOMU MOXKYTh OyTU anepriyfi peakiiii Ha cynbhoHaMin a60 MeHIIMITH B aHaMHe3i.

3arasnmHi

3 0o6epekHiCTIO MPU3HAYAIOTh IIpelapar MallieHTaM, y IKUX CIIoCTepiranacs rinepyyTiuBiCTh [0
IHIIMX aHTaroHICTIB pelenTopiB aHrioTeH3uHy Il. BUHUKHEHHS peaklid rinepyyTIuBOCTI 40
rigpoxmopria3uny OGinbIl iMOBipHE y TAlli€HTIB 3 aJIepri€io Ta acTMOI0.

JlikapcpKui 3acib MiCTUTD JTaKTO3Y, TOMY IallieHTaM 3 TaKUMU PiTKUMHU CIIafIKOBUMHU XBOpoOaMu SiK
HEeTlePeHOCUMICTh rajlakTo3u, AedinuT maktasu Jlanna abo nopymeHHs MaabaOcopOIlil TTII0K03U-
rajakTO3M He CIIifl 10T0 3aCTOCOBYBATH.

[MauieHTH TTHROTO BiKY (BiKOM Bilm 65 POKiIB)

PekxoMeHIoBaHO 3 00epeXKHICTIO, 30KpeMa 9aCTO KOHTPOJIIOIYY apTepialbHUM THUCK, TPU3HAYATH
Ipernapar IalieHTaM JIiTHbOTO BiKy, 0CO0IMBO MaKcuMasibHi o3u Kombicapty H

- 10 mr/320 Mr/25 Mr, OCKiNIbKM AaHi 100 3aCTOCYBaHHS IIpenapaTy Hali€eHTaMm
1€l rpynu oOMexkeHi.



ITodsitliHa 6.10Kada peHiH-aHziomeH3uH-a1b0ocmepoHoeoi cucmemu (PAAC)

[cHYIOTb IOKA31 TOTO, IO CYIyTHE 3acTOCyBaHH4 iHTi0iTopiB AII®, aHTaroHiCTiB pelenTopiB
anrioteH3uny Il abo amickipeHy migBUIy€e PU3UK TiOTEH3i], MOXKe IPU3BOAUTH [0 MigBUILIEHHS
BUIIa[IKiB riNOTEH3il, rinepkaieMil Ta mopyeHb GPyHKII HUPOK (BKI0Yal04U TOCTPY HUPKOBY
HEe[OoCTaTHICTh).

Y 3B’s3Ky 3 uuM mopBifiHa 61okama PAAC msgxoM CynmyTHROT'O 3aCTOCYBaHHS iHTibiTOpiB AIID,
aHTaroHicTiB peuenTopiB aHrioTeH3uHy Il abo anickipeHy He peKOMEHIYEThCS.

fAkmo nopBiiHa 6710Kafa noTpibHa, TO ii CyIif MPOBOAUTH Mif peTeIbHUM HaTNIIfoM ¢axiBid i mpu
IIOCTiMHOMY KOHTPOJII (PYHKIIil HUPOK, PiBHS €JI€KTPOJIITIB i apTepianbHOT0 TUCKY. CyIyTHE
3acTocyBaHHS iHTi6iTOpiB ATI® i aHTAroOHICTIB PelenTopiB aHTioTeH3UHY 1] He peKOMEHIYEThCS
malfieHTaM 3 giabeTUYHOI0 HedpomaTiero.

HemenaHoMHUll pak wkipu

[TigBuIeHNYN PU3UK HEMeTaHOMHOTO0 paky mkipu (HMPIII) (6a3anbHO-KITiTHHHA KapIMHOMa i
TIJIOCKOKJTITHHHA KapImHOMa) 3i 30ibIIeHHIM KyMYJISITHBHOI 03U TiIpOXI0pOTia3uay CIocTepiraBcs
y OBOX elifeMionoTiYHUX JOCTigKeHHX, 10 6a3y0ThCS Ha JaHChKOMY HallioOHaJTbHOMY PEECTPI paKy.
doroceHcubinizyoya figd Trifpox/I0poTia3uAy MoXkKe BUCTYIIaTH IOTEHI[INHUM MeXaHi3MOM PO3BUTKY
HMPIII.

[ManieHTy, sIKi TpUIMalOTh TigPOXJIOPOTia3uf, MOBKUHHI OyTH noiHdopMoBaHi npo pusuk HMPIII.
TakuM malfieHTaM peKOMEHI0BaHO PeryJIapHO IepeBIipsATH LIKIPY Ha HasABHICTh HOBUX YpaXKeHb 1
HeralHo MOBiOMIIATH PO Oyab-gKi mimo3pini 3Minu mKipu. MoxknuBi npodinakTH4YHI 3ax0qu 3
MeTOoI0 MiHiMi3allil pu3uKy PO3BUTKY pakKy WIKipH, Taki K 00MeKeHHS BIUIMBY COHSYHUX ITPOMEHIB i
ynbTpadioeToBUX MPOMEHIB, a IIPU BIUIMBL COHIYHOIO CBIiTJIa - BAKOPUCTAHHS aJeKBaTHOI'O 3aXUCTy.
[Timo3pini ypakeHHd IMKipU CJIi HEraHO BUBYUTH, BKJIIOYAIOUM TiCTOJIOTiYHI HOCTigXKeHHs Oi0mCii.
3acTOCyBaHHS TiTPOXJIOPOTia3uAy TaKOXK Mae OyTH MmepersHyTe Ojs namieHTis, 3 HMPIII B
aHaMHe3l.

3acmocysaHHs 8 nepiod sazimHocmi abo 200y8aHHs 2py00i0.
BariTHicTb
Amao0uniu

HocnimkeHHS o0 0e3meKu 3aCTOCYBaHHS aMJIOAUITIIHY IIifl Yac BariTHOCTI He TIPOBOAUIIKCH.

Y pmocrigXeHHSX Ha TBapMHAX PENPOLYKTABHA TOKCAYHICTE CIIOCTepiranacs npu
3aCTOCYBaHHI BUCOKUX [03. 3aCTOCYBaHHS IIif] YaC BariTHOCTI pEKOMEHI0BAHO, TiJIbKY SKILO
BificyTHi Oinbin Ge3mevnuit anbTepHaTUBHUM JTiKapChbKUit 3acib Ta SKIO 3aXBOPIOBaHHS Hece
OimbIIMY PU3UK OJIS BariTHOI Ta IJI0Oa.

Baacapman

[TpenapaT MPOTUIIOKAa3aHO 3aCTOCOBYBATH BariTHUM ab0 XKiHKaM, SKi IIJITaHYIOTh 3aBariTHITH. AKIIO
i Yac JiKyBaHHS LUM JIiKApChbKUM 3aCO00M IiATBEPAXKYEThCS BaTiTHICTh, HOT0 3aCTOCYBaHHS
HeoOXigHO HeraiHO IPUIIMHUTH i, IKIT0 HeOOXimHO, - 3aMiHUTH iHIITNM JIiIKApPCHKUM 3ac000M,
IO3BOJIEHUM [0 3aCTOCYBaHHS BariTHUM.



I'idpoxaopmia3ud

IocBin 3acTocyBaHHS TiIpOX/IOPTia3uay B epiof BariTHOCTI, 0co0uBo B I TpuMecCTpi, 00MeKeHMH.
[aHuX, OTpUMaHUX Iifl Yac OOC/IiXKeHb Ha TBAapUHaX, HeJOCTaTHLO.

Tippoxmopria3up npoHUKae yepes mianeHTy. PapMakKoIoTiYHAY MeXaHi3M [il rifpoxiopTia3uny mae
MOXKJIUBICTh CTBEPIXKYBATH, 110 3aCTOCYBaHHS LOro npemnapaty B nepiop II ta III TpumecTpis
BariTHOCTI MOXKe MOPYIIyBaTH (GeTomIaneHTapHy nepdysito i CIpUUYNHATH BUHUKHEHHS (DeTarbHUX
Ta HeOHATAJIbHUX PeakIliff, TaKUX SIK KOBTSHUIIS, TOPYLIEHHS eJIeKTPOIiTHOTrO GanaHcy i
TPOMOOIIMTOIIEHisI, @ TAKOXK MOKE aCOIIOBATUCS 3 iHIIUMY MOOIYHUMH PeakIlisiMH, 110
CIIOCTEPIraloTLCS Y OPOCIIHUX.

AmaoduniH/eancapmat/2iopox.aopmia3ud

Hewmae mocBingy 3acTocyBaHHs npenapaty Kombicapt H BaritHuM X)inkaM. HasiBHI jaHi CTOCOBHO
KOMITOHEHTIB IIpelapary [alTh MOXKIIKNBICTE CTBEPIXKYBATH, 10 3acTocyBanHs Kombicapt H
IIPOTUIIOKA3aHO.

[lepion rogyBaHHSA TPYOOI0

AMITOIUIIIH BUBOOUTLCSA Y TPyOHE MOIOKO. YacTKa MaTEPUHCHKOI 03K, OTPUMAaHOl HEMOBIISIM,
OLIiHIOBAJIaCA 3 MIXKKBapTUJIPHUM Aiana3oHoM 3-7 %, MakcuManbHO 15 %. Briius amnogumniny Ha
HEeMOBJISI HeBifoMuii. [HpopMalia 1100 3aCTOCYBaHHHS BajicapTaHy Iifl 4ac rOAyBaHHS IPYAII0
BigcyTHA. [igpoxyiopTia3up BUSABISAETHCA Y TPYTHOMY MOJIOL Y HEBEJIMKUX KITBKOCTAX. Tia3unu y
BUCOKUX 03aX, 110 BUKJIUKAIOTh CUJIbHUY [iype3, MOXYTh MTePeIIKOAXKaTH BUPOOJIEHHIO TPYIHOT0
MOJIOKaA.

3acrtocyBanHs KombicapT H mpoTumoka3aHo IPOTIroM Iepiogy rogyBaHHS IPYOOLO.
DepTUNLHICTD

Kninigyaux gocrnigKeHs, OB’ s13aHUX i3 3acTocyBaHHAIM KombicapT H, om0 ¢pepTumbHOCTI HEMAE.
Baacapman

BancapTaH He MaB KOIHOTO LIKIITMBOTO BIIJIUBY Ha PENPOAYKTUBHY (YHKIIiI0 caMiliB ab0 caMOK
MIypiB Ipu nepopanbHux go3ax mo 200 mMr/kr/moby. Lis mo3a B 6 pa3iB IepeBHUIIye MaKCUMaJbHY
PEKOMEHMIOBaHY [03y [JIs IOAKMHHM, PO3PaxoBaHy B MI/M’ (PO3PaxyHKH Hepen6adarTh IepopanbHy
no3y 320 mr/mo0y mys malfieHTa 3 Macoo Tina 60 Kr).

Amao00uniH

Y [mesiKWX TMAIli€HTIB, IKi oTpuMyBaau 6JI0KaTOPU KasbllieBUX KaHaliB, OyIu 3apeecTpoBaHi 000pOTHi
OioximMiyHi 3MiHM T'OJIOBOK cIiepMaTo30ifiB. KniHiuHi jaHi € HemoCcTaTHIMU IOO0 MOTEHIIMHOTO
BIUIUBY aMJIOOUIIHY Ha GepTUIbHICT. B ogHOMY HmocrimKeHHi Ha Imypax 6y10 BUSIBIEHO
HECIIPUSTIIVBI BIUIUBY Ha YOJIOBiYy (PEPTUIIBHICTS.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Y marrienTis, 110 3acTocoBytoTh KombicapT H, MoXke BUHMKATH 3allaMOPOYEHHS YU BiIUyTTS



cn1abKOCTi micys MpuUioMy IIperapary, TOMY BOHU ITOBHHHI BPaXOBYBATH IIe IIiJl Yac KePyBaHHS
aBTOTPAHCIIOPTOM Ta po6OTH 3 MOTEHIIIHO HeOE3NEeYHUMHU MeXaHi3MaMHu.

AMrnogutiH Moxe cabko abo TOMipHO BIINTMBATH Ha 3[aTHICTh KEPYBAaTU aBTOTPAHCIIOPTOM abo
IpaloBaTy 3 IHIIMMU MeXaHi3MaMu. AKIOo MalieHTH i Yac 3aCTOCYBaHHS aMJIOOUITIHY Biq4yBalOTh
3allaMOPOY€eHHs, TOJIOBHUY 6inib, BTOMY ab0 HY[IOTY, IXHS peakilis MoXkKe MOPYIIyBaTUCS.

Cnoci6 3acmocyeaHHss ma do3u.

Cnoci6 3acToCcyBaHHS

KombicapT H MoXHa 3aCTOCOBYBaTH He3aJIeXKHO Bif mpuitomy ixki. TabmeTKu i KOBTATH LiNUMHU,
3aMuBalOYy BOMOIO, B OJUH i TOM ke 4ac moOu, 6axKaHo BPAHIIi.

O3YBAHHA

PekomeHioBaHa fo3a mpemnapary Kombicapt H - 1 TabneTka Ha mo6y, 6akaHo BpaHIIi.

[Tepern mepexomoM Ha 3acTocyBaHHs npemnapaTy Kombicapt H ctaH maifieHTa moBUHEH OyTH
KOHTPOJIbOBaHUM HE3MIHHUMHU [[03aMU MOHOIIPEIapariB, SKi IpAUMalTh OMHOYACHO. [l03a
KombicapTy H nmoBuHHa 3ajiexaTy Bifi ;03 OKpEMUX KOMIIOHEHTIB KoMOiHallii, 110 3aCTOCOBYIOThCS Ha
MOMEHT 3MiHU IIpenapary.

MaxkcuMmanbHa peKoMeHoBaHa fo3a npemnapaty Kombicapt H - 10 mr/320 Mr/25 wmr.

OxpeMi rpyny nali€eHTiB
ITopyweHHA pYHKUII HUPOK

OCkinbKY [0 CKJIaAy IIperapaTty BXOOUTH TigpoxiopTia3usn, npenapaT KombicaptT H npoTunoka3saHuii
nalieHTaM 3 aHyPI€lo Ta TSIXKKUMU MOPYUIeHHSIMU (YHKII1 HUPOK (IIBAOKICTH KJTyOOYKOBOI (PinbTpariil
(IIK®) < 30 mu/x8/1,73 m’).

HeMmae He0oOXiIHOCTI y KOpUTyBaHHI J03U NallieHTaM 3 IOPYIIeHHSAMY (YHKIIil HUPOK Bif] IETKOTO [0
IIOMIPHOTO CTYIIEHS TSIKKOCTI.

ITopyweHHA pyHKUII neviHKu

OcCkinbKy [0 CKJIaAy IIperapaTty BXOOUTh BajicapTaH, npenapaT KombicapT H npoTtunoka3anui
malfieHTaM 3 TSXKKUMU MMOPYyIIeHHSIMU GYHKIII nevinku. [TamieHTam 3 IOpyIeHHAMY QYHKIII TediHKu
Bifl JIETKOTO [0 ITIOMIPHOTO CTYIEHS TSIKKOCTI, 1110 He CYIIPOBOAXKYIOTHCS X0JIeCTa30M, MaKCAMallbHa
peKoMeH0BaHa [103a BajicapTaHy cTaHoBuTh 80 Mr, i Tomy KombicapT H He mokasauuit ojis i€l
rpynu namieHTiB. [lanieHTaMm 3 nopymeHHAME (QyHKII] IEeYiHKY Bifj J€TKOT0 OO IOMIpPHOTO CTyIEHS
TSKKOCTi peKOMeHIallil {0710 103yBaHHs aMJIONUIIiIHY He BCTaHOB/EHi. [Ipu nepeBefeHHi Malli€HTiB 3
rinepToOHIYHOI0 XBOP00OIO 3 MOPYLUIEHHSAM (PYHKIIII IeYiHKY Ha Kombicapt H noTtpi6Ho
BUKOPUCTOBYBATU HAaMHUKYY AOCTYIIHY 03y aMJIOAUIIIHY.

Cepuesa HeOocmamHicmb ma 3ax80pOB8aAHHA KOPOHAPHUX apmepil

Iocgin 3acTocyBanHs npenapaTty Kombicapt H, oco61Bo y MaKCHMalIbHUX [03aX, MallieHTaM i3
CepleBOI0 HeOCTATHICTIO Ta 3aXBOPIOBAaHHIMYU KOPOHAPHUX apTepiii 00MexkeHUM. PeKOMEHI0BaHO 3
00epeXHICTI0 3aCTOCOBYBATH IIpPenapar allieHTaM i3 CeplieBOI0 HeIOCTaTHICTIO Ta 3aXBOPIOBaHHSIMU



KOpPOHApPHUX apTepil, ocobnuBo MakcuManbHy 003y Kombicapty H 10 mMr/320 mr/25 mr.
ITauieHmu aimHb020 BIKY (8iKoM 8i0 65 pokKiae)

PekoMeHIoBaHO 3 00epeXKHICTIO, 30KpeMa 4aCTO KOHTPOJIIOIYY apTepiaTbHUM THUCK, TPU3HAYATH
IIpenapar nallieHTaM JIiTHbOTO0 BiKy, 0c001IuBO MakcuManbHy 703y Kombicapty H 10 mr/320 mr/25 mr,
OCKIiJIbKY [IaHi OO0 3aCTOCYBaHHS Iipenapary Lill rpyni nauieHTiB oomMexeHi. [Ipu nepeBeneHHi
nauieHTiB MiTHHOTO BiKy Ha KombicapT H noTpi6HO BUKOPUCTOBYBAaTH HAaWHUKYY JOCTYIIHY 03y
aMJIOUIIIHY.

ITediampuyHa nonyaauis

HewMae BigmoBigHUX JaHUX PO 3acTocyBaHHg KombicapTy H manieHTam nemiaTpuyHOI MOMysii
(mauieHTiB BikoM 10 18 pokiB) 3a mOKa3aHHSIM apTepiajbHa rinepTeH3id.

Iimu. be3neka Ta eheKTUBHICTh 3aCTOCYBaHHS [iTSIM HE BCTAHOBJIEHa, TOMY IIpenapar He
3aCTOCOBYIOTH TAlliEHTaM Ifi€l BiKOBOI TPYIIH.

Ilepedo3yeanHs.
CuMnToMu

HeMmae mauux npo nepemo3yBaHHs nmpemapaTty Kombicapt H. OCHOBHUI CUMIITOM IEPeg03yBaHHS -
MOXKJIVBa BUpaXeHa apTepiajbHa IinoTeH3id i3 3arraMopodeHHIM. [lepeno3yBaHHs aMJIOQUITIHY
MOXKe IIPU3BOJUTH 10 BUPaXKEeHOl Ba3oAuIaTallil nepupepuIHux CyouH i, MOXKINBO, Pe(IeKTOpPHOL
taxikappii. [ToBimoMIsiiocs PO BUpaXKeHy i IOTEeHIiHY MPOJIOHT0BaHy CUCTEMHY TillOTeH3ilo,
BKJTI04YAI04H IIOK 3 JIEeTaJIbHUM HaCIIiIKOM.

JIiKkyBaHHA

AmaoduniH/eancapmat/2iopox.iopmia3ud

KniniyHo BUpaXkeHa apTepianbHa TinoTeH3is npu nepeno3yBaHHi npenapaty Kombicapt H motpebye
aKTHUBHOI IiATPUMKHU CEPLIEBO-CYAUHHOI CUCTEMH, BKIIIOUalOUM YaCTUX MOHITOPUHT (QYHKIIIl cepd i
IUXabHOI CUCTEMHU, YTPUMAHHS HUXKHIX KiHI[IBOK y IPUIIITHITOMY II0JI0KEeHHi, KOHTPOJIb 06’ eMy
IIUPKYII0I040i KPOBi Ta fiype3y. CyaArHO3BYXKYyBa/bHi IIperapaTé MOKYyTh OyTH JOPEYHUMHU IS
BiIHOBJIEHHS TOHYCY Cy[MH i apTepiallbHOTO THCKY 3a YMOBH, 1[0 HEMA€E MPOTUIIOKA3aHb OIS iX
3aCTOCyBaHHS. BHYTpillTHbOBeHHE BBEOEHHS KaJIbIIil0 TJIIOKOHATY MOxXKe OyTH e(peKTUBHUM [
peBepcii edekTiB 010Ky KaIbIli€BUX KAHAJIIB.

Amao00uniH

AKImo micnsg mpuiioMy IpemnapaTy MUHYJIO0 HebaraTo 9acy, CJIif PO3TISHYTH MUTAHHS PO iHOYKIIiI0
6moBaHHS a00 MPOMUBAHHS HINYHKA. [Ipy MpHU3HaYeHHI aKTUBOBAHOTO BYTiJIIs 3[0POBUM
noOpoBOBIISIM Bigpa3y abo yepe3 2 TOOUHMU ITiC/Is IPUMOMY aMIOIUIIiHy a6copO1ist aMIOouIIiHy
BUPaXXEHO 3HUKYBalach.

ManouMOBipHO, III0 aMJIOOUIIIH BUBOOUTLCS IIPHU reMoiaisi.



Baacapman
MarnorMoBIipHO, 1[0 BajicapTaH BUBOOUTHCS IIPU TeMofiaTiai.
T'idpoxaopmia3ud

[Tepeno3yBaHHS TiApPOXIOPTia3ugOM CYIIPOBOOXKYETHCA AehillUTOM eJIeKTPOIITIB (TimoKamieMi€ero,
rirmoxJI0peMi€ro) i rimoBojIeMi€0 BHACIiAOK HaagMipHOTo fgiype3dy. HallyacTiumMu CUMITOMaMu
nepeno3yBaHHS € HyJOTa i COHNUBICTSE. ['imokanieMiss MoxkKe MPU3BOOUTH [0 Clla3MiB M’g3iB Ta/abo
3aroCTPeHHS apuUTMii, ITOB’sI3aH01 3 OIHOYACHUM 3aCTOCYBaHHSIM TJIiKO3UMIB HAallePCTIHKY abo
IesKUX aHTUAPUTMIYHUX JIIKapChKUX [Ipelaparis.

PiBeHs, 10 SKOTO0 TiAPOXJIOPTia3uf BUBOOUTHLCS MIPH IIPOBEOEHHI reMofiani3y, He BCTAHOBIEHUH.

ITo6iuni peakuii.

[Tpodins 6e3mekru 3acTocyBanHs Kombicapty H, npencraBnenuit Huxkue, 6a3yeThCs Ha KITiIHIYHUX
IOCTiMKEHHSIX TIpenapaTy Ta BitoMoMy mpodinio 6e3meku OKPeMUX MOr0 KOMIIOHEHTIB: aMJIOAUIIIHY,
BajIcapTaHy Ta IiApoXIopTia3umy.

Pe3srome npoginto 6esnexu

Beameka 3actocyBants KombicapTy H ouiHioBanach 3a MakKCHManbHO0 003010 10 mMr/ 320 Mr / 25 Mr
B KOHTPOJIbOBAHOMY KOPOTKOCTPOKOBOMY (8 THKHIB) K/IIHIYHOMY [OCTigKeHHi 3a y4acTio 2271
nari€eHTa, 582 3 IKUX OTpPUMaJIA BajiCapTaH y NOENHAHHI 3 aMJIOOUIIIHOM Ta TiAPOXJIOPTia3ugoM.
[To6iuHi peaxiiii, Sk mpaBujo0, OyIu JETKUMHU Ta MUHYIITUMH i JIHMIIe PiTKO BUMAaraayd MPUITUHEHHS
Teparii. ¥ 1[boMy aKTUBHOMY KOHTPOJILOBaHOMY KJTiHIYHOMY [OCiIKeHH] HaibinbIll IOMMpPeHNMH
IPUYMHAMU IPUIMHEeHHS Teparii i3 3acTocyBanHsiM KomOicapty H Oynu 3amaMopoyeHHs Ta
rinotensisa (0,7%).

Y 8-TuxxXHEeBOMY KOHTPOJILOBAHOMY KIIIHIYHOMY AOCIIIAKEHH] He CIIOCTepiraau KOOHUX CYTTEBUX
HOBUX a00 HeouiKyBaHUX MM0O6IUHUX e(DeKTiB TP 3aCTOCYBaHHI MOTPiiHOI Teparil y MOpiBHAHHI 3
BimoMuMu edeKTaMu MOHOTepaIllii abo IMoABiMiHOI Teparlii KOMIIOHeHTaMU IIpernapary.

Y 8-TuKHeBOMY KOHTPOJILOBAHOMY KJTiIHIYHOMY JOCIifKeHHi 3MiHK Tab0paTOPHUX ITOKA3HUKIB, 110
cnocTepiranucs npu 3actocyBanHi Kombicapty H, Oynu He3HauHUMY i BifnoBiganu
(dbapMaKoJIoTiYHOMY MeXaHi3My Ail MOHOTepaneBTUYHMUX 3aco0iB. HasgBHICTEL BajsicapTaHy B IOTPilHiN
koMmbiHanii mocnaboe rinokamieMiyHui edekT TigpoxaopoTia3umy.

[To6iuni peakuii, momani y Tabmuil 2 3a Kitacamu cucteM opradiB (MedDRA) Ta 4acToToI0,
npencTaBneHi crocopHo Kombicapty H (ammogumnin/BancapTaH/TigpoxnopTia3u/) i 0KpeMo CTOCOBHO
aMJIOAUIIIHY, BaJiCapTaHy i riApoxiopoTia3upmy.

yxe gacto: =1/10; gacto: Big =1/100 go <1/10; HeuyacTo: Big =1/1 000 mo <1/100; pigko: Big
=1/10 000 mo <1/1 000; myxe pigko: <1/10 000; HEBimOMO (HEMOXKJIMBO BU3HAYUTU 3a HaIBHUMU
OAaHUMH).

Tabmuiga 2



Kracu cucreM [Tob6iuni peakiii YacToTa
opraHis (MedDRA) KomGicapT |Ammopumnid [Bancaprtad |[impoxiop-
H Tia3um

ToOpOSIKicCHI, HeMenanoMHUM pak IMIKipu |- -- -- Hesigomo

37I0SIKiCHI Ta (6a3aIPHOKIITUHHA

HEeyTOYHEeH] KapLuuHoMa i

HOBOYTBOPEHHS MMI0CKOKJIITHHHA

(BK/II0YAIOUM KiCTH  [KapIimHOMa)

Ta IIOJIIIIN)

3 00Ky cUCTEMHU ArpaHyJIOLUTO3, -~ -~ -~ [lyxe pioko

KPOBi Ta HEeIOCTATHICTh KiCTKOBOTO

miMdaTuaHOI MO3KY

CUCTEMU 3HUXKEHHS PiBHIB -- -- Hesigomo |-
reMoryio0iHy i reMaTOKPUTY
['eMOIiTHYHA aHEMis -- -- -- [lyxe pigko
JlelikoneHis -- [lyxe pigko |- [yxe pigko
HeliTponeHis -- -- HesigoMo |-
[TpomOoruTonewis, iHomi 3 |- [lyxe pigko [Hesigomo |Pigko
MypPIIypPOIO
AnacTHYHA aHEMIs -- -- -- Hesimomo

3 60Ky iMyHHOI [iep4yyTIuBICTH -- [lyxe pigko [Hesimomo |[yxXe pigko

CHCTEMU

3 60Ky MeTabomniaMy |AHOpEKCis Heuacto |- -- --

Ta XKVBJIEHHSA ['inepKanblieMisa HeuacTo -- -- Pinko
['ineprioikeMis -- [lyxe pigko |- Pinko
['nepmimimemis Heuacto |- -- --
[inepypukeMis Hegacto |- -- HacTo
[inepxjopeMiyHuN ankamnos |- -- -- [lyxe pigkKo
['inokasiemis YacTo -- -- [ly>Ke gacTo
['imoMarxiemis -- -- -- HacTto
['inoHaTpieMis Hevacto |- -- HacTo
[ToripmenHs MeTabomiyHuX |- -- -- Pigko
03HaK fiabeTy

3 OOKY ICUXiKH [lempecis -- HeuacTo -- Pinko
be3coHHs / nopyieHHs cHy [Heuacto  |Heuacto -- Pigko
3MiHK HaCTPOIO -- HeuacTo --

SHiITKOBITiCTD

Pinko




3 00Ky HEPBOBOI [TopymenHs koopouHauii  |[Hewacto |- -- --
CACTEMHU 3amaMoOpoOYeHHS YacTo YacTto -~ Pinko
3arraMoOpOYeHHS Heuacto |- -- --
MOCTypaJsbHe,
3aIlaMOPOYEHHS IPHU
HapyXKeHHi
Tlncrepais Hewacto [|HeuacTo -- --
ExcTpanipaMigHuii CHHOPOM|-- Hegigomo |- --
"oj10BHUH OiJTb JacTo JacTo -- Pinxo
['inepToHis -- [lyxe pigko |- --
JleTapris Hegacto |- -- --
[TapecTesia Heuacto |Heuacto -- Pinko
[TepudepuyHa Heiipomnarig, [Hewacto  |dyxe pigko |- --
Helponaris
COHNIUBICTH Heuacto [Yacto -- --
CuHKOIIE Heuacto |Heuacto -- --
[Tpemop -- HeuacTto -- --
['inoecresis -- Heuacto -- --
3 60Ky oprauiB 30py |[[lopylieHHS 30py Heuacto |Heuacto -- Pigko
Posnagu 30py -- Heuacto -- --
["ocTpa 3aKpUTO-KyTOBa -- -- -- Hesigomo
raykoma
XopioinanbHUN BUIIT -~ -~ -- HeBigzoMo
3 00Ky opraniB cinyxy|[]3BiH y Byxax -- Heuacto -- --
Ta 1a0ipuHTy Bepturo Heuacto |- Hevacto |-
3 00Ky cepis [TanbmoiTalris -~ YacTto -- --
Taxikapmis HeuacTo -~ -- --
ApUTMis (BKITIOYAIOUH -~ [lyxe pigko [-- Pinko
OpapuKapmio, IITyHOYKOBY
Taxikapmito, Gidpumnsiito
repencepnb)
[HpapKT MioKapga -- [lyxe pigko |- --
3 60Ky CyouHHOI [Ipunnusu Kposi -- acTto -- --
CACTEMHU ApTepiasibHa rinoTeH3is Hacto HeugacTto -- --
OprocTaTuyHa rimotensia |Hewacto |- -- HacTo
drebit, TpomM60GIediT Hewacto |- -- --
Backymit -- [lyxe pigko [Hesigomo |-
3 6oKy Kaiuens Heuacto |Oyxe pigko [Heuacto
PECTipaToOpHOTo [ucnHoe Hewyacto |Hewacto |- -
TPaKTy, OPFaHiB PecnipaTopHuii gucrtpec, |- -- -- [yxke pigko
CEPENOCTIHHA Ta HaOpsK JIeTeHb, THeBMOHIT
[DYRHOL KJIITKH PuHiT -- HeuacTto -- --
[logpa3HeHHS ropia Heuacto |- - --




3 00Ky TPaBHOTO AOmOMiHaIPHUN Heuacto [HacTo HeuacTo Pinko
TPakKTy nuckoMdopT, 6iNib y BepxHin
JaCTWHI KHUBOTA
HenpueMHUM 3anax npu Heuacto |- -- --
muxaHHi
3MiHa yactotu gedexarili |- HeugacTto -- --
3amop -- -- - Pinko
SHUKEHHS alleTUTy -- -- -- Jacto
[liapes Hewacto |Hewacto -- Pigko
CyXICTb y POTi Heuyacto |Heuacto -- --
[ucnencis YacTo HeugacTo -- --
'acTput -- [lyxe pigko |- --
[inepmnasis siceH -- [lyxe pigko |- --
Hypora Heuacto [HacTto -- Hacto
[TaHKpeaTuT -- [lyxe pigko |- [lyxe pigKo
broBaHHSA Heuwacto |Heuacto -- Hacto
3 Ooky meuinku Ta  |[ligBuUIleHHS PiBHS -- [lyxe pigko*|Hesigomo |-
PKOBYOBHUBIN-HUX (hepMeHTIB MTEYiHKY,
[1I5XiB BKJII0Yal04y MiJBUILIEHHS
piBHA Ginmipy0iHy y
CHPOBATI] KPOBI
ematut -- [lyxe pigko |- --
BHYTPIITHBONIEYiHKOBU I -- [lyxe pigko |- Pinko
X0JIeCTas, XKOBTIHULS
3 6oKy WIKipu Ta Anonenis -- Heuacto -- --
MiIIKiPHOL AHTiOHEBPOTHYHHUM HAOPSK |- Ilyxe pigko [Hesimomo |-
KITITKOBUHHU Bynb03HUM JepMaTUT -- -- Hegigomo |-
[[IkipHi peakirii, moxi6Hi -- -- -- [yxke pigko
UEepPBOHOMY BOBYaKY,
peaKTHBallig MIKipHOI
(hbopMu 4epBOHOI'0 BOBYAKA
MyneTHdopMHa eputemMa |- [lyxe pigko |- Hesigomo
Ex3aHTeMa -- HeugacTo -- --
[ineprigpo3s Heuacto |Heuacto -- --
Peakilil HOTOYyTIUBOCTI -- [lyxe pigko |- Pinko
CBepbix Heuacto |Heuacto Hesigomo |-
[Typrypa -- HeygacTo -- Pigko
Bucunazus -- Heuacto Hesigomo [JacTto
3MiHa KOJIbOPY WIKipU -- Heuacto -- --
Kponus'sHKa -- [lyxe pigko |- HacTo
HexpoTusywuunii BaCKymiT i |- Hesigomo -- [lyKe pioko
TOKCUYHUMU elliflepMabHII
HEKPOITi3
ExcdomiaTuBHUN JepMaTUT |- [lyxe pigko |- --
CuHOpOM -~ [lyxe pigko |- --
CrtiBeHca-[IKOHCOHA
Habpsk KBinke -- [lyxe pigko |- --




3 00Ky CKeJIeTHO- ApTpanrisa -- HeuacTo -- --
M’s130BO1 cucTeMu i [Binp y ciuHi Heuacto |Heuacto -- --
CIIONy4HOI TKAHUHY [OryxanHs CyrnoGis Heuyacto |- -- --
Cria3Mu M's13iB HeuacTo HeuacTo -~ HesimoMmo
M’s130Ba Cr1abKicTh Hewacto |- -- --
Mianris Heuacto |Heuyacto Hesigomo |-
binb y KiHIlIBKax Heuacto |- -- --
HaOpsK IMKOJIOTKI -- JacTo -- --
3 00Ky HUPOK i [TigBUIIEHHS PiBHSA Heuacto |- Hesigomo |-
CEYOBHUIINTBHOL KpeaTHUHIHY y CHpOBaTII
CHCTEMU KDOBI
[TopylIeHHS HeuyacTto
Ce4OBUNYCKAHHS
HikTypis -- HeugacTo -- --
[Tonakiypis Hacto HeugacTo -- --
HupkoBa gucOyHKIIis -- -- -- HesimoMo
["'ocTpa HUPKOBa Hewacto |- -- Hesigomo
HEIOCTaTHICTh
HupkoBa HEJOCTATHICTh 1 |- -- Hesigomo |Pigko
mopyiieHHs QYHKIl HUPOK
3 00Ky pemnpo- [MIoTeH1Iis Heuacto |Heuacto -- HacTto
AYKTHBHOL CHCTOMI 1 [iHeKoMacTis -- HeugacTo - --
MOJIOUHMX 3aJI03
3aranbHi nopymenHsa|A6azisg, mopyimeHnHs xoou  [Hedacto |- -- --
Ta peakuil B Micli  [Acrenis Heuacto [Heuacto - HeBimoMo
3aCTOCYyBaHH uckomdopT, He3nyKaHHg |[Heuacto |Hewacto -- --
CnabKicThb HacTto JacTto Heuacto |-
HexkappianbHuit 6inb y Hewacto |HewacTto -- --
TPYOHIM KITTI
Habpsiku HacTo JacTo -- --
[IponnacHULA -- -- -- HegBigomo
binb -- HeuacTo -- --
O6CcTeXeHHs [TigBuIleHHS PiBHA HimigiB -- [y>Ke 9acTo
[linsuienns piBHg a3ory |Hewacto |- -- --
CEeYOBUHU
[ligBuieHHs piBHA ce4oBol |Hewacto |- -- --
KHCJIOTH Y KPOBI
[JIF0KO3ypist Pigko
SHUXKEHHA piBHA Kanitoy  [Hewacto |- -- --
KPOBi
[ligBuIlleHHd PiBHA KaJlilo y |- -- Hesigomo |-
KPOBi
30iNbIIeHHST MAcH Tina Hewacto [|Hewacto - --
3MeHIIeHHS MacH Tila -- HeugacTo - --

*BinplI 0B 93aHO 3 X0JIECTA30M.

HeMenmaHOMHUM pakK IIKipWU: Ha OCHOBI HasIBHUX JaHUX €IileMiONOTiYHUX JOCIiAXKEHb
CIIOCTEPIra€eThCA KYMYJIATUBHA 3aJIeKHICTh «[03a-BiTIOBIIb» MiXK 3aCTOCYBaHHAM
rigpoxiopoTia3uny i po3sutkoM HMPIII.




Tepmin npudamHocmi. 2 POKH.
YMmoBH 30epirannsi.
30epiratu B OpuriHaibHiY yIAaKOBIIi IpU TeMIepaTypi He Buie 25 °C.

30epiraté y HEJOCTYIIHOMY IJIsI MiTe# MicIi.

YnakoBka.

[To 10 Tabnetok y 6iicTepi; mo 3 GiicTepu y maylii.

Kareropis Bignmycky. 3a perenTom.

Bupo6uuk. AT «<KUIBCbKUI BITAMIHHU 3ABOI».

Micue3HaxoaKeHHs1 BHPOOHHKA Ta ajjpeca Miclsi MIPOBaIKeHHsI HOT0 Tis/IbHOCTI.

04073, YkpaiHa, M. KuiB, Byn. KonuniBceka, 38.

Web-caiiT: www.vitamin.com.ua


http://www.vitamin.com.ua

