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AKKy3ua

Cknap
Oitoui pedosuHu: quinaprilum; hydrochlorthiazidum.

1 TabneTtka mMicTuTb 21,664 Mr KBiHaNpuUIy rigpoxnopuay, Wwo ekBiBaneHTHo 20 Mr kBiHanpuny, i 12,5
MT TigpoxsiopoTiasnay;

OOMOMIXKHI pe40o8UHU: NaKTo3a, MOHOrigpaT; MarHito kapboHaT; noBigoH K 25; KpocnoBigoH; marHito
cteapat; Onagpi poxesun OY-S-6937 (rinpomenoasa, rigpokcunponinuentonosa, TutaHy giokeva (E
171), makporon 400, 3anisa okcug YepsoHun (E 172), 3aniza okcng xostun (E 172)), Bick
KaHOeniNbCbKUN.

Nikapcbka hopma
TabneTkn, BKpUTI NMiBKOBO 060MOHKOLO.

OcHosHi i3uko-XiMidHi erracmueocmi: poxesa, TPUKYTHa, ABOONYKIIa, BKpMUTA NITiBKOBOO
obornoHkol TabneTtka 3 MiHiEl Po3nomy Ta BUTUCHEHUM MapKyBaHHAM «PD 220» 3 ogHoro 6oky.

PapmakoTepaneBTMYHa rpyna
KombiHoBaHi npenapatu iHribiTopi AM®. IHribiTopn AMN® i giypetukn. Kog ATX C09B A06.

dapmakonoriyHi BNacTUBOCTI

®apmakoduHamika.

Akky3ng: 20 — ue kombiHoOBaHMI Npenapar, WO cknagaeTbes 3 iHridiTopa
aHroTEeH3NHNEPETBOPIOIYOro oepMeHTY KBiHanpuny rigpoxnopuay i giypeTtuka rigpoxnopoTtiasngy
(FXT3).

KBiHanpun i rigpoxnopoTia3ng BUKOPUCTOBYIOTLCS Yy BUMMAAI MOHOTepanii abo y cknagi
KombiHOBaHOI Tepanii rinepTeHsii. AHTUriNePTEH3MBHA Aisi LMX ABOX KOMMOHEHTIB € anpoKCMMaTUBHO
aguTmBHO. KBiHanpmn moxe 3MeHLyBaTh BTpaTy Kanito, acouiioBaHy 3 NPUNOMOM
rigpoxnoportia3unay.

MexaHism Oir.

KeiHanpwui.

KBiHanpwn rigponi3yeTbCs y neviHui 4o KBiHanpunaty (AUKMCNOTW KBiHanpusy, OCHOBHOIO
MeTaboniTy), WO € iHribiTOpoM aHrioTeH3nHNepeTBoptotovoro gepmeHTy (Alrd).

AHrioTeH3HNepeTBoptooUnii epmeHT (AlNP) — ue nenTnannaunenTnaasa, gka BrnMBae Ha
NepeTBOPEHHS aHMOTEH3UHY | Ha CyaMHO3BYKYBasibHY PEYOBUHY aHrioTeH3uH Il. IHridyBaHHsa Al
NPU3BOAUTbL 40 3MEHLUEHHSI YTBOPEHHSA aHroTEH3MHY I, KU YMHUTL CyaNHO3BYXXYyBarbHY Ait0 B
TKaHWHaXxX i Nnasmi, a ue CrpuYmnHSE 3MEHLLEHHS CeKpeLil anbAoCTEPOHY Ta, K Hacnigok,
NiABULLIEHHSA KOHLIEHTpaLiT Kanito B cupoBaTLi KpoBi. [iaBULLEHHSA aKTUBHOCTI PEHiHY B Nnasmi €
HacnigKoMm NPUNMHEHHS HEFATUBHOMO 3BOPOTHOIMO 3B’A3KY MiXK aHroTeH3uHoM |l Ta cekpeuieto peHiny.

Ockinbkn AMN® Takox metabonizye 6pagukiHiH (BazogunaTopHUn nentug), npurHiveHHs Ao
Np13BOANTb A0 MiABULLEHHS aKTUBHOCTI LIMPKYIOKYMX i FIOKaNbHMX KanikpeiH-KiHIHOBUX cuctem (Ta,



SIK HAcCMigoK, akTuBaLii npocTarnaHgmMHoBol cuctemun). MoxnmBeo, Len MexaHiam Bigirpae posb y
3HWKEHHI KPOB'AHOrO TUCKY iHriGiTopamn AN Ta po3BUTKY NEBHMX NOBIYHMX peaKLii.

ligpoxnopoTiasug.

lgpoxnopoTtiasng — ue 6eH3oTiagiasuH. Tiasngw gitoTe 6e3nocepefHbO Ha HUPKK, MOCKITHOYN
EKCKpeLito Xriopuay HaTpito i NoB'A3aHy 3 LM ekckpeLito Bogu. KriHiYHO 3HavyLL MM OCHOBHUM
MicLieM, Ha sike CnpsAMOBaHa fJisl, € AUCTanbHUN kKaHaneub. Tiasuam iHridyTb eNekTPOHENTPanbHU
NaCl-koTpaHcnopT y ntoMiHanNbHin MembpaHi KniTuH, LWo BUCTMNATh KaHaneub. Ekckpelis kanito Ta
MarHito 306iNbLUYETLCA, a BUBEOEHHSA KanbLito 3MeHLLYyeTbes. [MigpoxnopoTia3ng npnsBoanTb 40
HM3bKOI eKCcKpeLii rigpokapboHaTy, a ekcKpeLlist xnopuay nepeBuLLlye eKCKpeLito HaTpito. Y pasi
3aCTOCYBaHHS rigpoxiopoTiasuay MoXe Po3BUMHYTUCA MeTabonivyHui ankanos. NgpoxnopoTiasug
AaKTUBHO CEKPETYETBbCS B NPOKCUMAaIbHUX KaHanbLsx. CevyoriHHnm eekT NiaTpumMyeTbecs Npu
MeTaboniyHoMy aunaosi abo metabonidyHoMy ankanosi.

MexaHiaMmamy aHTUriNepTEeH3MBHOI Aii rigpoxnopoTiasnay BBaXXalTbCa 3MiHWM BanaHcy HaTpito,
3MEHLUEHHA 06’eMy MO3akniTUHHOT BOAM Ta Nna3Mu, 3MiHa HUPKOBOIO CyAWUHHOMO OMnopy Ta
3HKEHHS YyTrMBOCTI 40 HopaZpeHarsiHy 1 aHrioTeHauHy Il.

QapmakoduHamika.

KeiHanpwui.

Y nauieHTiB 3 apTepianbHOO rinepTeH3ieto KBIHANPW 3HWXKYE apTepianbHUM TUCK Y MONOXEHHI
nexauyn Ta ctosun 6e3 KOMNEHCATOPHOro NiABULLIEHHSA YacTOTU CePLEBUX CKOPOYEHb.

Mig yac gocnigpkeHb reMoguHaMmiky KBiHanpun CrpuymHsB 3Ha4He 3MEHLLEHHS NepudepuyHoro
apTepianbHOro onopy. 3a3sunyan KriHiYHO 3Ha4yLLi 3MiHW HUPKOBOIO TOKY MiasMmu Ta LWBUOKOCTI
KnyBo4KoBOI hinbTpauii BiACYTHI.

Y BinbLIOCTi NAUEHTIB NOYATOK @aHTUINEePTEH3UBHOI Aii cnocTepiraBcst NpnbnmnsHo vYepes 1 roanHy
nicns nepoparnbHOro BBeeHHA npenapaTty Akkyang® 20, a makcumManbHUn edpekT 4ocaraBscs
npnbnuaHo vyepes 2—4 rognHn. MakcumanbHU fiNOTEH3MBHUIN eheKT BU3HAYEHOT 403U KBIHANpuUy
nepeBaxHo cnocTepirascs Yepe3 3—4 TUXHI.

Y pasi 3acTocyBaHHA peKOMeHAOBaHOI 4OOOBOI 403U aHTUMNEPTEH3NBHUIA edDeKT 30epiraeTbes
HaBITb Nig Yac gosroTpusanoil Tepanii. PantoBe npunnHeHHs 3acTtocyBaHHsA npenapaty Akkysmna® 20
He NpM3BOAMTb A0 LUBMAKOrO HaAMIPHOro MiABULLEHHA apTepianbHOro TUCKY ((peHoMeH Bigaadi).

CynyTHe 3acTocyBaHHs iHribiTopa Al i GriokaTopa peuenTopiB aHrioTeH3uHy Il ouiHOBanM y ABOX
BENWKMX paHAOMI30BaHNX KOHTPOMboBaHMX gocnimkeHHsx (gocnigkeHHs ONTARGET [ONgoing
Telmisartan Alone and in combination with Ramipril Global Endpoint Trial/BcecsiTHe 6e3cTpokose
OOCHNIfXXEHHS 3aCTOCYBaHHs TeNMicapTaHy y BUrns4i MOHOTepanii Ta B kKoMBiHauii 3 paminpunom i3
BUKOPUCTaHHAM KiHUeBux Todok] Ta gocnigkeHHs VA NEPHRON-D [The Veterans Affairs
Nephropathy in Diabetes/JocnigxeHHsa y BeTepaHiB i3 HecbponaTieto Ta LyKpoBMM fiabeTom]).

DocnigpxkeHHa ONTARGET npoBoamnocs 3a y4acTio nNaujieHTiB i3 cepueBo-cyaMHHUM abo
LepebpoBacKynsipHUM 3aXBOPHOBAHHAM B aHAMHES3i YM LlyKPOBUM iabeTom 2-ro Tuny 3 o3Hakamu
ypaxeHHsi opraHis-miweHen. JocnigpkeHHs VA NEPHRON-D npoBoannocs 3a y4acTio nauieHTiB i3
LyKpoBMM fiabeTom 2-ro Tuny Ta giabetnyHow HedponaTieto.

Y umx gocnigpKeHHax 0yB BUSBNEHWIA HE3HAYHWIA CNPUSTIIMBUIA €dDEKT Y JiKyBaHHI HUPKOBUX Ta/abo
CepLEBO-CYANHHMX 3aXBOPIOBaHb i 3HWKEHHSA PiBHS CMEPTHOCTI, TOAi 9K NOPIBHAHO 3 MOHOTEpPanieto
crnocTepiranocs niaBULLLEHHSA PU3UKY rinepkaniemii, roCTporo ypaxeHHs HUPOK Ta/abo apTepianbHOT
rinoTeHsii. Pe3ynbTaTn CTOCYIOTHCA TAKOX i iHWKX iHribiTopie Al i 6nokaTopis peLienTopis
aHrioTeH3uHy |l, BpaxoBytoun CXOXi hapMakoAMHaMIYHi BlaCTUBOCTI.

Tomy nauieHTam i3 giabeTnyHo HedponaTielo He Crig 0gHOYacHO 3acTocoByBaTH iHribiTopu AN i
GrokaTopu peLenTopiB aHrioTeH3uHy Il.

DocnigpxeHHa ALTITUDE (Aliskiren Trial in Type 2 Diabetes Using Cardiovascular and Renal
Disease Endpoints/JocnigxeHHs 3acTocyBaHHS anickipeHy nawieHTam i3 LyKpoBuM fgiabeTtom 2-ro
TUMNY 3 BUKOPUCTAHHSM CEPLIEBO-CYAMHHUX 3aXBOPHOBaHb i 3aXBOPHOBaHb HMPOK SIK KiHLEBUX TOYOK)



NPOBOAMIOCA AN1S OLiHKX nepeBar A0AaBaHHA anickipeHy 40 cTaHaapTHoI Tepanii iHribitopom AlNd
abo 6nokaTopoM peLenTopiB aHrioTeH3nHy Il y nauieHTiB i3 LykpoBuM giabeTtom 2-ro Tuny Ta
XPOHIYHMM 3aXBOPIOBaHHAM HUPOK, CepLEBO-CYAUHHUMUN 3aXBOPOBAHHAMMW Y1 LMK ABOMa
xBopobamu ogHovacHo. JocnigKeHHs Byno NpUnMHEHO NepeayacHo Yepes NiaBULLLEHUI PU3UK
HebaxkaHnx Hacnigkie. KinbkiCHO, 9k cMepTb Bif CepueBO-CyaUHHNX 3aXBOPIOBaHb, Tak i iHCYNbT
crnocTepiranucs YacTille B rpyni 3acToCyBaHHA anickipeHy nopiBHSIHO 3 rpynoto nnauebo; nobiyHi
ABMLLA Ta NEeBHi CeprO3Hi NOBIYHI peakLii (rinepkaniemisi, apTepianbHa rinoTeH3is Ta NOpyLUEHHSA
YHKLUIT HUPOK) TaKoX YacTille BUHUKanmM B rpyri 3acToCyBaHHS anickipeHy nopiBHAHO 3 rpynoko
nnaweobo.

[igpoxnopoTiasua.

BuBeaeHHs1 enekTponiTiB i BOAN NOYMHAETLCA Yepes 2 roguHu Nicnsa NnpumnoMy rigpoxnopoTia3uay;
MaKcuManbHUn edekT JocsaraeTbcs Yepes 3—6 roguH i Tpyeae NpoTarom 6—12 roguH.

AHTUriNEepTEH3MBHA Aist HacTynae vYepe3 3—4 OHi 1 MoXe TpMBaTh 40 OAHOro TUXKHA nicns
3aKiH4YeHHsa Tepanil.

HemenaHoMHMIA pak LWKipW.

Ha nmigctasi HasiBHMX JaHUX enigemionoriYyHnX AoCnigKeHb CNoCTepiraBca KyMynaTUBHUN
[0303anexHnin 38’a30K MiX MgpoxnopoTiasngomM Ta HeMmenaHoMHum pakom wkipn (HMPLL). OgHe
OOCHIIKEHHS BKITOYano nonynsuito, Wwo cknaganacs 3 71533 Bunagkie 6a3anbHOKMITUHHOI
kapumHomun (BKK) Ta 8629 Bnnaakis nnockoknitmHHOI kapunHomu (MKK), sky nopisHioBanu 3
1430833 Ta 172426 ocobamm KOHTPONbLHOI Nonynsuil, BignosigHo. Bucoki 4osu rigpoxnopoTiasuay
(= 50000 mr kymynsaTuBHa 4o3a) acouitoBanuca 3 koperosaHum BP 1,29 (95% [l: 1,23-1,35) ans
BKK ta 3,98 (95% [I: 3,68-4,31) ana MNKK. CnocTepiraBcsi YiTKMN B3aEMO3B’I30K MiXK KYMYTATUBHOO
posoto Ta Bignosigaro ans BKK ta MNKK. IHwe gocnigkeHHs nokasano MOXIMBUI 3B’I30K MiXK pakom
ryom (MKK) ta BnnuBom rigpoxnopoTia3ugy: 633 Bunagku paky rybu nopisHioBanu 3 63067 ocobamu
KOHTPOMbHOI NonynsLii, BUKOPUCTOBYOUYM CTpaTErito BUNagKoBOi BUGIPKOBOI CYKYMHOCTI.
CniBBigHOLLEHHS1 KyMYNATMBHA 403a-Bignosigb Oyno npogemMoHCTPOBaHO 3 KoperoBaHum BP 2,1
(95% Al 1,7-2,6), skmi 36inbwyBascs go BP 3,9 (3,0-4,9) onsa Bucokux fo3s (~ 25000 mr) Ta BP 7,7
(5,7-10,5) onga HanBuULol KymynaTMeHoi Jo3un (~ 100000 mr) (aus. po3ain «OcobnmBocTi
3aCTOCyBaHHS»).

®DapmaKoKiHemuka.

KeiHanpwui.

Micns nepopanbHOro 3aCToCyBaHHSA MakCUMaribHi KOHLEHTpaLUil KBiHanpuny y nnasmi KpoBsi
gocsaratoTbca npotarom 1 roguHu. Mpwuiiom ixi He BNnnBae Ha abcopbuito kBiHanpuny. licns
BCMOKTYBaHHS KBiHanpwn LWBMAKO Ta Marxe NOBHICTI0 MeTaboni3yeTbCca 40 CBOr0 OCHOBHOIO
aKTMBHOro meTaboniTy — KBiHanpunaTy. TakoX yTBOPIOETLCS AEKiNbKa iHLLMX KiflbKICHO HEBaXXMNNBUX
Ta hapMakomnoriYyHo HeakTMBHUX MeTaboniTiB. [MiKoBi KOHLEHTpaLT KBiHanpunaTy y nna3mi KpoBi
crnocTtepirarTbcst NPUBIM3HO Yepes 2—3 rognHn Nicnsg NnepopanbHOro NPUOMy KBiHaNpuUy.
3B’A3yBaHHSA KBiHaNpuny Ta KBiHanpunarty 3 Ginkamu ctaHoBUTb NpubnusHo 97 %. bnuseko 60 %
BBELEHOI [03M KBiHANpuny BUBOANTbLCS HUpkamu, a 40 % — i3 kanom. KeiHanpmunat BMBoguTbLCA
nepeBaXkHO HMPKaMWU i3 HaniBnepiogomM ePekTUBHOI KyMyrisauii 3 roanHu, Hanisnepioa aucouiauii
AlN® ctaHoBUTb 6IM3bKO 26 roguH. HopmanbHa AnHamika piBHIB KBiHANpWAY Ta KBiHanpunaTy B
nnasmi KpoBi cnocTepiranacs y nauieHTiB i3 NopyLUEeHHSIM (PYHKLIT HAPOK 3 KNipeHCOM KpeaTuHiHy 00
60 mn/xB. Y nauieHTiB i3 KNipeHCOM KpeaTuHiHy MeHLe 60 Mn/xB piBHI KBiHanNpunaTy 3poCcTarThb,
30iNbLUYETLCS YaC AOCATHEHHS NIKOBOI KOHLEHTpaLi, nepio HaniBBMBEAEHHS TAKOX MOAOBXKYETLCS.

dapmakokiHeTUYHI JOCHIOKEHHS, NPOBEAEHI 3a y4acTio NaUiEHTIB i3 3aXBOPOBAHHAMW HUPOK
TepMiHanbHOI cTagii, ki nepebyBany Ha NOCTINHOMY remogianiai Y1 ambynatopHomy
nepuToHeanbHOMY Aianisi, N(poAeMOHCTPpyBanu, WO Aiania nuwe He3Ha4yHMM YMHOM BMNMBae Ha
BMBEOEHHS KBiHANpuWmy Ta KBiHanpunary.

BuBeneHHs KBiHanpunaTty TakoX NOBIMbHiILLE Y MiTHIX NaLieHTiB (CTapLue 65 pokiB) i B MauieHTIB i3
CepLEeBOI0 HEJOCTATHICTIO TAXKKOro CTYMNeHst Ta KOPEmtoe i3 MOPYLLUEHHAM HUPKOBUX (PYHKLIR, LWO
YyacTo crnocTepiraeTbca y ocib NiTHLOro Biky. Moxe BMHUKHYTU noTpeba 3HM3UTK 403y KBiHanpumy
ONd nauieHTiB i3 NopyLUeHHsIM dOYHKLIT HUPOK cepeHboro cTyneHs (knipeHc kpeatuHiHy 30—60



MI1/XB) Ta NaUieHTIB NiTHLOrO BiKy. 3MEHLLEHHS PiBHA KBiHanpunaTy B nNfa3mi cnocrepiranocd B
NauieHTIB i3 LMPO30M NeYiHkM. BOHO CNpUYMHSIETBCA 3HMKEHHAM MeTaboniaMy KBiHanpuny nig vYac
NPOXOKEHHSA Yepes NeviHKy.

ligpoxnopoTiasug.

60-80 % rigpoxnopoTiaanay BCMOKTYETLCS MiCnsa nepopanbHoro BBeAeHHs. ik KoHUeHTpauji
rigpoxnopoTia3ugy B nna3mi, akui cknagae 70 Hr/mn, gocaraeTsca yepes 1,5-4 rogmHu nicns
nepopanbHOro BBeAeHHs 12,5 mr rigpoxnopoTia3ugy; 142 Hr/mn — yepes 2—5 roguH nicns
nepopanbHOro BBeAeHHs 25 Mr rigpoxnopoTiasungy; 260 Hr/mn — yepe3 2—4 roguHu nicns
nepoparnbHoro BeBefeHHs 50 Mr rigpoxnopoTiasuay.

65 % rigpoxnopoTiasuay 3B'a3yeTbcs 3 Hinkamu nnas3mu; BigHOCHUIM 06'em po3noginy cknagae 0,5—
1,1 n/kr.

lapoxnopoTia3ng BUBOAUTLCS MarXe MNOBHICTIO HE3MIHHUM HupKamu (noHag 95 %). lMicns npunomy
nepoparnbHoi pa3oBoi go3u 50—70 % [o3u BUBOAUTLCA NPOTAroM 24 rogunH, a MiHiManbHa KinbKiCTb
npenapary, siky MOXHa BUSIBUTU, HasiBHa B Ceui BXe Yepe3 60 XBUIUH.

[Nepioa HaniBBMBEOEHHS CTAHOBUTL 6—8 roguH.

BHMKEHHSsT eKcKpeLii Ta NoOAOBXKEHHS nepioay HaniBBMBEAEHHS CNOCTepPIraloTbCa y pasi HUPKOBOI
HepocTaTHoCTI. LiboMy npoLlecy nputamaHHa TicHa Kopensyuisi HUPKOBOrO KIlipeHCy
rigpoxnopoTia3ngy 3 KripeHCOM KpeaTuHIHy.

3a HasABHOCTI UMPO3Y MeYiHKM BiANOBIAHMX 3MiH Yy bapMakoKiHeTHUI rigpoxnopoTiasuay HeMae.
[ocnigkeHHs KiHETUKM rigpoxnopoTiasuay cepep NauieHTiB i3 cepLeBOo0 HEAOCTATHICTIO He
npoBOAMNNCS.

biodocmynHicme.

KeiHanpwui.

BignoBigHo Ao pes3ynbTaTiB BU3HAYEHHS NikapCcbKoro 3acoby B cevi cTyniHb abcopbuii kBiHanpuny
nicrns nepopaneHOro 3acToCyBaHHS CTAHOBUTL NpubnnsHo 60 %.

Micns ogHOpPa30BOro NepopanbHOro 3acTOCYBaHHA KBiHanpuny B 4o3i 20 Mr WicTboMa XiHKaMu, SKi
rogyBanv rpyaato, cniBBigHOLLEHHS MiX PIBHAMW KBiHanpuy B MOJioLUji/nnasmi KpoBi CTaHOBMUITO
0,12. Yepes 4 roanHn nicns 3acToCyBaHHS KBiHaNpuny B rpya4HOMY MOJOL He BUSIBIIEHO. Y BCiX
BMNagKax KOHLEHTpaLis KBiHanpuny B rpygHOMY MOJOLi Oyna HKYOK 3a MeXi BU3HaAYeHHSA (< 5
MKr/5). 3rigHO 3 po3paxyHkaMu, HEMOBN4, sike nepebyBae Ha rpy4HOMY BUrOAOBYBaHHI, OTpMMae
npubnusHo 1,6 % Big 403U KBiHaNpuWny, siky 3acTocoByBana mMatu.

ligpoxnopoTtiasng.
BiogocTynHicTb rigpoxnopoTia3nay ctaHoBUTb 65rn3bko 70 % nicns nepopanbHOro BBEAEHHS.

KombGiHOBaHe 3acTocyBaHHSA KBiHANpWy Ta rigpoxnopoTiasuay.

Tabnetkn npenapaTy Akky3ng® 20, BKpUTi NiBKOBOK 060M0HKO, BioeKBiBaneHTHi 0gHOYacHOMY
BBELEHHIO BiAMNOBIAHMX OKPEMUX PEYOBUH.

MokasaHHA

EceHuianbHa rinepTeHsis, Konnm HeMOXNMBO 3abe3neYnT agekBaTHUIA KOHTPOb rinepTeHsii 3a
OO0MOMOrOH0 NULLIE KBiHaNpuny.

NMpoTunokasaHHA

MigBuLLEHa YYTNMBICTb 40 aKTUBHOI pe4voBMHM abo iHLLIMX KOMMOHEHTIB Npenapary, Tia3nais abo
cynboHamigiB (crig BpaxoByBaTy MOXITMBI NepexpecHi peakLir).

HasBHicTb B aHamMHe3i BpoapkeHoro/ifionatnyHoro aHrioHeBpOTUYHOIO HabpsiKy, y TOMY Ymcnhi
NnoB’A3aHOro 3 NonepeaHbLOoK Tepanieto iHribiTopamn AN (aHrioTEeH3NHNEPETBOPIOKYOrO
depmeHTy).



KombiHauis 3 cakybiTpunom/BancaptaHom Yepes NigBULLLEHNI PU3MK PO3BUTKY aHTOHEBPOTUYHOMO
HabpsKy.

MopyLeHHs hyHKLiT HUPOK TSXKKOrO CTyNeHs (KpeaTuHiH cupoBaTtku Ginble 1,8 mr/gn abo knipeHc
KpeaTuHiHy meHwe 30 mn/xB).

Mpouenypwu gianiay.

bBinatepanbHUI CTEHO3 HUPKOBUX apTepin abo CTeHO3 apTepii €4MHOI HUPKN.
CtaH nicnsa TpaHcnnaHTauii HAPKN.

AHypis.

FemMoaMHaMiYHO 3HaYyLLMI CTEHO3 aopTanbHOro abo MiTpanbHOro knanaHa abo rinepTpodivHa
Kapaiomionarig.

[dekomneHcoBaHa cepLeBa He4OCTaTHICTb.

[MepBUHHUI rinepanb4OCTEPOHI3M.

TsKKi nopyLLeHHS dYHKLUIT NeviHkm (npekoma/koma) abo NepBUHHI 3aXBOPIOBAHHS NEYiHKN.
MopyLeHHs PyHKLT NeYiHKN BaXXKOro CTyMNeHs.

KniHiYHO 3HauyLLi nopyLleHHs enekTposiTHoro 6anaHcy (rinepkanbuiemid, rinokaniemis,
rinoHaTpiemis).

OnTtauun BiK (4epe3 HeaoCTaTHIN OOCBIA 3aCTOCYBaHHS).

BariTHi ab0 xiHku, gKi NnaHytTb 3aBariTHITK (4MB. po3ain «3acToCyBaHHA y nepiog BaritTHOCTi abo
rogyBaHHA rpyaa»).

lodyBaHHS rpyaato (Ave. po3ain «3acTocyBaHHS y nepiod BaritTHOCTI aGo rogyBaHHs rpyaatoy,
rofyBaHHs rpyAAato chig npUnuHUTKY).

Hebe3neyHi 4ns XnTTs peakuii rinepyyTnMBOCTi CrocTepiranucs y nauieHTiB, SKMm NpoBOANIN
adbepes ninonpoTeigiB HU3bKOI LWINbHOCTI 3 AEKCTPUH-CynbdaTHO abcopbuieto. Lien metoa He cnig
3aCTOCOBYBaTU NaLlieHTaMm, siki OTPUMYHOTb iHriGiTopy AlNd.

Y nauieHTiB, gki oTpumMmyBanu iHriditopm AlN® nig yac geceHcmbinizytovoi Tepanii OTpyTO KoMax
(Taki 5K »xano 64KonM YM ocn) cnoctepiranuca HebeaneyHi Ansa XUTTa peakuii rinepyyTnMBOCTI (Taki
SIK 3HUKEHHST apTepianbHOro TUCKY, 3aauLUKa, GrtoBaHHSA, anepridHi peakuii Ha Lwkipi). Linx peakuin
YHVIKanu LWsiXoM 3acTOCyBaHHSA anbTepHaTUBHOI Tepanii nepen NpoBeaeHHAM geceHcubinisauii.

Mig yac Tepanii npoTMnokasaHe NpoBeAeHHA Aianidy abo remodinbTpauii 3 BUKOPUCTaAHHSAM
NoNiakpUNOHITPUIBHUX MEMOPaH 3 BUCOKOK IHTEHCUBHICTIO NOTOKY («ANG9»), OCKINbKU iCHYE pU3MK
PO3BUTKY peakLi rinep4yTnMBOCTi, BKIOYAKUX LLOK. Y pasi HeoOXiaHOCTI NpoBeAEeHHSA reMogianisy
cnig 3aMiHMTK NiKapcbkuin 3acib Ha npenapar, 9kun He € iHribiTopom AlN®, abo BukopucTatn
anbTepHaTMBHI MemMbpaHu ons gianiay.

CynyTHe 3acTtocyBaHHs npenapaty Akky3ng® 20 Ta nikapcbkux 3acobiB, WO MICTATb anickipeH,
npoTMnokasaHe nauieHTam i3 LykpoBuM giabetom abo nopyLueHHAM GYHKLiT HAPOK (LWBUAKICTb
kny6oukoBoi dinbTpauii (LUK®P) < 60 mn/xs/1,73 m?) (amB. po3ain «PapmakognHamika» Ta
«B3aemogis 3 iHWwnMKM nikapcbkummu 3acobamm Ta iHLWi BUOW B3aEMOLINY ).

B3aemogif 3 iHWKMMKM nikapcbKMMK 3acob6amm Ta iHWi BUAKU B3aemoain
HacTynHi B3aemogii 6ynum onncaHi npu cynyTHbOMY 3acTocyBaHHi npenapaty Akky3ng® 20, iHwnx
iHriGiTopie AlN® abo rigpoxnopoTiasnay 3 HABEAEHUMUN HUXKYE PEYOBMHAMM.

KyxoHHa cinb. 3HWKYETbCA aHTUrINepTeH3NBHUIA edoekT npenapaty Akky3ng® 20.

AHmueinepmeH3usHi 3acobu (y m.y. iHwi diypemuku, bema-brnokamopu), Himpamu,

saszodunamamopu, bapbimypamu, cheHomiazuHU, MPUUUKIIIYHI aHmudenpecaHmu,

asikoeosib. [ioBuULLYETbCS aHTUrinepTeH3nBHUI edpekT npenapaty Akkyang® 20.




Xipypeis/aHecme3syroyi 3acobu. Piske nagiHHA KpOB’SIHOrO TUCKy. Mig Yyac npoBeaeHHs HeBigKIagHMX
onepauin go3y npenapaTis Afs npeMeaunkaLil Ta aHecTe3yt4umx 3acobiB HeOOXigHO 3MEHLUNTH
(aHecTesionor noBuHeH GyTn NpoiHOPMOBaHUI NPO MikyBaHHA npenapaTtoM Akky3una® 20).

AHaneemUKu HecmepoioHi npomusananb/-u npenapamu (HI73I7) vmorvrv YUCsli CerneKmusHi

caniyusosoi Kucaomu, IHdomemauum Moxnuse NpUrHiYeHHSA aHTUrNEePTEH3UBHOIO ereKTy
npenapaty Akky3na® 20 (HeobxigHun perynspHuii Harnag!). MNpu 3actocysanHi HIM3MM Ta iHribiTopis

Al ix gis woao 36inbLUeHHA piBHSA Kanilo y cMpoBaTLi Mae aguTUBHUA edhekT Ta MoXxe
noripwysatin dyHKLi0 HUPOK. 3a3Bunyain peakLis € obopoTHot. Pigko, 0cobnmBo y nauieHTis 3
nopyLeHHAM (OYHKLIT HAPOK, Hanpuknag, y nauieHTiB 3 AerigpaTauieto, MOXIMBUIA PO3BUTOK rOCTPOI
HVMPKOBOI HEAOCTATHOCTI (HeOBXiAHWI perynapHun Harnsa!).

Caniyunamu._Npwn 3acToCyBaHHi BUCOKMX [03 caniuunaTiB rigpoxnopoTiasng Moxe nocunioBaTtu ix
TOKCUYHWIA BMSINB Ha LieHTparnbHy HEPBOBY CUCTEMY.

Jlimid. TligBuLLEHHA PiBHA NIiTit0 y Nnasmi Kposi (HeOOXiaHWMM perynapHui Harnsal), 3pocTaHHA
pU3KKy NPosiBY NOro Kapaio- Ta HEMPOTOKCUYHOCTI.

Arikozosib. [MocuneHHs aHTurinepTeH3nBHOI Ail npenapaty Akkysua® 20, niaBuLEeHHS Al ankoronto,
NMOCUITEHHSA OPTOCTATMUYHOI MiNOTEH3IT (Takox 3 6apbiTypatammn abo HAPKOTUYHUMUN PEHOBUHAMM.

[niko3udu Queimanicy. Edektn Ta HebaxaHi edpekTn rniko3uais guritanicy MoXyTb NOCUNOBATUCH
npv HagBHOMY AediunTi Kanito Ta/abo marHito. CNpUYnHEHI Tia3ngom NOPYLUEHHST NEKTPOSITHOrO
BanaHcy, Taki 9k gediunT Kanito Ta/abo mMarHito, NigBULLYIOTb PU3NK TOKCUYHOCTI FMiKO3MAaiB
auritanicy, Wo, y CBO Yepry, MOXe nNprM3BoauTn 4o datanbHOoi apuTMii.

3acobu, noe’a3aHi 3 maxikapdieto muny «nipyemy. Yepes pu3nk BUHUKHEHHS rinokaniemii cnig
O0TpMyBaTUCL 0BEPEXHOCTI Mig Yac 3aCTOCYBaHHSA rigpoxnopoTia3nay 3 TaKMMU JikapCbKumm
3acobamu K rniko3uan guritanicy, abdo iHWKMK npenapaTtamu, siKi MOXYTb CIPUYUHATY TaxikapAito
TNy «nipyeT».

OparnbHi npomudiabemuyHi nikapcbki 3acobu, iHcyiH. MoXnuee NigBULLIEHHSA YyTNMBOCTI A0
iHCYniHy Ta acoujioBaHa rinornikemist (HeobxigHWn perynapHun Harnag!, ame. po3ain «OcobnmBocTi

3acTocyBaHHs»). lHOyKoBaHa Tia3vaamu rinepriikemis Moxe nopyLlyBaTu KOHTPOMb PiBHS LyKPY B
Kpoi. MagiHHA piBHSA Kanito y nnasMi KpoBi NigBULLYE HENEPEHOCUMICTb THOKO3U. 3a HeOOXIOHOCTI,
NPOBOASATb MOHITOPUHT PiBHA LIyKPY B KPOBI Ta BBOAATb JOAATKOBUI Kanin AN NigTpuMKm
Bi,NOBIQHOMO PiBHA y Nna3mi KPoBi, @ TaKoX, 3a NOTpebu, 3aCTOCOBYOTb NPOTUAIa0eTMYHI 3acobu
(amB. po3ain «OcobnmMBOCTI 3aCTOCYBaHHSY).

KamexonamiHu (y m.y. eniHecbpuH, HopadpeHarniH). apoxnopoTiasng MOXe CIPUYNHATU
nocnabneHHs edekTy, NpoTe HeJoCTaTHE AN BiAMIHN CYyNyTHbOrO 3aCTOCYBaHHS.

KanitiypemuyHi Oiypemuku (Hanpuknad, ¢hypocemid), antokokopmukoiou, AKTI™

(a0peHOKOPMUKOMPOIIHi 20pPMOHU), KapbeHOKCONOH, amebomepuuuH B, neHiyuniH G, caniyunamu
abo 37108xugaHHs MPOHOCHUX 3acobis.iaBnLLEeHi BTpaTn MarHito Ta/abo kanito (ocobnmeso

rinokaniemist), CpuUYMHeHi rigpoxnopoTiasauaomM (HeobxigHu perynapHui Harnsaal).

XonecmupamiH, konecmunos. 3HMKYeTbCA abcopbuis rigpoxnopoTiasnay 3 WiyHKOBO-KMULLKOBOro
TpaKTy.

AnonypuHoi, yumocmamuYyHi ma iMyHOCYnpecusHi 3acobu, cucmemHi kopmukocmepoiou abo
fapokaiHamio. SHWKEHHS Yncna NENKOUNTIB Y KPOBI, JTIENKOMEHIS.

LlumocmamuyHi 3acobu (Hanpuknad, uuknogocgamio, hmopypauusl,

memompekcam). [iapoxnopoTia3ng NOCUIE TOKCUYHY Ait0 Ha KiICTKOBUI MO30K (0CO0nMBO
rPaHysIoLMTONEHIHD).

MiopenakcaHnmu muny Kypape. gpoxnopoTiasug NOCUNE Ta NOSOBXYE MiOpenakCaHTHUN edpekT
(aHecTesionor noBrHeH ByTn NpoiHOpMOBaHWIA NPO NikyBaHHA npenapaTtoM Akky3na®20).

Memundona. NoBigoMnanocsi Npo oKpeMi BUNaakyM reMonianucy BHacnigoK YTBOPEHHS aHTUTIN 4o
rigpoxnoportiasungy.



Heliponenmuku ma iminpamiH. NMocunioTb aHTUNNEPTEH3NBHUIA edpekT KBiHanpuny.

TempauukniHu ma iHwi npenapamu, wo e3aemodiromb 3 MazHiem. Iig yac ogHo4YacHoro
3aCTOCYyBaHHS 300pOBUMU JOOPOBOSLLAMM CNOCTEPIranocs 3HWKEHHS abcopOLii TeTpaunKiHiB Ha

28-37 %, ockinbkn Akky3na® 20 MicTuTb kapboHaT marHito. PekomeHAYyeTbCA YHUKaT napanenbHoro
3acTtocyBaHHs npenapaty Akkyang® 20 3 TeTpaumkIiHamu.

AHmauudu. AHTaUMaN MOXYTb 3HU3MTK BIOQOCTYMNHICTL KBIHANPUNY/rigpoxnopoTiasnay.

IHWi akmuegHi pe4oguHu. He Byno BigMi4eHO KIiHIYHO 3HAYYLLMX dapMaKOKIHETUYHUX B3AEMOZiN npu
CynyTHbOMY 3aCTOCYBaHHi MponaHonosny, rigpoxnopoTiasnay Yn UMMeTUanHY.

BapgpapuH. [is aHTukoarynsaHty (BMMipsHa 3 npoTPOMOIHOBMM 4YacoM) pa3oBoil JO3M iCTOTHO He
3MiHIOBanacs, sKLLO KBiHanpun BBOAWIMW Ha [OAATOK [iBa pasn Ha AeHb.

3acobu, wo nidsulwyroms pPiBEHb Kasito 8 cupos8amui Kposi.

OpHovacHe 3acTocyBaHHs kaninsbepiratoumx giypetukis (y T.4. CNipOHONAKTOH, aminopua,
TpuamTepeH), conen kanito abo iHWKnX nikapcbkux 3acobiB, siki, y CBOK Yepry MOXyTb NOCUNOBATH
NiABULLEHHS PiBHS Kanito y cupoBaTtLui KpoBi (Y T.4. renapuH) NnpusBogMTb 40 3HAYHOMO NiABULLEHHS
PiBHA Kanito B CMpOBAaTLi KPOBI BUKITMKAHE KOMMOHEHTOM-iHriBiTopom AlN® (HeobxigHui perynspHumn
Harnag!, oue. po3ain «OcobnmBocTi 3acTocyBaHHA»). OgHo4vacHe BBeAeHHs iHribiTopis Al 3
CynbameToKCa3onoM/TpMMeTONPMMOM MauieHTaM MiTHLOrO BiKy Ta NauieHTam 3 NopyLUEeHHAM
doyHKLUIT HUPOK Oyno acouiioBaHe 3 BUHUKHEHHSAM TSXKKOI rinepkaniemii. MpunyckaeTbes, Wo Le
Moxe OyTu HacnigkoMm B3aemogii 3 TpuMmeTonpumMmom. ToMmy, chnig A0TpMMyBaTUCh 0BepexXHOCTI nig
Yac 04HOYACHOro 3acToCyBaHHA 3acobiB, WO MICTATb KBiHANpun/rigpoxnopoTia3ng Ta TPUMEeToNnpumMm,
a TaKoX perynsapHo NpoBOAUTU KOHTPOSb PIBHSA Kanito y cupoBaTtLi KPOBi.

[HWi npenapamu, Wo MOXymb 8UKIUKaMU aHeioHeepomu4HuUl Habpsk. MNauieHTn, sk napanenbHo
3acTocoBytoTh iHri6iTop MTOR (Hanpuknag, Temcuponimyc) abo iHribitop DPP-4 (Hanpuknag,

BiNAarninTuH), MOXyTb MaTU CXUIbHICTb 40 BUHUKHEHHS aHTOHEBPOTUYHOrO Habpsky. Tomy,
HeoOXigHO 3 06epeXHICTIO MoYMHATK NiKyBaHHSA iHribiTopom MTOR abo iHribitopom DPP-4
nauieHTIB, sKi BXXe 3aCTOCOBYHOTb iHribiTopy AlNO.

[aHi KniHiYHMX gocnigykeHb NPOAEMOHCTPYBanu, LWo noaBiiHa 6nokaga peHiH-aHrioTeH3UH-
anbgoctepoHoBoi cuctemun (PAAC) npu ogHOYacHOMY 3acTOCyBaHHi iHribiTopis AMN®, 6nokatopis
peuenTopiB aHrioteH3uHy |l abo anickipeHy, noB’sisaHa 3 GinbLUOK YaCcTOTOK PO3BUTKY TaKMX
noGiYHMX peakLUil SK rinoTeHsis, rinepkaniemMis Ta 3HmkeHa yHKList HUPOK (BKNOYaumn roctpy
HUPKOBY HEOOCTATHICTb), ¥ MOPIBHAHHI 3 3acTocyBaHHAM nuwe PAAC-akTMBHMX 3acobiB (auB.
po3ginu «MNpoTmnokasaHHs», «OcobNMBOCTI 3aCTOCYBaHHsA», «DapmakoguHamika»). HeobxigHo
NPOBOANTMN PETENTbHNA MOHITOPUHT KPOB’'SSHOrO TUCKY, GOYHKLiIA HAPOK, KOHLIEHTPALLii eNeKTponiTiB y
nauieHTiB, siki ogHOYacHo 3 npenapaTtoM AkKy3na® 20 3aCTOCOBYHOTb iHLUI aKTUBHI PEYOBUHN, LLO
BMMMBAIOTb Ha PEHiH-aHMOTEeH3UH-anb40CTEPOHOBY CUCTEMY.

IH2ibimopu HenpunizuHy. OgHOYacHe 3acToCyBaHHA KBiHANpuWy 3 cakybiTpunom/BancapTaHoM
npoTMnoKasaHe, OCKiflbKM OgHOYacHe NPUrHideHHst HenpunismHy Ta AlNd moxe 36inbWNT pU3KK
PO3BUTKY @HMOHEBPOTUYHOrO Habpsiky. 3acToCyBaHHs cakybiTpuny/BancaptaHy He MOXHa novmHaTu
paHilwe Hixx Yepe3 36 roguH nicnsa npunomy ocTaHHbLOI 403K KBiHanpuny. 3acTocyBaHHS KBiHanpuy
He MOXHa NOYMHAaTK paHile HixX Yepes3 36 roauH Nicnst OCTaHHbOI 403K cakybiTpuny/BancapTaHy
(amB. po3ginn «lMpoTtunokasaHHa» Ta «OcobnuBocTi 3acTocyBaHHsA»). OgHoYacHe 3aCTOCYBaHHSA
iHLWKMX iHriGiTOPIB HENpUAI3VHY (HaNpuKNaza, pauekagoTpuny) Ta KBiHanpuny TakoXx Moxe 36inbLunTu
PU3MK PO3BUTKY aHFIOHEBPOTUYHOIO HAbPSKY (aMB. po3ain «OcobnmBOCTI 3aCTOCYBaHHSA»).

AsickipeH. XBOpM Ha LyKpoBui giabeT abo nauieHTam 3 NopyLUeHHAM GYHKLiT HAPOK (KNipeHc
KpeaTuHiHy < 60 mn/xs/1,73 M?) 3a00pPOHAETBLCA NpU3HaYaTH KBIHANPUIT pa3oM 3 aniCKipeHOM.

AHmunodaepuyHi 3acobu (anonypuHOsI, YPUKO3YPUKU, iH2ibimopu KcaHmuUH-okcueeHasu). Tiasna-

iHOyKOBaHa rinepypukeMis Moxe 3HUXKXyBaTu ePeKTUBHICTb anonypuHony Ym npobexHeLmnay npu
nikyBaHHi nogarpw. Npy ogHoYacHOMY 3aCTOCYBaHHI rigpoxnopoTiasvuaiB MOXIMBE NiABULLEHHSA
YacTOTW peakLUin rinep4yyTNUBOCTI 40 anonypuHoO-y.

OcobnuBoOCTi 3acTOCyBaHHS



He cnig 3actocoByBatu Akky3na® 20 nig yac npoBedeHHs acdepesy ninonpoTeifiB HU3bKOT LWiNbHOCTI
3 feKcTpaH-cyrnbaTHO abcopbuieto 3 BUKOPUCTaAHHAM NONiaKpUITOHITPUNBHUX MeMBpaH 3
BMCOKOO IHTEHCMBHICTIO MOTOKY («AN69») abo npu npoBeneHHi AeceHcubinisyoyoi Tepanii npoTu
OTpYT KOMax (aMB. po3ain «MpoTUNokasaHHNAY).

Peakuii einep4yymisnusocmi.

MoxnuBi peakuii rinep4yTnMeocTi (Hanpuknazg nypnypwu, oToceHcmnbinisauii, KponuB'aHKN,
HEKPOTM3YOYOro aHriiTy, pecnipatopHOro AMCTpPeCy, BKOYaUn NHEBMOHIO M HAOPSK nereHis, Ta
aHaiNnakTUYHMUX peakLin) y nauieHTiB 3 HaABHICTIO abo 6e3 HagBHOCTI B aHaMHe3i BUNaaKiB aneprii
abo GpoHxianbHOI acTMu.

Akky3na® 20 MOXXHa Npu3HavaT nuLle nicnga Ayxe peTesibHOI OLiHKM CMiBBIOHOLEHHS MiDK KOPUCTHO
Ta pU3MKOM Ta nif NOCTINHMM KOHTPOJSIEM XapaKTEPHUX KMiHIYHMX Ta nabopaTopHO-XiMiYHMX
napameTpis y pasi:

e  KMiHIYHO 3Ha4yLoi NnpoTeinypii (binbLe Hix 1 r/ooby);

®  [OPYLUEHHS iIMYHHOI peaKkTUBHOCTI abo HasiBHOCTi KONlareHOBMX 3aXBOPIOBaHb (CUCTEMHUIA
YepBOHMWI BOBYaK, CKriepoaepmis);

®  0JHOYaCHOro CUCTEMHOro 3aCTOCYyBaHHs NpenapariB, sKi MPUTHIYYOTb 3aXUCHI OYHKLIT

opraHiamy (KOpTUKOCTEPOIAMW, LMTOCTATMKN, aHTUMETabomiTh), anonypuHony, npokaiHamiay,

niTito, guriTanicy, rniko3uais, NPOHOCHMX 3acobiB;

nogarpu;

rinoBonemir;

uepebpockrepoasy;

CKIepo3y KOPOHapHMX apTepin;

BUpaxkeHoro abo naTteHTHoro fgiabeTty;

nopyLUeHb YHKLIT NEYiHKM.

HeobxigHO nepeBipATY OyHKLiI0 HUPOK Nepes 3acTOCyBaHHAM npenapaTty. Y pasi npunomy cynyTHix
nikapcbkmx 3aco0iB, sKi MOXyTb 36iNbLUNTK PiBEHb Kanito B CUpOBaTLI, CNig AOTPUMYBaTUCS
obepexHocTi (auB. po3ain «B3aemopais 3 iHWMMK nikapcbkuMy 3acobamm Ta iHLWi BUOW B3aEMOLIA» ).

Jlimid.
3asBuyan, niTin He cnig npu3HavaTty pa3om 3 AiypeTukamm, OCKifbK1M OCTaHHI MOXYTb 3HU3UTK

BMBELEHHS MITit0 HUPKAMW N, TAKUM YNHOM, NIABULLNTU PUSKK MPOSIBY MOrO TOKCUYHOCTI (4MB. po34in
«Bsaemogis 3 iHWwnMmKM nikapcbknmu 3acobamm Ta iHLWi BUOW B3aEMOLINY).

HeobxigHo BigHOBWTM BOAHO-CONBbOBUIA BanaHc 4o noyaTky Tepanii.

OcobnuBo Ha noyaTky Tepanii Akky3na® 20 cnig 3acTocoByBaTu nuviLle 3a yMOBU IHTEHCUBHOMO
MOHITOPUHIY apTepianbHOro TUCKy Ta/abo penpe3eHTaTUBHMX NabopaTopHUX NapamMeTpiB y:

®  MaLieHTIB i3 NOpyLLEHO (PYHKLIE HUPOK (KpeaTuHiH Yy cMpoBaTtLi cTaHoBUTbL Ao 1,8 mr/an
abo knipeHc kpeaTuHiHy 30-60 mn/xB);
navwieHTIB i3 TSXKKOK rinepTeHsieto;
naujieHTiB Bikom Big 65 pokiB.

[odsitiHa 6rokada peHiH-aHziomeH3uH-anb0ocmepoHo8oi cucmemu (PAAC).

ICHYIOTb JOKa3W, L0 CYMYTHE 3aCTOCYBaHHS iHribiTopie AlN®, 6nokaTtopiB peLenTopiB aHrioTeH3UHY I
abo anickipeHy niaBuLLYE PU3NK BUHUKHEHHS apTepianbHOI rinoTeH3ii, rinepkaniemii Ta noripLeHHs
byHKLUIT HUPOK (BKITHOYAKYM rocTpy HUPKOBY HEAOCTaTHICTb). TOMY HE peKOMeHO0BaHO
3actocoByBaTu noapiriHy 6rnokagy PAAC ungaxom cynyTHbOro 3aCTOCyBaHHs iHribiTopis Alld,
GriokaTopiB peLienTopiB aHrioteH3uHy Il abo anickipeHy (ouB. po3ginu «B3aemopgis 3 iHWKMK
nikapcbkMMmn 3acobamm Ta iHLWi BUAM B3aeMoginy i «dapmakogmnHamikay).

AKLLO 3acTocyBaHHA NOABIVHOI ONokaan BBaXKaeTbCst BKpank HEOOXigHUM, ii MOXHa 34iACHIOBaTU
nvwe nig HarnggoM cneuianicta n 3a YMOBW PeTENbHOr0 MOHITOPUHIY OyHKLii HUPOK, BanaHcy
eeKTPOonITIiB i apTepianbHOro TUCKY.



MauieHTam i3 giabeTnyHO HedponaTieto He cnig ogHOYacHO 3acTocoByBaTy iHriGiTopy Al i
©nokaTopu peuenTopiB aHrioTeH3uHY Il.

Y BiANOBIAHOCTI A0 MOXITMBOIO 3aCTOCYBaHHSA iHOUBIAYaNbHUX KOMMOHEHTIB Y BUNagKax 3HUKeHOT
cepLeBoi akTUBHOCTI, AKKy3na® 20 TakoXX MOXe 3aCTOCOBYBaTUCh, SKLLO MigibpaHi Ao3u ans
iHAMBIAyanbHNUX KOMMOHEHTIB BigNoBiAaoTh cknagy npenapaty Akkysua® 20.

[inomeH3is.

AKKy3na® 20 MOXe CIPUYNHATA CUMNTOMATUYHY MNOTEH3it0, SIka 3a3BUYal BUHMKaNa He YacTille HixX
nig Yac MoHoTepanii KOXHUM npenapatoM. [MooAMHOKI BUNagKkn CUMATOMaTUYHOI FiNoTeH3Il
CrocTepirarTbCs B NAUIEHTIB 3 HEYCKNAaAHEHO rinoTeHsieto. Bunaakn MMOBIPHILLI B NauieHTiB 3
BTPaTOK PiavHM BHACNIAOK Tepanii AiypeTnkamm, 4OTPUMaHHA CONbOBOI AiETu, dianidy, giaper,
6rtoBaHHsA abo peHiHOBOI rinepTeHsii (amB. po3ain «B3aemogais 3 iHwWumK nikapcbknmmn 3acobamm Ta
iHLWi BUOW B3aEMOAINy).

Akkysna® 20 cnig o6epexxHo 3acTOCOBYBaTU NauieHTaMm, SKi napanenbHO OTPUMYOTb fiKyBaHHS
iHLUMMW aHTUTINEePTEH3MBHUMM 3acobamm, OCKINbKM Tia3ug y cknagi npenaparty MoXxe NocunmTm
aHTUriNepTEH3MBHY Aito iHWKNX NpenapartiB, 0cobnueo raHrniobnokatopie abo agpeHobnokaTopis
nepudepunyHoi gii. Y nauieHTiB, AKMM NPOBOAMAN CUMNATEKTOMIIO, TAKOX MOXE MOCUITUTUCH
aHTUrinepTeHs3MBHa 4iga Tia3uay B ckragi npenapary.

AKLLO BMHMKAE CMMNTOMATUYHA MiNOTeHsis, NauieHTa Cnig NoKnacTy Ha CNvHY Ta, 3a HeobXigHOCTI,
BBECTM I30TOHIYHMI PO3YMH LUMISIXOM BHYTPILLHbOBEHHOI iH(Y3ii. KopoTKoTprBana rinoTeH3nsHa
peakuid He € NPOTMMNOKa3aHHAM 4115 NoganbLUIOro 3actocyBaHHs npenapaty Akky3na® 20 3a ymosu
obepexHoi kopeKLUii 403K NicnsA yCnilHOro NikyBaHHSA rinoTeH3ii; NpoTe, B TakOMy BUMNaAKy cnig
PO3rnsiHY TN NpuU3HayYeHHs npenapaty Akky3na® 20 B HUXKYMX SO3aX.

Y nauieHTiB i3 3acmiliHOK cepuesoro HedocmamHicmi 3 HUPKOBOK HeOOCTaTHICTIO abo 6e3 Hel
aHTUrinepTeH3MBHa Tepanis iHriditopamu AlNd moxe Npu3BecTn 4O HAOMIPHOMO 3HMXKEHHS
apTepiarnbHOro TUCKy, O MOXe NPU3BOANTM A0 Onirypil, azoTemil Ta B MOOAMHOKUX BUNagkKax 4o
rOCTPOI HUPKOBOI HEAOCTATHOCTI 1 eTanbHOro Hacnigky. JlikyBaHHS TakvMx nauieHTiB NoTpibHO
NoYMHaTK Nig NUAbHAM MEANYHUM HarnsAoM; 3a LMW naulieHTaMmm chig, yBaXkHO crnoctepiratu
NPOTArOM nepLUnX ABOX TWXKHIB MiKyBaHHS Ta Wopasy npu nigBULLEeHHi J03W.

Cepuesa HeOocmamHicmb/3ax80pH8aHHS Cepus.

BHacnigok NpurHiYeHHsa peHiH-aHrioTeH3MH-anbA0CTEPOHOBOI CUCTEMM MOXIUBI 3MiHM (OYHKLT
HUPOK Y MaLiEHTIB 3i CXMIbHICTIO 40 TaKMX 3aXBOPKOBaHb. Y NauieHTIB 3 MSXXKOK cepuesoro
HedocmamHicmio, B SKMX OYHKLIS HUPOK MOXe 3anexaTu Bif akTMBHOCTI PeHiH-aHrioTEeH3WH-
anbOCTEPOHOBOI CUCTEMMU, NiKYyBaHHA KBiHANpuiIoM MoXe CynpoBOOKYBaTUCH Oflirypieto Ta/abo
NpOrpecyrYvoto a3oTeMieto, a B NOOAMHOKMX BUNaAKax — rOCTPOK HUPKOBOK HEOOCTATHICTIO 1
Npu3BecTU 40 NneTanbHOro Hacnigky.

Y peskux naujieHTiB 3 rinepTeH3ieto abo cepLeBold HeLOCTaTHICTIO 3a BiACYTHOCTI BUPaXKeHOro
nonepeaHbLOro 3axBOPHOBaHHSA HUPOK MOXHa Byno cnocTtepiratv NiABULLEHHS PIBHIB 3anMLLKOBOrO
a30Ty CEeYOBMHM Ta KpeaTuHiHy y crpoBartui Kposi (y 1,25 pasa Ginblue 3a BepxHi0 Mexy Hopmu). Lle
NigBULLEHHS 3a3BuYan Byno He3Ha4YHMM Ta Mario 06OPOTHUI XapakTep, 0COBMBO y pasi, Konm
KBiHanpwun 3aCTOoCOBYBanu y NOEAHaHHI 3 Ce4oriHHMM npenapaTtoMm. [iaBMLeHHS piBHIB
3anu1LLIKOBOro a30Ty CEYOBUHM Y KPOBI Ta KpeaTUHiHY Yy CMpOBAaTL CrocTepiranu y KOXXKHOMY BUNaaKy
y 2 % naujieHTiB 3 rinepTeHsieo Npy 3acToCyBaHHI KBiHaNpuny sik MmoHoTepaniitTay 4 % 1a 3 %
nauieHTiB 3 rinepTeHsieto Bi4NOBIAHO NPW 3aCTOCYBaHHI KBiHaNpuny/rigpoxnopoTiasuay. Take
NiABULLEHHS YacTile BUHMKAE Yy NALEHTIB 3 y>Ke iCHYIOYOK HUPKOBOK HEAOCTATHICTHO. Y Taknx
BMNagkax moxe 0yTu noTpibHMM 3HMXKEHHS 003K Ta/abo BigmiHa cevoriHHOro npenaparty Ta/abo
KBiHanpusy.

[NopyweHHs byHKUIi neYiHKU.

Y NooguHOKMX BUNaakax iHriditopu AMN® 6ynu acouiioBaHi 3 CUHOPOMOM, SIKUI NMOYMHAB CBIl
PO3BUTOK SK XONecTaTU4Ha XXOBTAHMLA, a NOTiM NporpecysaB Y (PyfbMiHAHTHUI HEKPO3 NEeYiHKK (B
OedKMX Bunagkax 3 netanbHUM Hacnigkom). [1ns nauieHTis, B SKMX CNOCTEPIraeTbCA XOBTSHULA abo
BYPaXXeHe MiaBULLEHHSA PiBHIB hepMEHTIB NediHkK nig Yac Tepanii iHribitopom AN, cnig noBHicTO



NPUNMHXTK NiKyBaHHSA iHriGiTopom Al®, a TakoxX posnovaTty BigNoBiAHY AiarHOCTUKY Ta NoAanbLunia
NikapCbKu Harnag,.

[MoBigomnanocya Npo BUNagKy 3aroCTPeHHS Ta akTMBaLil CUCTEMHOIo YepBOHOIO BOBYAKy Ta
cuHapomy CTiBeHca-[>KoOHCOHa Npu 3aCTOCYBaHHI Tia3uaiB..

Kawerneb.

MMig yac 3actocyBaHHs iHribiTopis AN, BkAoYao4uM KBiHanpus, NOBIGOMASANOCA NPOo Kawernb. 3a
XapaKkTEPUCTMKO Kallernb 6e3 MOKPOTU, MOCTINHWUIA | 3HUKaE Nicns NpUNUHEHHs Tepanii. Kawenb,
cnpuymMHeHun iHriditopom AlN®, cnig po3rnsgaTn Sk YacTUHY Moro andepeHLianbHoT 4iarHOCTUKN.

AHzioHespomuyYyHuUl Habpsk.

Y nauieHTiB, siki OTpMMyBanu rikyBaHHs iHridiTopamu AlN®, cnoctepiraBcst aHriOHEBPOTUYHUN
Habpsik 3 yactotor 0,1 % ana kBiHanpuny. AKWO BUHUKAE CTPUAOP ropTaHi abo po3BMBAETLCA
aHIOHEBPOTUYHNIN HAOPSIK 0BNNYYS, 3MKa YM TONOCOBOI LWiNNHK, HEOOXiAHO HEramHO NPUNNHUTK
NikyBaHH4A KBiHanpunoM. lNMauieHTam cnig HagaTtu BignoBigHY MeanYHy AOMOMOory Ta nNusibHO
crnocTepiratui 3a ix CTaHOM, OKN HE 3HWKHE HabpsiK. AKLLO HaBpsK NOLIMPIOETLCA TiNbKN Ha 06nU4Ys
Ta rybu, 3a3Bmyan BiH 3HUKae 0e3 nikyBaHHS. AHTUriCTaMiHHI MpenapaTn MoXHa 3acTOCOBYBaTH AN
NMOM’SKLLEHHSI TAKUX CUMNTOMIB. AHMIOHEBPOTUYHUI HAOPSK ropTaHi MOXe NPU3BECTU A0 NeTanbHOro
Hacnigky. Y pasi o6CcTpyKUil AnxanbHUX LWNAXIB Yepes3 ypaXKeHHs s131ka, rofiocoBoi LWiNIMHK abo
ropTaHi HeobXigHO HeramHo BXUTW BiAMNOBIOHUX EKCTPEHUX 3axogis (AMB. po3ain «lepenosyBaHHNA»).

MauieHTn 3 HaABHICTIO B aHaMHEe3i aHMOHEBPOTMYHOIO HabpsiKy, HE NOB’A3aHOro 3 Tepanieto
iHriGiTopom AlN®, MOXyTb MaTh CXUIbHICTb 4O BUHUKHEHHS @aHTNIOHEBPOTMYHOIO HabpsiKy nig vac
3aCTOCyBaHHS LbOro npenaparty (auB. po3gin «lpoTunokasaHHsa»).

MauieHTu, aki napanenbHO 3aCTOCOBYOTH iHriGITop MTOR (Hanpuknag TemcuponiMmyc) abo iHribiTop
DPP-4 (Hanpuknag BingarninTvH), MOXyTb Matu CXUITbHICTb 40 BUHUKHEHHS aHMOHEBPOTUYHOIO
HabpsKy. Tomy HeObXiAHO 3 06EPEXHICTIO NOYMHATKY NiKyBaHHs iHri6iTopom MTOR abo iHribiTopom
DPP-4 nauieHTiB, AKMM Bxe npu3Hadascs iHriditop Ard.

KombGiHauis kBiHanpwuny 3 cakybiTpunom/BancaptaHomM NpoTunokasaHa Yyepes nigBuLLEeHNA pu3nk
PO3BUTKY @aHMOHEBPOTUYHOrO Habpsiky (amB. po3ain «lMpoTunokasaHHSa»).

3acTocyBaHHSA cakybiTpuny/BancapTaHy He MOXHa MOYMHATY paHile Hix Yyepes 36 roguH nicng
OCTaHHbOI 403U KBiHaNpuny. 3acTOCyBaHHS KBIHaNpuny He MoXHa NoYmMHaTK paHille Hix Yyepes
36 roavH nicnst ocTaHHbOI 403K cakybiTpuny/Bancaptany (aume. po3ainu «MpoTunokasaHHs» Ta
«OCcobnMBOCTi 3aCTOCYBaHHSA).

OpHovacHe 3acTocyBaHHS iHLWMX iHFBITOPIB HEMPUAI3NHY (Hanpuknag, pauekagoTpuny) Ta
iHriGiTopiB AP Takox MOXe 30iNbLLINTU PU3MK PO3BUTKY aHFNIOHEBPOTUYHOIO HABPSKY (AMB. po3ain
«OcobnMBOCTI 3aCTOCYBaHHS»). TOMY HEODXILHO PETENbHO OLHUTY CMiBBIAHOLLIEHHSA KOPUCTI I
pPU3nNKy Nepea noYaTKOM NiKyBaHHS iHriGiTopamun HenpunianHy (Hanpuknag, pauekagoTpuiom) y
nauieHTiB, sIKi 3aCTOCOBYHOTb KBiHaNpusi.

IHmecmuHanbHUU aHaioHespoMuYHUU Habpsk.

MoBigomnaAnock NPo iHTECTUHANBbHUIN aHMOHEBPOTUYHNIA HAOPSIK Y NaLEHTIB, AKi OTpMMyBanu
iHriGiTopun AMN®. MauieHTn ckapxunucsa Ha Binb y XMBOTI (3 HyAOTO Ta 6ntoBaHHAM abo 6e3 Lboro);
B AESAKMX BUNadKkax B aHaMHe3i He Byro aHroHeBPOTUYHOIO Habpsiky 06nmyys, a piBHi C-1-ectepasn
Oynu B HopMi. [liarHO3 aHrioHeBPOTUYHOIO HabPSAKY CTaBMBCS 3a 4OMNOMOIOK KOMM IOTEPHOT
ToMorpadii abo ynbTpasBykoBOro AocnigkeHHsa abo nig Yac XipypridyHOro BTpyYaHHS, a CUMNTOMM
3HUKanu nicnsi NPUNUHEHHS 3aCTOCyBaHHA iHriGiTopy AlN®. KnuwkoBuin aHrioHEBPOTUYHMIA HABpsIK
cnig BKIMHOYMTU 0 AndbepeHLiansHoT OiarHOCTMKN NaLieHTiB, siki 3aCTOCOBYHOTh iHribiTopu AM® Ta
cKkap)kaTbCs Ha Binb y XXMBOTI.

3acTocyBaHHA npenapaTy Akky3ng® 20 Moxe ctaty NPUYMHOK MNO3UTUBHUX Pe3yribTaTiB TECTY Ha
JoniHr. 3actocyBaHHs npenapaty Akky3na® 20 sk JONiHTY MOXe CTBOPKOBAaTU 3arpo3y A5 340POoB's.

EmHiyHi ocobniusocmi.



MoBigomnaAnock, Wo y nauieHTiB HErpoigHol pacu, aki oTpumyBanu Tepanito iHribitopom A,
YyacTilwe BUHMKAB aHMOHEBPOTMYHNN HABPSK NOPIBHAHO 3 iHLLUMMW €THIYHMMUK rpynamn. Cnig Takox
3a3HaunTW, WO iHriGiTopyn AN nig 4ac KOHTPONLOBAHMX KMiHIYHMX AOCMIAKEHb NPOAEMOHCTPYBanm
HWXKYY aHTUMNEePTEH3MBHY Ait0 Y NaUieHTIB HEMPOIAHOI pacu, aHipK B iHLUNX.

[lopyweHHsa enekmponim+Ho2o basaHcy.

3a nauieHTamu, siki OTPUMYOTb NiKyBaHHS KBIHANPUMAOM/rigpoxnopoTia3ngomM, crif cnocrepiratu
OO0 HAsABHOCTI KMiHIYHMX O3HAK MOPYLUEHHHA BOAHO-ENEKTPOMiTHOro 6anaHcy, CnpuynHeHoro
Tiasangom. [iNs Takmx nauieHTiB crnig CMCTEMATUYHO KOHTPOSOBATK KOHLEHTpaLl enekTponiTiB y
cupoBaTLi kpoBi (0cob6NMBO HATpItO Ta Kanito). OCKiNbKM KBIHANPWUN NPUTHIYYE YTBOPEHHS
anbAOoCTEPOHY, KOMOIHOBaHe NiKyBaHHA pa3oM 3 rigpoxXnopoTiasnaoM MOXe 3MEHLUUTU 0 MiHIMYMY
PU3NK BUHUKHEHHS rinoKaniemii, CpuYnHeHoi giypeTukamu.

[MpoTuaitoumin BNMB KBiHanpuny Ta rigpoxnopoTiasuy Ha piBeHb Karito B CUpOBaTLL KPOBi MOXe He
crnoctepiratucs. NpoTe, B AedKMX NaUieHTIB O4MH 3 edpeKTiB MOXe nepeBaxkaTu, a y AesKux
nauieHTiB MOXe 3’ABUTUCb HEOBXIiAHICTb MNOCTINHOT 3aMiCHOI Tepanii po3dynHamu Kanito. Tomy Ha
no4aTKy JlikyBaHHS Ta perynspHo nig Yac HbOro Cnig KOHTPONOBATK KOHLEHTPAaLii eNekTponiTiB,
Lwob 3abe3nevnT 3aBYacHe BUABIIEHHS OYAb-IKOrO MOXIMMBOrO NOPYLUEHHSI €MEeKTPOSTiTHOrO
GanaHcy.

Tiasangun 3MeHLUYOTb BUBEOEHHS KarnbLito HUPKaMW. Y OesKuX NauieHTiB, sKi oTpuMyBanu
JOoBroTpusarne nikyBaHHs Tiasaugamu, cnocrepiranmcb NaTtonorivyHi 3MiHM HagHMPKOBKX 3ario3 3
rinepkanbLiemieto Ta rinogoccaTtemieto. [1po HANTSXKYI yCKNagHEHHS rinepnapaTtupeosy
(HMpKoBOKaM'stHY XxBOpOOy, pe3opbuito KiCTKM, NenTUYHi BUpaskn) He NoBigOMMSANOCH.

Mpunom Tiasunaie cnig NPUNUHUTY Nepea NPOBEAEHHAM OOCTEXEHHSA 3 METOK OLIHKU PYHKLLT
napaLmMToBMaHUX 3anos.

Tiasnam nocunoTb BUBEAEHHST MarHito 3 ceveto, TOMy MOXIMBE BUHUKHEHHS rinoMarHiemii (ams.
po3ain «B3aemogia 3 iHWMMK NnikapcbKMMKn 3acobamu Ta iHLWi BUAWM B3AEMOIN»).

IHWi memaborsivyHi echekmu.

TiasngHi giypeTtvku MOXyTb CIPUMUHUTA 3HUXKEHHS NEePEeHOCUMOCTI MIH0KO3M, NiOBULLEHHS PiBHIB
XONecTepuHy, Tpurrilepuay Ta Ce4oBOi KUCMOTY y Nnasmi Kposi. 3a3Buyain AaHi epekTn He3HauHi,
arne BOHU MOXYTb 3yMOBMWTM NOSABY KMiHIYHMX NPOSABIB nogarpu abo giabety y 4yTnvMBuX nawieHTiB.

[inepkarsiemis.

Cnig yBaXHO BMBYMNTM MOXITMBICTb NapanesibHOro 3aCToCyBaHHSA NiKapCbkux 3acobiB, LLO MOXYTb
nigBuULLYyBaTW piBHI Kanito. MNauieHTiB cnig 3actepertu, WO 3acTocyBaHHsS Oyab-aKNX OiETUYHMX
[o6aBokK Kanito, KanieBMiCHMX ConesamiHHUKIB abo iHLIMX npenaparTis, WO NiABULLYOTL PIBEHb Kanito
y CMpOBaTLi KPOBIi, MOXIIMBE NuLle Nicns nonepeaHbol KOHCYNbTalil 3 nikapem (ame. po3ain
«B3aemogis 3 iHwnmKM nikapcbknmm 3acobamm Ta iHWi BUAM B3aEMOLINY).

[inokaniemis.

JlikyBaHHSA TiasnaHMMn giypeTvkamMum acouitoBanoch 3 rinokaniemieto, rinoHaTpiemieto abo
rinoxsiopemMiyHUM ankano3om. Taki po3nagn MoXyTb MPOSIBASATUCS Y BUrMSA CyXOCTi B pOTi, BIOYyTTS
cnparu, cnabkocTi, NepeBTOMMU, COHNMBOCTI, 3aHEMOKOEHHS!, 6OMo B M'A3ax abo cna3mis, CnabKoCTi
B M’si3aX, 3HWXXEHHSA apTepianbHOro TUCKY, onirypil, Taxikapaii, HyaoTun, CNyTaHOCTi CBIAOMOCTI,
KOHBY/bCil Ta GritoBaHHS.

lnokaniemis TakoXX MoXe NocuUnMT abo NPUHANMHI NiABULLMTIY YyTNMBICTL CEPLIEBOI peakLii Ha
TOKCWYHY Ait0 auvritanicy.

HanbinbLwmi pusnk BUHUKHEHHS rinokanieMii B NaUi€eHTIB 3 LMPO30OM MeYdiHKK, (OpCOBaHNM
Oiypes3oM, HeJOCTaTHIM HaLXOLKEHHAM eNEKTPONITIB 3 PKEK, a TaKoXK Yy NauieHTiB, sKi napanensHo
OTPUMYIOTb JiKyBaHHS KOPTUKOCTEPOiAAMN, aAPEHOKOPTUKOTPOMHUMMU rOPMOHAMM, ab0 iHLLIMMM
nikapcbkMMmm 3acobamu, Ski NiABULLYIOTb PUBNK BUHUKHEHHS iHAYKOBAHOI Tia3ngHUMu giypetmkamm
rinokaniemii (ouB. po3ain «B3aemopgis 3 iHWKMK NikapcbKMMM 3acobamu Ta iHLWi BUAM B3AEMOLIN»).

Llykposutl diabem.




Tiasng-iHayKoBaHa rinepriikeMig MoXke nopyLlyBaTh KOHTPOSb 3a PIBHEM LIyKpY Y KpoBi. [MagiHHA
piBHS Kanito y nnasmi KpoBi NigBuLLYyE HENEPEHOCUMICTb NOKO3U. 3a HeobXigHOCTI NPOBOAATb
MOHITOPUHT PIBHA LYKPY Y KPOBi Ta BBOAATb JOOATKOBUI Kanii Ansa nNigTpyUMKY Bi4NOBIAHOIO PiBHA Y
nnasmi KpoBi, a Takox, 3a NoTpebu, 3aCTOCOBYHOTL NPOTMAIa0ETUYHI 3acobu (aMB. po3ain
«B3aemogis 3 iHwnmKM nikapcbkumm 3acobamm Ta iHLWi BUAM B3aEMOLINY).

[HriGiTopn AMN® MOXyYTb NIABALLMTI YYTRAMBICTL A0 IHCYNiHY Y NauieHTiB 3 giabeTom; Ui npenapatu
Oynu acouiioBaHi 3 BUHMKHEHHSAM rinornikeMii y nauieHTiB, SKi OTpMMyBanu fikyBaHHSA
nepopanbHUMK NpoTuaiabeTnyHuMmM fnikapcbknmm 3acobamm abo iHCyniHOM. Y Takux nauieHTiB cnig
YBaXXHO CMocTepiratv 3a piBHSMW IMOKO3M B KPOBi, 0COBMMBO Mif, Yac NepLuoro Micaus nikyBaHHs
iHriGiTopom AMN® (auB. po3ain «B3aemogis 3 iHWMMK nikapcbkuMu 3acobamu Ta iHLWi BUAK
B32EMO/IN»).

HelimponeHisi/acpaHynouumaoas.

Y nooanHoknx Bunagkax iHribitopm Ard acouitoBanmcb 3 BAHUKHEHHSIM arpaHyioLmuTosy i
NPUrHIYEHHAM KiICTKOBOrO MO3KY Y MaLui€HTIB 3 HEYCKIagHEHOo rinepTeHsieto. Taki cumnTomm
cnocTepirannch YacTile y nauieHTiB 3 HUPKOBOK HeLOCTaTHICTI0, 0COBNMBO Yy TUX, XTO MaB
3aXBOPHOBAHHS, aCOLiNOBaHi 3 CynyTHIM 3aCTOCYBaHHAM iMyHOAENpPeCcaHTiB abo iHLMX MNiKapCbKmX
3aco0iB, Aki MOXYTb OyTI acoLinOBaHi 3 HEMTPOMEHiE/arpaHynoLUTO30M.

MauieHTam cnig pekoMmeHayBaTy NOBIAOMIIATN NPO Oyab-sKi 03HaKM iHeKLiT (Hanpuknag Ginb y
ropni, xap), OCKinbku Lie Moxe 6yTn CUMNTOMOM HEWTpOoneHii (auB. po3ain «Bsaemopais 3 iHWuMK
nikapcbknMn 3acobamm Ta iHLi BUOW B3AEMOZIN»).

Y NOOANHOKMX BUMaZKax NoBigoMMASNOCs Npo arpaHynoLmTos, acouiioBaHnin 3 Tepanieto
KBiHanpuriom.

MauieHTn 3 KonareHo3oM abo 3axBOPOBAHHAMM HUPOK, AKi OTpuMyBanu iHriditopmn AN,
noTpebytoTb PErynapHOro KOHTPOSIO PiBHIB JIEMKOLNTIB Y KPOBI.

XipypeidyHe empyvyaHHs/aHecmesis.

IMig, yac cepro3Horo xipypridHoro BTpyyYaHHsa abo npu 3acTocyBaHHi aHeCTe3yrunx 3acobis, Lo
CMPUYMHIOITL 3HKEHHS apTepianbHOro TUCKY, KBiHanpun mMoxe 6rnokyBaTu YyTBOPEHHS
aHrioTeH3unHy |l BHaCnigoK KOMMNEHCaLUiNHOMO BMBINIbHEHHSA PeHiHY. Y BUMNaAKy rinoTeHsil, Wwo
BBaXXaETbCSH Pe3yfibTaTOM ONMUCaHOro BULLLE MEXAHI3My, apTepiaribHUA TUCK MoXe ByTu
BiLKOPUIOBaAHUN LUNAXOM MOMNOBHEHHS 06’eMy pigvHN.

['ocmpa mionis ma 8mopuUHHa 3aKpUMOKYmosa 2/1ayKoma.

lgpoxnopoTia3ng (cynbdoHamia) MoXe CNPUYMHUTL iIOCMHKPATUYHI peakuii, Wo Npu3BoasaTb 4O
rOCTPOI TPAH3UTOPHOI MiOril Ta rOCTPOI 3aKPUTOKYTOBOI rraykomu. [1o cMmMnToMiB Hanexartb piske
3HWXKEHHS TOCTPOTU 30pYy abo Ginb B OLi, L0 3a3BUYal BUHUKAKOTb NPOTArOM OEKINbKOX roanH 40
OEKINbKOX TWXKHIB MiCAsi novaTKy 3acToCyBaHHSA npenapary. BiacyTHICTb nikyBaHHS rocTpoi
3aKpPUTOKYTOBOI FMTaykoMW MOXe Npu3BecTy 4o HeobopOoTHOI BTpaTy 3opy. [1nsa nikyBaHHSA, B nepLly
Yyepry, NOTpiGHO sikoMora LBMALLE NPUNMHUTY 3aCTOCYBaHHS MiApoXnopoTia3nay. AKLWOo He BAAETbCA
KOHTPOIOBATW BHYTPILLUHLOOYHUI TUCK, CIif BPaxoBYBaT! MOXIMBY HEODOXIAHICTb LWBUOKOI
MeaMYHOT Jonomorn abo XipypriyHoro BTpyyaHHs. [1o bakTopis pnsnky po3BUTKY rocTpol
3aKpPUTOKYTOBOI MMTaykoOMW HarnexaTtb HasiBHICTb B aHaMHe3i aneprii Ha cynbdoHamig abo neHiymniH.

HemenaHomHuUU pak Wkipu.

Mig yac gBox enigemionoriyHmx AocnigkeHb, NpoBeaeHnx Ha 6asi [laTcbkoro HauioHanbHOro
peecTpy paky, cnocTepiraBcs NiABULLEHUA PU3UK PO3BUTKY HEMENaHOMHOrO paky wkipn (HMPLL)
[6azanbHokNiTUHHOT KapumHomu (BKK) Ta nnockoknituHHOT kapumHomu (MKK)] 3 Binveom
NiABULLEHNX KyMYNATUBHMX A03 rigpoxnopoTiasngy. PotoceHcmbinidytoda gis rigpoxnopoTiasngy
Moxe OyTu NOTEeHUiNHMM MexaHiamom po3suTtky HMPLL.

MauieHTiB, SKi NpuMaloTb rigpoxnopoTia3ung, cnig NpoiHdopmyBaTu NPo pusnk po3sutky HMPLL, im
cnif pekomeHayBaTn perynsipHo NepeBipATH iXHIO LLKIPY Ha HasiBHICTb HOBMX ypakeHb Ta HeramHo
noBigoOMNSATK NPO Byab-AKi NiJo3pini ypaykeHHs LWKipyu. PekomeHgoBaHO MOXMBI 3anobixHi 3axoau,
Taki 9k 0OMEeXeHWI BNAMB COHAYHOrO CBITna Ta ynbTpacdioneToBmnx NpoMeHiB, a B pasi BNInBy



nauieHTam cnig nopaanTy BiANOBIAHI 3aX0AM 3axXMUCTy, OO MiHIMi3yBaTy pU3nK pO3BUTKY paKy
WKipw. MNigo3pini ypakeHHs LWKipy crnig HeraHo JOCnifXKyBaTu, BKITOYAKOYM FiCTOMNOrIYHI
JocnigpkeHHa metogoM Gioncii. [JouinbHICTb 3acToCcyBaHHSA MapoXnopoTiasnay Takox cnif NoOBTOPHO
OLHMTK y NauieHTiB, siki paHiwe nepeHecnu HMPLU (guB. po3gin «IMo6ivHi peakuii»).

Jlakmoa3a.

Akkysua® 20 He cnig npyunmaT NadieHTam 3 pigkiCHMMK cnagkoBMMM 3aXBOPIOBaHHAMM,
NoB’A3aHMMM 3 HEMEPEHOCUMMICTIO ranakTosu, AediunMTomM nakrasm abo nopyLleHHsM manbabcopouit
rIOKO3M-ranakTo3u.

IHriGiTopn AMD.

3acTocyBaHH4 iHribiTopie AlNd nig Yac gpyroro Ta TPETbOro TPUMECTPY BariTHOCTI NiABULLYE
NOTEHLiNHI PETOTOKCUYHI eheKTn (3HMKEHHA YHKLIT HAPOK, OnirorigpaMHioH, 3aTpMMkKa ocudikaLii
KiCTOK Yepena) Ta HeoHaTarlbHy TOKCUYHICTb (HUPKOBa He4OCTaTHICTb, MNOTEH3id, rinepkaniemis).
PekomeHOoBaHO NpoBOANTM YrbTPasBYyKOBY AiarHOCTUKY HUPOK Ta Yepena npu 3aCTOCYBaHHi
iHriGiTopie AMN® nouynHaroum 3 Apyroro TPMMECTPY BariTHOCTI. HEMOBNAT, MaTepi akMx npunmMmanm
iHriGiTopn AlN®, cnig petensHO 06CTEXYBATW HA HAsIBHICTb MNOTEHSI.

ligpoxnopoTiasug.

[ocBig 3acTocyBaHHSA rigpoxnopoTia3uay nif Yac BariTHOCTi, 0COBNMBO NPOTSroM MepPLUOro
TpumecTpy, obmexeHuin. [Jokasis, OTPUMaHUX Y XOAi AOCNIMKEHb HA TBApUHAX, HELOCTATHLO.
lgpoxnopoTia3ng npoxoauTb Kpidb NraueHTy. BpaxoBytoum dapmMakonoriyHnin MmexaHiam gii, noro
3aCTOCyBaHHS Mig Yac Apyroro Ta TPeTbOro TPUMECTPIB BariTHOCTI MOXe CNPUYMHUTY NOPYLUEHHS
KPOBOTOKY MiXK NMNOAOM i MNaLEHTO, a TakoX MOXE CMPUYNHUTU KOBTSIHULKO, NOPYLUEHHS
eneKkTponiTHoro 6anaHcy Ta TpoMboLMTONEHiE Nnoga abo HOBOHAPOLKEHOTO.

lgpoxnopoTia3ng He cnifg 3acTOCOBYBATU 3a HAABHOCTI recTauinHOro HabpsKy, rectauiiHol
rinepTeHsii abo npeeknamncii Yepes pusnK 3HMKEHHA 00’eMy Nra3mm Ta 3HWKEHHSA nepdysil
nnaueHTu.

BacmocysaHHs1 6 nepiod sazimHocmi abo 200ys8aHHs epyddio.
Baeimricme.

3acTocyBaHH4 iHribiTopie AlN® Ta rigpoxnopoTiasnay NpoTMnoka3aHo BariTHUM, abo iHkaMm, ki
NNaHyTb BariTHICTb (AuB. po3ain «lpoTunokasaHHsay). 2XKiHOK, SIKi NNaHyTb 3aBariTHITM HEOOXIgHO
nepeBecTy Ha anbTepHaTUBHE aHTUMNEPTEH3UBHE JiKyBaHHS, LLO Mae HeobXiaHu npodink
©e3nekn Ansa 3acTocyBaHHSA Nig Yac BariTHOCTI. [pu giarHoCTyBaHHI BariTHOCTI, 3aCTOCYyBaHHS
npenapaty Akky3na® 20 HeobXxigHO ofpasy NPUNUHUTY Ta NPU3HAYNTY anbTepHaTUBHY Tepanito 3a
HeoOXxigHOCTI (amB. po3ain «MpoTUnoKasaHHs»).

odysaHHs epydodro.

OOwmexeHi faHi 3 hapMakokiHETUKM npenapaTty NPOAEMOHCTPYBanu Ay»Xe HU3bKi KOHLEHTpaLii B
rpyaHoMy mornoui (ame. po3ain «PapmMakosioriyHi BfacTuBoCTi»). He3Baxarouun Ha Te, Lo Ui
KOHLIEHTpaLiT BUSBNANUCH KNiHIYHO HE3HAYYLLMMW, 3aCTOCYBaHHA npenapaTty Akky3ng® 20 He
pPEKOMEHAYETLCS Nif Yac rogyBaHHS rpyaato HEQOHOLEHUX OiTeN Ta NPOTSAroM NePLIOro TUXHS
NiCNs HAPOMKEHHS, OCKISTbKM € FNNOTETUYHUI PU3MK BMNIIMBY HA CEPLIEBO-CYANHHY CUCTEMY Ta HUPKW,
a TaKoXX HeJOCTaTHLO KIiHIYHOro A4OCBIgY.

3dammnicmb ennueamu Ha weudkicmbe peakuil npu KepysaHHi asmompaHcriopmom abo iHwumu
mexaHiamamu.

JlikyBaHHS rinepTeHsii LM nikapCbkMM 3acoboM BUMarae perynsapHoro MeguyHoro Harnsgy.
Ockinbkn y gesknx nNauieHTiB MOXyTb BMHUKATW Taki NOBIYHI peakuii sk COHNMBICTb Ta
3anamMopOY€eHHS, MOXe MOoPYLLYBATUCh iXHSA 30aTHICTb KepyBaTy aBToMobinem abo iHLLOK TEXHIKOH),
0cobnMBO Ha NoYaTKy MiKyBaHH4, nig vac 36inbLUeHHs J03M1, MPU NepexoAi Ha iHwWy Tepanito abo y
pasi BXXMBaHHSA ankoroso.

Cnocib 3acTocyBaHHA Ta [O3MU



[lns nepoparnbHOro 3acToCcyBaHHs.

Akky3ng® 20 MoxHa 3aCTOCOBYBaTU HE3amNeXHo Bif npuinomy ixi. Bcto 3a3HadeHy J0OO0BY KinbKiCTb
npenapaty HeobXigHO NPUIAHATY BpaHLi (04HOpa30Ba 403a), 3anvMBakoyM BEMNMKOK KINbKICTHO PigUHN.

Pucka Ha TabneTui cnyxuTb nuie Ans ii po3naMmyBaHHA 3 METOK MOMErieHHs NMPOKOBTYBaHHS, a He
AN po3noAiny Ha piBHI Jo3u.

TpuBanicTb 3acTOCyBaHHS BU3Havae fikap.

3aranom nikyBaHHS rinepToHii cnig NoYMHaTh 3 HEBENUKMX 003 OOHIET aKTMBHOI PEYOBUHK, a NOTIM
MOCTYMNoOBO 36inbLUyBaTN J03Y.

KombiHoBaHy Tepanito npenapaTtom Akky3na® 20 pekoMeHOYyETbCA pO3noYnMHaTK TifbKy Nicns
TUTPYBaHHA 03 OKPEMMX KOMMOHEHTIB (KBiHanpuny Ta rigpoxnopoTiasuay). 3a HasiBHOCTI KMiHIYHUX
nokasaHb Crif po3rfsiHyTU MOXITMBICTb HEraHOro nepexony 3 MoHoTepanii 4O KOMOIHOBaAHOI
Tepanii.

MNpumiTka.

Ockinbkn MoXe cnocTtepiratucs HagMipHe 3HWKEHHSA apTepianbHOro TUCKY, KoM CXeMy NiKyBaHHS
3MiHIOIOTb i3 MOHOTEpanii KBiHanpuIomMm Ha koMbiHoBaHy Tepanito npenapaTtom Akky3ung® 20, 3okpema
B NaujieHTiB i3 gediuntom conen Ta/abo pignHu (Hanpuknag, y pasi 6roBaHHS, giapei, nikyBaHHs
JiypeTrkamm), TSXKKOK apTepianbHO0 rinepTeHsielo — 3a TakuMu nawieHTamu cnig npoBoanTn
Harns4a NpUHaNMHI NPOTAromM 6 roguiH.

3BuyaniHa goboBa Ao3a Ans nauieHTiB, kMM nokasaHa koMmOiHOBaHa Tepanis cTaHOBUTL 1 TabneTka
npenapaty Akkysua® 20 (Bignosigae 20 mr kBiHanpuny i 12,5 Mr rigpoxnopoTia3ngy) 3paHky.
MakcumanbHa goboBa fo3a He NoBMHHA nepesuyBaTy 1 TabneTkm npenapaty Akkyang® 20.
Ocobnusi epynu nayieHmis.

[NavuieHTn 3 nopyLIeHow HKLIiE0 HUPOK (KNipeHc KpeaTuHiny 30—60 Mn/xB) Ta NaLieHTX NiTHbOro

Biky (cTapLue 65 pokiB).

Cnig npoBoguTn peTenbHui Niabip Ao3n (TUTPyBaHHS OKPEMUX KOMMOHEHTIB).

JlikyBaHHS1 XBOPWX i3 NErKUM CTYNEeHEM HUPKOBOI HEAOCTATHOCTI (KnipeHc kpeaTuHiHy 30—-60 mn/xB)
cnig novnHatu 3 5 Mr kBiHanpuny sk MoHoTepanii. MigTpumMyBanbHa 003a, SK NpaBuio, CTaHOBUTb

Big 5 go 10 mr kBiHanpuny Ha geHb. MakcnmanbHa gosa He mae nepesuyBaTtn 20 Mr KBiHanpuny

Ha Jo0y.

TuTpyBaHHs 403U rigpoXopoTiasmay NPOBOAMTLCA ANs NAUIEHTIB, SKUM JOOATKOBO NOTpibeH
JiypeTuk. Hagani KoHTponb apTepianbHOro TUCKY MOXHa NpoBoanTY npenapatom Akky3ng® 20.

MaLieHTam 3 HUPKOBOK HEOOCTATHICTIO TSXKKOro CTyneHs (KnipeHc kpeaTuHiHy MeHwe 30 Mn/xB) He
cnig 3actocoByBatu Akkyaunge® 20.

Himu.

Besneka Ta e(pekTUBHICTb 3aCTOCYBaHHA NpenapaTy AiTAM He BCTAHOBMEH! (AnB. po3ain
«lMpoTrnokasaHHs»).

MNepepno3syBaHHs
Hemae KoHKpeTHMX AaHuX Woao nepenosdyBaHHA Ta fikyBaHHsS nepefo3yBaHHsS KoMBiHalieo
KBiHanpun/rigpoxnopoTia3ng.

CumnTomMKM Nnepego3yBaHHA YK iHTOKCMKALLL.

3anexHo Big CTyneHs nepenosdyBaHHA MOXNMBI HACTYMHI CUMATOMU: NEPCUCTYOUNIA Aiypes,
NOpPYLUEHHS eNEKTPONITHOrO BanaHcy, TAXKKa rinoTeHsis, po3nagun CBiZOMOCTi (3 MOXIMBMM
NporpecyBaHHAM Yy KOMY), CyoOMU, Napes, apuTmis cepus, Opagukapais, WoK, HUpKoBa
HeJOCTaTHICTb, NapaniTUYHUi ineyc.

JlikyBaHHS iHTOKCUKALLIT.




a) PekomeHayeTbCsl NPOBOANTM HACTYMHI HEBIAKNAAHI 3axoaun y BUNagKy aHrioHeBpOTUYHOMO
HabpsKy 3 ypaxXeHHAM A31Ka, rofloCoBOI LWiNMHU Ta/abo ropTaHi, Lo 3arpoXye XUTTHO:

HeraviHe nigwkipHe BBegeHHs 0,3-0,5 mr agpeHaniHy (Hanpuknag, 0,3-0,5 mn posunHy 1: 1000)
abo noBinbHe BHYTpiLWHbOBEHHE BBeAeHHs 0,1 Mr agpeHaniny (4OTPUMYMNTECH IHCTPYKLIN LLOAO
po3BeaeHHs) 3a yMOB MoOHiTopuHry EKI™ i apTepianbHoro Tucky, Ta noganbLlinmM CUCTEMHUM
BBEAEHHSAM MHOKOKOPTUKOISIB.

Kpim TOro, pekomeHgoBaHe BHYTPILLHbOBEHHE BBEAEHHSA aHTUriCTaMiHHMX NpenaparTiB i aHTaroHicTiB
H.-peuenTopib.

Ha pogatok 0o BBeOeHHSA agpeHaniHy MoxHa BBoauTu Ci-iHakTMBaTop y pasi BiZOMOro 1noro
aediunTy.

0) TepaneBTW4YHI 3ax0au Y pasi Nnepefo3yBaHHS UM IHTOKCUKaLLii 3anexarb Big cnocoby
3aCTOCYBaHHS, Yacy Micrs 3aCTOCyBaHHS, TUMOM Ta TSXKKICTIO cumnToMmiB. OKpiM 3aranbHUX 3axoais
ans suBegeHHsa npenapaty Akky3ua® 20 (y T.4. TPOMMBAHHSA LUMYHKA, 3aCTOCYBaHHS aACoOpPOEHTIB i
cynbdaty HaTpito npotarom 30 xB nicnsa npuiomy npenapaty Akky3ana® 20) XXUTTEBO BaXKIUBI
napameTpu crig nepesipsaTy Ta KOpUryBaTtu B yMoBax iHTEHCUBHOI Tepanii. KeiHanpun Ta
rigpoxnopoTiasng KiflbKiCHO He BUBOLATLCS Aiani3om.

AKLLO BMHMKNA riNOTEH3isA, cnepLuy HeOOXiAHO 3AINCHUTY BiAHOBIEHHSA BOAHO-COMNbOBOro 6anaHcy.
AKLLO peakuisi € He4oCTaTHBLO, HEOOXiAHO 4OAATKOBO BBOAMTM KaTeXoNiaMiHN BHYTPILLHbOBEHHO.
TakoX MOXHa PO3rNAHYTU OOUINbHICTb 3aCTOCYBAaHHSA aHMOTEH3UHY II.

Y pasi cTinkoi 6pagnkapaii MoXxHa po3rnsiHyTU AOUINbHICTb 3aCTOCYBaHHA NecMenkepHoi Tepanii.

HeobxigHO peTenbHO crigkyBaTh 3@ NOKa3HMKaMUN BOLHO-EMEKTPOSTITHOIO Ta KMCITOTHO-JTY>KHOTO
©anaHciB, 3a piBHEM LIyKPY B KPOBI, @ TaKOX 3a pe4oBMHAMMU, LLIO BUBOOATLCA 3 ceveto. Y pasi
rinokaniemii cnig 3actocoByBaTy AobaBku Kanito.

MoGiuHi peakuii

Mig yac nikyBaHHs KBiHaNpunomM/rigpoxnopoTiasanaom cnocTepiranncs Hkde 3a3HadyeHi NoBiyHi
peakuii 3 Takol 4acToTow: Ayxe YacTo (= 1/10); yacTo (Big = 1/100 go < 1/10); HevacTo (Big =
1/1000 go < 1/100); pigko (Big = 1/10000 go < 1/1000); gyxe pigko (< 1/10000); 4yactoTa HeBigoma
(HEMOXNNBO OLHNTK 3a HASBHUMMW AaHUMN).

Knac cucmemu opeaaHie Yacmoma | lNob6iyHi peakuii

IHpekuii Ta iHBasii Hacmo BipycHi iHdbekuii, BpoHXiT, iHbeKLii BEpXHiX AnxanbHUX
LNAXiB, PaPUHNIT®, PUHIT”

Heuacmo IH(peKLiT CeYOBUBIAHMX LWNAXIB, CUHYCUT

HoBoyTBOpEHHSA Hacmoma | HemenaHoMHuI pak wkipy (6asanbHOKMNITUHHA KapLMHoMa
[0BPOSKICHI, 3NMOSAKiCHI Hegidoma Ta NOCKOKNITUHHA KapuMHoma)®

Ta HEBU3HAYeEHOI
eTionorii (BKNo4yaum
KiCTM Ta nosninu)

Po3naau 3 6oky cuctemn | Heyacmo | AHeMid, NenKoneHis, HeUTPONeHia™*, eo3nHoinia®

KpoBi Ta nimdatn4yHol (0cobnrBO y NauieHTiB i3 HUPKOBOK HEAOCTATHICTHO,
cucTemMm KornareHoBUMU CYAVHHUMU 3aXBOPHOBaHHAMN abo y paasi
CYMyTHLOI Teparnii anonypuHONoMm, NpokaiHamigoM Yn
nikapcbkMMn 3acobamu, siki NPUTHIYYHTb 3aXUCHI YHKLIT

opraHiamy)
Pidko ["emoniTMyHa aHemis ™, TpombounTONEHIA™
Lyxe ArpaHynouuTos**, naHumMToneHia (0cobnmBo y NauieHTIB i3
pidko HUPKOBOI HEQOCTATHICTIO, KOorlareHo30M abo CynyTHbLO

Tepanieo anonypmHoOroMm, npokaiHaMmiZoMm Y NeBHUMMU
nikapcbknMmn 3acobamu, ki MPUrHIYYTb 3aXMCHI YHKLIT

opraHiamy)
Po3naau 3 6oky iMyHHOT | Pidko AHadinakTn4Hi peaku,ir™
cuctemm
Po3nagn metaboniamy Yacmo linepkaniemia®*, nogarpa®, rinepypvkemia*

Ta Xap4yBaHHA Heyacmo I'Iopyu_leHa I'IepeHOCI/IMiCTb ITIIOKO3U




Posnaau 3 6oky ncuxikn | Yacmo Be3coHHA™ (YacTkoBO Yepes NopyLUeHHS BO4HO-
enekTPoniTHOro GanaHcy)

Heuacmo | CnnyTaHicTb CBiZOMOCTI*, Aenpecis®, HepPBO3HICTb®, 3MiHU
HaCTPOH (4aCTKOBO Yepes NopyLUEHHS] BOOHO-
eekTPoNiTHOro 6anaHcy)

HeBponoriyHi po3naan Hacmo 3anaMopoYeHHs*, ronoBHUIA Binb*, COHNKMBICTL*, anarTis,
3anamMopoYeHHs (4aCTKOBO Yepes NopyLLeHHst BOAHO-
enekTPoniTHOro GanaHcy)

Hewyacmo | TpaH3uTOpHa ilemiyHa aTaka*, HEMpUTOMHICTb®,
napecTtesia®, aMmiHa cMmaky abo 1horo TMM4yacoBa BTpaTa
(4acTkoBO Yepes NOopyLUEHHS BOOHO-EMEKTPOSITHOro
GanaHcy)*, NopyLIeHHs piBHOBaru

Posnagu 3 6oky opraHiB | Hewacmo | AmGnionia®, 3aTymaHeHun 3ip*, y pasi 3acTocyBaHHS

3o0py rigpoxnopoTia3vay Moxe MopyLlyBaTUCS YTBOPEHHS
CINi3HOI pignHn

Hacmoma | [ocTpa Mionisi, 3aKpUTOKYTOBA rriaykoma
Hegidoma

Posnagu 3 6oky opraniB | Yacmo BepTuro*

CNnyxy Ta piBHOBaru Heyacmo | O3BiH y Byxax®

Po3naaun 3 6oky cepus Lyxe 3miHn EKT i cepueBa apuTmis (BUKNMKaHI rinokaniemieto, y

4acmo pasi npunomMy rigpoxmopoTiasuagy)

HYacmo CTteHokapais™, Taxikapgia®, npywBualleHe cepueburra®

Heyacmo IHcbapkT miokapga*

Yacmoma | Aputmig

Hegidoma

Posnagu 3 6oky cyaunH Hacmo Po3wmpeHHs cyguH*®

Heuwacmo OcobnnBo Ha no4yaTKy nikyBaHHA npenapaTtom Akky3una® 20
i B naujieHTiB i3 gediunTom conen Ta/abo pignHu
(Hanpuknag, y pasi 6ntoBaHHs, giapei, nikyBaHHS
aiypeTrkamm), BaXKKOK apTepianbHO rinepTeHsieto, a
TakoX y pasi 36inbLleHHsa go3un npenapaty Akkysng® 20:
rinoTeHsia™ 3 TaKMMM CUMNTOMaMM, SIK 3anamMopOYEHHS,
CnabkiCTb, MOPYLUEHHS 30pY; Y pasi 3acTOCyBaHHS BUCOKUX
003 rigpoxrnopoTia3ngy Moxe BUHUKHYTU TpomMbB03 Ta
embonis (4epes 3ryLleHHs KpoBi) 0COBMMBO B MiTHIX
nauieHTiB abo 3a HasgBHOCTi BEHO3HUX 3aXBOPIOBaHb

Hyxe Anonnekcisa (okpeMi BUNagky y pasi 3acToCyBaHHS

pidko iHriGiTopiB Al® y 3B'A3Ky i3 CUMbHUM NagiHHAM
apTepianbHOro TUCKY)

Yacmoma | OpTtocTtatuyHa rinoTeHsia”

Hegidoma

Posnagu 3 6oky Yacmo Cyxu nogpasHioBasnbHU Kallenb, Kawenb®

OuxanbHol cuctemu, Heyacmo 3aguLuka®, cyxicTb y ropni

OpraHiB rpyAHoT KIiTkK Pidko Eo3nHoinbHa NHEBMOHIA™, 06CTPYKLiS BEPXHIX

Ta cepeaoCTiHHSA AnxanbHuX LWNsxiB Yepes Habpsik KBiHke (MOxe npusBecTn
0o cmepTi)*

Lyxe BpoHxocnaswm®, cnpara; B OKpeMUX BUNagkax pantoBuii
pidko HabpSAK nereHb i3 CMMNTOMamMK LLOKY; MOXMBA aneprivyHa
peakuia Ha rigpoxnopoTiasug

Posnagu 3 6oky Yacmo BnioBoTa*, giapea*, po3nagn TpaBneHHsa*, ANCKOMAOPT y

LLTYHKOBO-KMLLIKOBOIO BEPXHiX Bigdinax xuBoTa, 6inb y XWBOTI*, HygoTa*

TpakTy Heyacmo MeTeopunam®, cyxiCTb y poTi*, 3anop, BTpaTa anetury

Pidko ['MocuT, naHkpeaTuT®
Lyxe Ineyc*, cybineyc®, iHTECTMHANbHUA aHFIOHEBPOTUYHNIA
PiOKO HabpsK

Posnagu 3 6oky Heyacmo FocTpun xoneumcTnt (ocobnmeBo 3a HAABHOCTI

renaTobiniapHoi YKOBYHOKaM'sSHOT XBOpOGW)

cuctemu Pidko enatut (y pasi nikyBaHHs iHribitopom Ald)*

Lyxe XonecTtaTnyHa XXOBTAHULA™, MOPYLUEHHS YHKLT NeYiHKK
PiOKO (y pasi nikyBaHHs iHriditopom Al®)

CnapkoBi, ciMerHi Ta

[OwBe. po3ginu «[MpoTnnokasaHHsay Ta «3aCTOCYBaHHSA B Nepiod BaritTHOCTI




reHeTUYHi po3nagun

Ta rogyBaHH4A rpyaaro»

3MiHM 3 OOKy LUKipK Ta
NiALLKIPHOT KNiTKOBMHM

Heyacmo AneprivHi LWKIipHi peakuii, HaNpuknag ek3aHTema®,
KponuB'saHKa*, cBepOiX®, a TaKoXX TOKCUYHUN
enigepmansHun Hekponi3 abo Habpsk KeiHke™ ™ (3
ypaXeHHsIM ry6, 06nmy4s Ta/abo KiHLIBOK; Y PiaKICHMX
BMMagKax 3 YPaXKeHHsIM ropTaHi, rmoTku Ta/abo s13uka),
anoneuyis®, ortovyTnumeicTb*, rineprigpos**

Pidko LUKipHi peakuil MOXyTb CynpoOBOAXyBaTUCSA NIMXOMAHKOIO,
bonem y Mm'a3ax i cyrnobax (mianria, aptpanrid, apTpuT),
BaCKyIiToM, AepmaTuTom y cbopmi ncopiasy®,
MyNbTUOPMHOK epuTemMoto®, cuHgpomom CTiBeHca-
I[bkoHCOHa*, ekcdoniaTMBHUM AepMaTUToOM®,

nyXmMp4yaTKo™
Lyxe MNpunnueu, nigBueHe NOTOBUAINEHHS, OHIXONI3unc,
pidKo NMOCUIEHHS CUMMTOMIB CUHAPOMY PenHo, LKipHUI

YepBOHMWI BOBYaK (y pasi 3acTOCyBaHHS
rigpoxnopoTia3nay); SKLWO € Nigo3pa Ha TSXKKi LKipHI
peakuii cnig npunuHUTY Nnpunom npenapaty Akkyang® 20.
lNpumimka. YopHOLLKIpi NauieHTV MaloTb NiABULLEHNIA
pU3MK PO3BUTKY aHMOHEBPOTMYHOrO Habpsiky. B okpemux
BUNaAKax Li peakuii LWKipy MOXYTb CyNpOBOLKYBaTUCA
€e03nHodinieto, nNenkounTo3om Ta/abo niaBULLEHNMU
TUTPaMu aHTUHYKNeapHux aHTuTin (AHA), nigBuLleHo
LUBUAKICTIO OcCigaHHs eputpoumnTis (LUOE).

Yacmoma | MNypnypa
Hegidoma

Posnagu 3 6oky onopHo-
pyXOBOI cucTemMu Ta
CMOMYYHOI TKAHWHU

Yacmo binb y cnuHi*, 6inb y m'azax®

Heyacmo ApTpanria®, M's30Bi cyqoMu, CnabkicTb CKeNETHUX M'S3iB,
napesu (4epes rinokaniemito)

YHacmoma | CUCTEMHUI YepBOHUIA BOBYaK

Hegidoma
Po3nagu 3 60Ky HMPOK i Hacmo Mosxe BUHMKHY TN ab0 NOCUNUTUCH NOPYLUEHHST QOYHKLT
CEYOBUBIOHNX LINAXIB HUPOK™®
Heyacmo [MpoTeinypid, iHoAi 3 CynyTHIM NOripleHHAM (OYHKLIT HUPOK
Lyxe ["locTpa HMpkOBa HEQOCTATHICTb, IHTEPCTULINHNIA
pidKo abakTepianbHui HedbpuT i3 NoganbLLIMM PO3BUTKOM
rOCTPOI HUPKOBOT HEQOCTATHOCTI (Y pasi npuromy
rigpoxrnoportiasvuay)
Hacmoma | TyGynoiHTepCTULiiHMi HedbpuT
Hegidoma

Posnagu 3 6oky
penpoayKTUBHOI
CUCTEMM Ta MOSNOYHNX
3anos

Heyacmo EpektnnbHa gncyHkuin®

3aranbHi po3naau Ta Yacmo MigBuLLEeHa BTOMMOBaHICTb*, acTeHia™ (4acTKOBO Yepes
3MiHM B MicCLji BBeEHHS NopyLLUEHHS BOOHO-eNeKTposiTHOro 6anaHcy), 6inb y
rpyasx*
Heywacmo "eHepanizoBaHWii HAOPAK*™*, NMMXOMaHKa*, nepudepuyHnin
HabpsaK*
Hacmoma | Ceposntu
Hegidoma
[ocnigkeHHs Yacmo 306inbLlUEHHSA KOHLEHTpaLii ce4oBMHU™ | KpeaTUHIHY* B

cMpoBaTLi KpoBi (0COBNMBO B MALEHTIB i3 NOPYLLEHO
PYHKLIE HNUPOK), 3HMKEHHS PiIBHS reMorsiobiHy,
remMaTokpuTy®, nerkounTis abo TPOMOOLMTIB; 3HMKEHHS
KOHLeHTpaL,ii HaTpito B CMpoBaTL,i KpoBi (0COONMBO B
NawieHTIB i3 MOPYLLUEHOK YHKLIEI HUPOK).
lgpoxnopoTia3ng MoXe BUKINUKATY Finokaniemito,
rinomarHiemito, rinoxnopemito, rinepkanbLieMito,
rOKO3YPIil0 Ta MeTabornivyHn ankanos

Lyxe 36inbLlIeHHsA KoHUeHTpauii 6inipybiHy Ta neYviHkoBUX
PiOKO depMeHTIB*; iHOAI cnocTepiranucsa remorsia/ remoniTuyHa




aHeMis B NoegHaHHi 3 ediunToM roKo30-6-
docargerigporeHasu, ane NpUYNHHO-HACNIAKOBUI
3B'A130K 3 iHribiTopom AP He mir 6yTV BCTaHOBNEHUI;
NigBULLEHNI PiBEHb LYKPY B KPOBIi, XONECTEPUHY™,
Tpurniuepuais**, ce4oBOI KMCNOTK, aminasn B CMpoBaTLi
KpOBI; MiABULLEHHSA PiBHA Kanito B CMpoBaTLi B MaLi€HTIB i3
LYKpOBUM AiabeToMm; 36inblUeHHsT ekcKpeLjii binka B cevi

Hacmoma | 30inbLUeHHSA KINbKOCTi aHTUHYKNeapHUX aHTUTIN®,
Hegidoma nigeuweHa LIOE

"YacrTiwe Taki NigBULLLEHHA BUHUKANW B NaLieHTiB, AKi Nig Yac fikyBaHHA naparnensHo
3acTocoBYyBanu AiypeTuKn, aHixX y TUX, XTO MPOXOLMB MOHOTepanito KeiHanpurioMm. lNigBuLLeHHs, LWo
cnocTepiranuce, 4acto BynM 060pOTHUMM, AKLLO Tepania NPoAOBXYyBanach.

A HemenaHOMHMI pak LWKipW: Ha NigcTaBi HAABHUX OAHUX €NigeMionoriYyHMX JOCHioKeHb
cnocTepiraBcs KyMynaTUBHUIM J0303anNeXHNUI 3B’A30K MiX 3aCTOCYBaHHSM rigpoxnopoTia3nay Ta
HMPL (ams. posainu «OcobnuneocTi 3acTocyBaHHs» Ta «PapmakoguHamika).

* [No6iyHi peakuii, acouinoBaHi 3 KBiHaNPUIIOM; YacToTa — NPW 3aCTOCYBaHHI
KBiHanpuny/rigpoxnopoTiasunay.

** Mo6iyHi peakuii, acouinoBaHi 3 KBiHaNnpuIoMm; YacTtoTa — Npu 3acToCyBaHHi kBiHanpuny. Peakuii He
acouinoBaHi 3 KOMMNOHEHTaMM KBiHaNpun/rigpoxnopoTia3ng,.

=Y naujieHTiB i3 BpogXeHnM gediumtom rmnoko30-6-cocataerigporeHasm cnoctepiranmcs okpemi
BUMNAOKN reMOSTiTUMHOT aHeMiT™.

PesynbTaTtn KniHiYHMX NabopaTopHUX aHanisiB.

EnexTponitu cnpoBaTku KpoBi: AvB. po3ain « OcobnmBoCTi 3aCTOCYBaHHAY.

AHani3 piBHS CEYOBOI KUCIOTK, IMOKO3MU, MarHito B CMpoBaTLi KpoBi, (PyHKLiT napallnToBngHol
3arno3u Ta KanblLito: AuB. po3ain « OcCobnmMBOCTI 3aCTOCYBaHHSAY.

emaTonoriyHnn aHania: gue. po3gin «OcobnMBOCTI 3aCTOCYBaHHAY.
lMpumimku

KoHTpornb 3a3HayeHux BuLle nabopaTopHMX NOKa3HWUKIB chif 34iNCHIOBaTU nepen novyaTkom
niKyBaHHA Ta perynsapHo nig Yac 3actocyBaHHs npenapaty Akky3na® 20. HeobxigHo 3aivicHoBaTu
peTenbHUI MOHITOPUHI PIBHIB €NEKTPONITIB i KpeaTuHIHY B CMpOBAaTL KPOBI, LiyKpy B KPOBI Ta
dopmynu KpoBi, 0COBNMBO Ha NoYaTKy NiKkyBaHHA Ta B NAUEHTIB i3 rpynun pusnky (XBopi 3
nopyLeHHAM OYHKLIT HAPOK, KonareHo30M, NauieHTIB, siKi OTPUMYIOTb NiKyBaHHS
iMyHOCYynpecopHMMU 3acobamu, LuTocTaTMkaMmu, anonypmuHONom, npokaiHamigom, riikosngamm
HanepcTAHKN, rMIOKOKOPTMKOIAaMK, MPOHOCHUMYK 3acobamu, Ta y nauieHTiB NiTHbOro BIKY).

Y pasi BUHUKHEHHS TaKMX CUMMTOMIB, K NiABULLEHHS TeMnepaTypu Tina, 36inbLleHHs niMgaTUYHNX
BYy3niB Ta/abo 3ananeHHs ropna, HeobxigHO Bigpa3sy NepeBipUTU KINbKICTb NENKOLUTIB.

3eimysaHHsi npo nido3prosaHi nobivyHIi peakuii.

IMicnsa peecTpadii nikapcbkoro 3acoby BaxnvBo NOBIOMMATY NPO Nifo3ptoBaHi NobiyHI peakuii. Lie
003BOMSE NOCTIMHO BIACTEXYBaTW CMiBBIOHOLIEHHS KOPUCTI Ta PU3NKIB 3aCTOCYBaHHA npenapary.
[Mpocumo npauiBHUKIB cdhepy OXOPOHM 300pOB’A NOBIAOMAATY NPo Byab-sKi NiA03ptoBaHi NOGIYHI
peakuii BignoBigHO 4O BUMOr 3aKOHO4ABCTBA.

TepmiH npuaaTHOCTI
3 poku.

YmMoBwM 36epiraHHs

36epirati B opuriHanbHin ynakoBLi npu TemnepaTtypi He Buule 25 °C. 36epiratv B HeOOCTYNMHOMY
ansa giten micu,.



YnakoBka
Mo 10 TabneTok y GnicTepi, No 3 GricTepyn y KAPTOHHIN KOPOOLi.

KaTeropia Bignycky

3a peLenTom.

BupobHuk
Mapansep MeHodekyaypuHr JonuneHa MmoX, Himevunna/

Pfizer Manufacturing Deutschland GmbH, Germany.

Micue3HaxogxeHHs BUpOOHUMKA Ta agpeca Micus NpoBaAXXeHHSA NOro AisnbHOCTI
BeTtpibwTetTe ®panbypr, Myceansgans 1, 79090 ®panbypr, HimeudnHa/

Betriebsstatte Freiburg, Mooswaldallee 1, 79090 Freiburg, Germany.

IHCTpyKUia npenapaTy AKKy3ua npeacTaBfieHa BMKAKYHO 3 O03HAMOMYOoMo
mMeToto. KBanigikoBaHy AonoMory B nMpu3HadeHHi AKKy3umay 3 MeTor
NiKyBaHHS, MOro A03yBaHHS, CXEMY JNiKyBaHHS, NMPOTUNOKA3aHHS i CYMIiCHICTb
3 iHWKMMKM MegmMKaMeHTaMu, MOXe HagaTu TiNbKM Baw ococbucTuin nikap.
Mam'aTante, camonikyBaHHSA Hebe3neyHe AnS BalOro 340pos's!
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