3ATBEPIKEHO
Haxka3 MinicTepcTBa 0XOpOHHU
310pOB’st YKpaiHu
16.06.2021 Ne 1225
PeecTpaniiine nocBigueHHs
Ne UA/18781/01/01
Ne UA/18781/01/02

IHCTPYKUIA
JUISI METUYHOT 0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

BAPATOH®
(BARATON®)

Cknao:

ditoua peyogurna: paminpui (ramipril);

KO)KHa TabseTka MicTuTh 5 Mr abo 10 Mr paminpuiy;

OONOMIJNCHI pevosuHu. T1IPOKCUIIPOMIIIIENT0NI03a HU3bKo3amimeHa, MaHIT (E 421), kambiiio
KapOoHart, HaTpito creapuidymapart, 3aiiza okeua xostuit (E 172).

Jlikapcbka ¢gopma. TabieTku.

OcHo8HI i3UKO-XIMIYHI 81ACMUBOCTI:

mabaemku no 5 me: TabIETKH >KOBTOr0 abo CBITIIO-KOBTOTO KOJBOPY 3 XapaKTEPHUM >KOBTHM
MIrMEHTOM, KPYTJIi, TUIOCK], 3 JIIHIEIO TIOJIUTY 3 OJIHI€T CTOPOHH 1 TJIAJIKi 3 1HIIIOT CTOPOHH;
mabaemku no 10 me: TabIETKN KOBTOTO 200 CBITIIO-KOBTOT'O KOJBOPY 3 XapaKTEPHUM >KOBTHM
MIrMEHTOM, OBAJIbHI, IBOOMYKJI1, TJIaAKI 3 000X CTOPIH.

dapmakoTepaneBTHYHA Trpyna. [HTIOITOPH aHTIOTEH3WHIEPETBOPIOBAIBHOTO (PEPMEHTY
(AIID). Inriditopu AII® monokomnonenTHi. Paminpuin. Kox ATX C09A A0S.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

MexaHi3m jii

Paminpuinar, akTHBHUN METa0OMIT paMinprily, IHTI0Y€e PepMEHT TUNENTHAMIKAPOOKCUTICTITHIa3y
I (cunonimu: AII®; kininaza II). ¥V mnasmi kpoBi Ta TKaHMHax Leill (epMeHT KaTamizye
NIEPETBOPCHHS aHTIOTEH3MHY | Ha aKTUBHY CYyAMHO3BY)KYBaJlbHY PEUOBHHY (Ba30KOHCTPHKTOP)
anrioreHsuH lI, a TakoXX pO3IIEIJICHHS aKTHMBHOTO Ba3oAMJIaTaTropa OpaauKiHiHYy. 3MEHIICHHS
yTBOpeHHS aHrioTeH3uHy Il Ta 1HTiIOyBaHHS pO3IICIUICHHS OpaJWKIHIHY TPU3BOAUTH [0
PO3IINPEHHS! KPOBOHOCHUX CYJIVH.

Ockinbku aHrioreH3uH Il TakoX CTUMYIIO€ BUBUIBHEHHS allbJAOCTEPOHY, PaMINPHIIAT CIPHSE
3MEHIIICHHIO CeKpeIii anpaocTepony. Peakitist Ha MoHOTepartito iHridiTopamu AIID y cepenapomy
Oyina MEHII BHUPaKEHOI0 y TMAIi€HTIB HErpoigHoi pacu (adpo-kapuOCHKOro MOXOIKEHHS) 3
apTepiaIbHOIO TIMEePTEH31€r0 (MOMYJISIis, I SAKOI XapakTepHUN HU3BKWUU PIBEHb PEHIHY MpH
apTepiaibHii rinepTensii), HiXk y IpeJCTaBHUKIB IHIINX pac.

Dapmaroounamika.

AHTUTIIEPTEH3MBHI BIACTUBOCTI

[Tpuiiom paminpuiry MpU3BOAMTH JI0 3HAYHOTO 3HWKEHHS Iepru(epruaHOTO apTepiaIbHOTO OTIOPY.
3a3BHuail 3HAYHUX 3MiH HUPKOBOT'O TUIa3MOTOKY 200 MIBHAKOCTI Kiy0oukoBoi dinmbTpariii (LLIKD)

1




He BinOyBaeThCcs. 3aCTOCYBaHHS paMINpHIly TMAIieHTaM 3 apTepiajbHOI0 TiNepPTEH3I€l0
NIPU3BOJMTH JI0 3HWKCHHS apTEPiaIbHOTO THCKY SIK Y TOPU30HTAIBHOMY, TaK 1 Y BEPTUKAIHHOMY
MIOJIOKEHHI XBOPOTO, IO HE CYNPOBOJKYETbCS KOMIICHCATOPHHM IiJBUILEHHSIM YacTOTH
CEepIEBUX CKOPOUYCHbD.

VY OUIBIIOCT] MAlli€HTIB aHTUTINEPTeH3UBHUN e(heKT HacTae 4yepe3 1-2 TOAMHU MICIs MpUiioMy
OJIHOPA30BOi J03H Mpernapaty. MakcuMaiabHUN e(eKT OJHOPA30BOi /103U 3a3BUYAN JOCATAETHCSA
yepe3 3-6 roauH. AHTHUTINEPTEH3UBHUM e(QeKT micias MpuioMy OIHOPA30BOi J03M 3a3BUYA
30epIira€ThCsi MPOTATOM 24 TOIUH.

MaxkcuManbHUM aHTUTINEPTEeH3UBHUM €(eKT MpU TPUBAJIOMY JIIKYBAaHHI PaMINPHIIOM 3arajioM
crioctepiraetbcss  4epe3 3-4  TwxkHi. JloBemeHo, 1m0 TpW  JOBrOTpUBAIIM  Teparii
AQHTUTINEPTEH3UBHUN €eKT 30epiraeTbcs NpOTIroM 2 POKiB.

PanToBe nmpunuHEHHS MPUHOMY paMiNpyITy HE CIPUYHHSIE IIBUIKOTO Ta HAIMIPHOTO TTiIBUIIICHHS
apTepiaIbHOTO TUCKY ((DEHOMEH PUKOILIETY).

CepruieBa HemocTaTHICTh. JIoBEI€HO, IO 3aCTOCOBAHMM SIK JOTIOBHEHHS J0 TPaJAMIIIHOI Tepartii
IiypeTUKaMu Ta, SIKIIO HEOOXITHO, CEepIEeBUMHU TIIKO3HIAMHU paMinpii e(EeKTUBHUMA IS
MaIieHTiB 13 cepreBoro HemoctaTHicTio I[I-IV dynkmionansHux kmaciB 3a NYHA. Ilpenapar
BUSIBIISIE CIIPUATINBUHN BIUTHB HA CEPIIEBY FeMOIMHAMIKY (3HUKCHHSI THCKY HAITOBHEHHSI JIIBOTO 1
NPaBOTO MUTYHOYKIB, 3araJlbHOTO MEepH(EPHUIHOrO CYTUHHOTO OIMOpPY, MiJBUIICHHS CEPIECBOTO
BUKHUJY 1 IIOKPAILIEHHS CEPLEBOTro iHAEKCY). BiH Tako 3MeHITye HEMPOESHAOKPHHHY aKTHUBALIIIO.
Kniniyna eekTUBHICTh Ta Ge3neka

IIpoghinakmuka cepyego-cyOuHHUX 3aX80PI0BAHL/HeppOnpOmeKyisn

Bysno npoBeneHo nmpeBeHTHBHE TUIale00-KOHTPOIb0BaHe nociikeHHs (nociimkerndas HOPE) 3a
yuacTio nmoHaa 9200 namieHTiB, sKi 10JJaTKOBO JI0 CTAaHIAPTHOI Teparii OTpUMYBaJM pamMinpui. Y
IbOMY JOCII/DKEHHI Opany ydacTh NAIll€HTH 3 BHCOKHMM PH3UKOM BHHHKHEHHS CEpPIICBO-
CYOMHHOTO 3aXBOPIOBAHHS MICJI MEPEHECEHOro aTepOTPOMOOTHYHOTO CEPLEBO-CYIUHHOTO
3aXBOPIOBaHHS (HAsBHICTh B aHaMHE31 1IIIEMIYHOI XBOPOOH CepIlsl, IHCYIbTY a00 3aXBOPIOBAHHS
nepudepudHnX CyauH) abo MAIieHTH 3 IyKPOBUM [ia0eToM, SKi Malu MPHHAWMHI e OJUH
JOMATKOBUHM (PaKTOp pU3UKY (IOKYMEHTAIBHO MiATBEPIKEHAa MIKpOaIbOyMIHYpis, apTepiaibHa
rinepTensis, NiABUILEHUNA PiBEHb 3arajbHOTO XOJECTEPUHY, XOJIECTEPUHY JIMONPOTEiHIB HU3bKOT
HIUTHHOCTI a00 MaTiHHS).

Le mocnimkeHHs MPOJEMOHCTPYBAJIO, 10 PaMIIpPUI CTATUCTUYHO JIOCTOBIPHO 3MEHIITY€ YaCTOTY
BUHHWKHEHHS 1H(GApKTy MioKapia, CepleBO-CyJAMHHOI CMEpPTI Ta 1HCYJbTY SK OKpPEMO, Tak 1 B
KoMOiHarli1 (mepBUHHA KOMOIHOBaHA KiHIIEBA TOYKA).

Jocmimxkenas HOPE: ocHOBHI pe3yabTaTu

) C— PaM(i)HpI/IJI HJIE(I)I.[GGO BignocHuit
/0 % PHSHE | 3yavenns p
Vei marienTn n=4,645 | n=4,652 | (95 % noipunii
iaTepBai (/1))

[TepBuHHA KOMOIHOBaHA KiHIIEBA 14 17,8 0,78 (0,7—-0,86) <0,001
TOYKA

Ingpapxkm mioxapoa 9,9 12,3 0,80 (0,7-0,9) <0,001

Cepyeso-cyounna cmepmo 6,1 8,1 0,74 (0,64—0,87) <0,001

Iucynem 3,4 4,9 0,68 (0,56—0,84) <0,001
BTopuHHI KiHIIEBI TOUYKH

Cmepmb i3 6Y0b-sK0I npuduHU 10,4 12,2 0,84 (0,75—0,95) 0,005

Ilompeba y pesackynapusayii 16,0 18,3 0,85 (0,77—0,94) 0,002

Tocnimanizayis 3 npusooy 12,1 12,3 0,98 (0,87—1,1) He

HecmabinbHOi cmenokapoii 00CMOBIPHO




Tocnimanizayis 3 npusooy 3,2 3,5 0,88 (0,7—-1,1) 0,25
cepyesoi HeOOCMamHoOCmi
Yeknaonenns, noe’sazani 3 6,4 7,6 0,84 (0,72—0,98) 0,03
YYKposum 0iabemom

V¥ mponeci gocnimxenass MICRO-HOPE, nposenenHs sikoro Oyino monepeaHbho 3alulaHOBAaHO B
pamkax pociimkenHss HOPE, BuBuaBcs edexT, 1m0 BUHUKAB MpU 0IaBaHHI paMinpiy B 1031
10 Mr 10 iICHYIO4YOi CXEMHU JIIKyBaHHsI TIOPIBHIHO 3 Tutane6o y 3577 maiieHTiB BIKOM Bif 55 pokiB
(BepXHBOTO BIKOBOTO OOMEXEHHS He Oylio) 3 HOpMaJIbHMM a0 MiABHIIECHUM apTepialbHUM
THCKOM, OUTBIIICTH 13 SIKUX XBOp1JIa HA MYKpOBUi Aiabet 2-ro Tuiy (i Maja MOHAWMEHIIEe OJ1H
(axTop cepueBo-CyIMHHOTO PU3HKY).

Pe3ynbpTaty nepBUHHOTO aHANI3y IPOAEMOHCTPYBaiH, oy 117 (6,5 %) y4acHUKIB TOCIIKEHHS,
K1 oTpuMyBasu paminpui, t1a 'y 149 (8,4 %), siki oTpuMyBanu 1ianedo, po3BUHYJIacs BUPaKeHa
Hedpomnaris, 1110 BIANOBIIa€ BIAHOCHOMY 3HKEHHIO pu3uKy Ha 24 %; 95 % 1 [3-40], p=0,027.
Hocnimxenns REIN, 6araTonieHTpoBe paHaoMi30BaHe MOABIMHE clline Mmianedo-KOHTPOIbOBaHE
JOCITIDKCHHST Yy TapalielbHUX TpynaxX, MPOBOIMIOCS 3 METOI OIIHKH BIUIMBY JIIKYBaHHS
paminpuiiom Ha iHTeHCUBHICTb 3HIKeHHs LIIK® y 352 narieHTiB 3 HOpMaIbHUM a00 IMiIBUIIIEHUM
apTepiaibHUM THCKOM (BikoMm 18—70 pokiB), y SIKMX criocTepiraiacs jierka (cepeaHs KUIbKICTh
BUBeJIeHOTO OinKa 31 ceuero >1 Ta <3 r Ha 700y) abo TskKa (CepeHs KUTbKICTh BUBEICHOTO Oinka
13 cedero >3 r Ha 100y) MPOTEiHYpis BHACTIIOK XpoHIUHOT HepiabeTnuHnoi HedponaTii. OOuaBI
niaArpynu Oy MpOCHEKTHUBHO CTpaTu(iKoBaHi.

Pe3ynbrat OCHOBHOTO aHaji3y CTaHy MAIll€HTIB 3 HAWOUIBIN TSHKKOIO MPOTEiHypieto (Tmiarpymna,
sIKa JIOCTPOKOBO TMPUNMHHIIA Y4YacTh Yy AOCHTIDKEHHI, OCKUIbKH Oylia JOBEJeHa KOPHUCTHh Bij
JIKYBaHHS Y TPy paMiNpuiIy ) TPOJAEMOHCTPYBAJIH, 110 CEPEIHS IHTEHCUBHICTh 3HMKeHHs [ITKD
3a MicsIb Oyja HHKUYOIO IIPU 3aCTOCYBaHHI paMilpuily, HIX MPH 3acTOCyBaHHI Iuiane6o: —0,54
(0,66) mopiBasHO 3 —0,88 (1,03) mu/xB/Micsip, p=0,038. TakuM YMHOM, MIKTPYTIOBa PI3HHUILT
cranoBmia 0,34 [0,03—0,65] ma/xB/Micsaup Ta npudbauzHo 4 mi/xB/pik; 23,1 % mauieHTIB rpynu
paMinpuiy JIOCSATJIM KOMOIHOBAaHOiI BTOPHMHHOI KIHIIEBOI TOYKH — ITOABOEHHS KOHIICHTpAIil
KpeaTuHiHy y IUIa3Mi KpoBi Ta/abo TepMiHAJIbHOI CTajil 3aXBOPIOBAHHS HHUPOK (HEOOXITHICTH
MPOBEJCHHS TeMoianizy ado TpaHCIUIaHTAllll HUPKH) — MOpiBHAHO 13 45,5 % y rpyni miane6o
(p=0,02).

[TonBiifHa G0Ka1a peHiH-aHT10TeH3WH-alIbI0cTepoHOBOI cucteMu (PAAC)

Y 1BOX MacmITaOHMX pPaHAOMI30BaHUX KOHTposboBaHMX gociikeHHaXx [ONTARGET
(ocmipKeHHs BIUTMBY TEeIMIcapTaHy SIK MOHOTEeparii Ta y KoMOiHaIlii 3 paMinpuIioM Ha 3arajibHy
kiHieBy Touky) i VA NEPHRON-D (mocmimkenns miaGetuuHoi Hedponartii y BeTepaHiB)]
BHUBYAJIOCS 3aCTOCYBaHHs KoMOiHarii iHrioiTopa AII® 3 aHTaroHiCTOM perenTopiB aHT10TEH3UHY
I1.

Hocnimxenus ONTARGET mpoBoauiiocss 3a y4acTiO TAIli€HTIB 31 CEPIIEBO-CYAMHHUMHU a0o
11epeOpOBACKYIIIPHIMH 3aXBOPIOBAHHSIMH B aHaMHe31 a0o0 13 IIyKpOBHUM Aia0eToM 2-ro THIMY 3i
CYyNyTHIMH O3HaKaMHu ypakeHHs opradiB-mimenend. ¥ mocmimkeHHi VA NEPHRON-D B3zsum
y4acTh MAIiEHTH 3 IyKPOBUM A1a0€TOM 2-T0 TUIY Ta JiabeTHUHOI0 HedponaTi€ko.

L{i mocmiKeHHS HE MOKa3aJik 3HAYYIIUX MepeBar KOMOIHOBAHOI Teparii 1010 HUPKOBUX 1/a00
CEepLEBO-CYJUHHUX HACIIJKIB Ta CMEPTHOCTI, TOAL SK NMPH LBOMY CIOCTEpIraBcCs IMiABHILCHHHA
PHM3HK TiNepKalieMii, TOCTPOi HUPKOBOI HEJOCTATHOCTI 1/a00 apTepiayibHOI TIIMOTEH311 MOPIBHSIHO
3 MOHOTepaIi€l. 3 oAy Ha MoAiOHI (hapMakoAWHAMIUHI XapaKTEPUCTUKH ITUX Mperaparis, 1i
pe3yabTaTh TaKOXX 3aCTOCOBHI i 1HIMKX 1HTIOITOpiB AIID Ta aHTaroHicTiB penenTopiB
anrioreHsuny II.

Orxe, iariOiTopr AIID Ta aHTaroHicTu pernenTopiB aHrioTeH3uHy Il He MOXHA OIHOYACHO
3aCTOCOBYBATH MAIiEHTaM 13 11a0ETHYHOIO HEPpOHaTi€ro.

VY nocnimxenni ALTITUDE (mocmimkeHHs BIUIMBY aliCKIpeHY Ha CTaH MAII€HTIB 13 IyKPOBUM
niabeToM 2-TO TUITy 3 BHUKOPUCTAHHSIM CEPIIEBO-CYJUHHUX Ta HUPKOBUX KIHIIEBHX TOYOK)
OIIHIOBAJIM TIEpEeBarv JOJaBaHHS alliCKipeHy A0 cTaHmapTHOi Tepamii iHTiOiTopoM AIID abo
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AQHTaroHICTOM pPELENTOpiB aHTioTeH3UHY Il A7 mamieHTIB 13 IyKpOBHM Jia0eToM 2-TO THUITy Ta
XpPOHIYHUM 3aXBOPIOBAaHHSIM HHUPOK, CEPICBO-CYIMHHUM 3aXBOPIOBaHHAM abo oOoma
naronorismMu. Lle mocmipkeHHS OyJ0 3aBEpIIEHO JIOCTPOKOBO YEpe3 IiJIBUIICHHS PH3UKY
HeOakaHUX KITHIYHUX HACTIAKIB. Y TPyl IPUHOMY aliCKipeHy MOPIBHIHO 3 TPYIIOI MPUHOMY
wianebo Oyno BiaAMiYeHO OUTBIIY YacTOTy JETaJbHUX BHUIMAJKIB Yepe3 CepleBO-CYIHHHI
3aXBOPIOBaHHS Ta 1HCYJBT, @ TAKOXX IMJBHIICHHS YacTOTH CEPHO3HMX HEOAKAHWUX SIBHII, SIKI
SIBIISUTM COO010 0COOIMBUI iHTEepec (TinepKalieMis, apTepiaibHa TImoTeH31s 1 TUCPYHKLIS HUPOK).
BropunHa npodinakTyka micis nepeHeceHoro rocTporo iHdapkTy Miokapaa

VY nocmimxenni AIRE Opamu yuacte monan 2000 mamieHTiB i3 MHUHYIIMMHU/TIOCTIHHUMH
CHMIITOMaMH CEpIIeBOi HEAOCTATHOCTI MMICHsA TepeHeceHoro iHdapkry wmiokapnaa. JlikyBaHHs
paminpuiom po3nourHaiy yepe3 3-10 qHiB miciast BAHUKHEHHs rocTporo iHdapkTy miokapaa. Lle
JTOCITIDKEHHS MPOJAEMOHCTPYBAIIO, IO IMICIIS 3aBEPIICHHS MEeP10Ay MOAAIBIIOTO CITIOCTEPEIKECHHSI,
SKUH y CepeIHbOMY CTaHOBHUB 15 MicA1liB, KUTBKICTh JICTAIBHUX BUIAJKIB y TPy MALI€HTIB, K1
OTpUMYBAJIM paminpui, craHoBuia 16,9 %, a y rpymi mnane6o — 22,6 %. Lle o3nauae abconmoTHe
3HIDKEHHSI CMEPTHOCTI Ha 5,7 % Ta BiIHOCHE 3HWKEHHS pu3uky Ha 27 % (95 % 1 [11-40 %)]).
[lepiaTpuyHa noNyJasIis

VY panaoMi30BaHOMY MOJABIHHOMY CIIIITOMY IUTAle00-KOHTPOJILOBAHOMY KIIIHIYHOMY JTOCIiIKEHHI
3a ydacTio 244 nami€eHTiB BiIKOM Bia 6 10 16 pokiB 3 apTepianbHOIO TinepTensiero (y 73 % 3 akux
OyIa mepBUHHA apTepiajibHa TIIepTEH3i1s) MAlieHTH OTPUMYBAJIM HU3bKI, cepesiHi a00 BUCOKI 103U
paMinpuiy 3 METOI JOCATHEHHS Y HHX IUIa3MOBUX KOHIIGHTpAIld paMminpwiary, sKi
BiJIMOBIAAIOTH Jiana3oHy 103 Ajs gopociux 1,25 mr; 5 mr ta 20 MTr 3 po3paxyHKy 3a Macoro Tijia.
[To 3akiHueHH1 epioay 4 THXKHI OyJI0 BUSBIICHO, 110 paMinpui OyB Hee()eKTHBHUM OO KiHIIEBOi
TOYKHU — 3HUKEHHS CHCTOJIIYHOTO apTepialibHOTO THCKY, OJHAK BiH 3HWKYBaB J1aCTOJIYHUHN TUCK
MIPHU 3aCTOCYBAaHHI HAWBHIINOI JI03H JOCIIKYBAHOTO Jiana3oHy. byno mokazano, o sk cepeHi,
TaK 1 BUCOKI JO3M paMiNpuily 3HWXKYIOTh CUCTOJIYHUH 1 J1aCTOJIYHUI apTepiadbHUNA THUCK Ha
CTATUCTUYHO 3HAYYIY BEJIMUMHY y ITEH 13 MATBEPHKEHOIO apTepialIbHOIO TIIMEPTEH3IETO.
Takoro edexry He crocrepirajiocss y mporeci 4-THKHEBOI'O PaHAOMI30BAHOTO IOJBIHHOTO
CITINOTO JOCIIKEHHS 3 T1ABUILCHHSM J03H, JI€ OLIHIOBABCS €(DEKT BIAMIHH JIIKAPCHKOTO 3aC00Y
1 B IKOMY B3sJIM y4acThb 218 meniaTpuyHuX mamieHTiB BikoM 6—16 pokiB (y 75 % 3 axux Oyna
MIepBUHHA apTepiayibHa TiMmepTeH3is). Y mporeci HbOro MOCTIKEHHS MICHIs BiMIHU Mpenapary
criocTepirajgocs MOMIpHE PHKOIIETHE WiABUIICHHS SK J1aCTOJNIYHOTO, TaK 1 CHUCTOJIYHOTO
apTepiayIbHOTO THCKY, IPOTE BOHO HE OyJI0 CTaTUCTUYHO 3HAYYIIUM JJI IOBEPHEHHS THCKY 10
BUXI1JTHOTO PiBHS B yCIX TpyMNax JOCIiIKYyBaHOTO JAianazoHy 703 paminpuiy [Hu3bki go3u (0,625
— 2,5 mr), cepenni n1o3u (2,5 — 10 mr) abo Bucoki 103u (5 — 20 mr)] i3 po3paxyHKy 3a Macoro Tija.
VY pocnmipkyBaHiil meniaTpUUHIA MOMyJALii paminpuil HE BUSBIAB JIHIHHOTO 10303aJIEKHOTO
edexry.

Dapmaxokinemuxa.

BcMmokTyBaHHS

[licns mepopasbHOTO NPUHOMY paMINpPHII IIBUIAKO BCMOKTYETHCSA 31 IUTYHKOBO-KHIIKOBOTO
TpakTy. MakcuMallbHI KOHIIEHTpAIII] y I1a3Mi KPOB1 JOCIATAIOTHCS MPOTIToM | roauHM. 3 OTJIs Iy
Ha KUIbKICTh PEUOBHHH, BUABIICHOI Y CeYi, CTYIiHb BCMOKTYBaHHs CTAHOBUTH IIOHaMeHIe 56 %
1 Ha HBOTO CYTTEBO HE BIUIMBAE HASBHICTH 1K1 Y MITYHKOBO-KUIITKOBOMY TpakTi. biogocTymnHicTh
AKTHBHOTO METAa0O0ITY paMiNpHIIaTy MicIsI IEPOPATHHOTO 3aCTOCYBAHHS paMINIpuiTy y 1031 2,5 MT
15 Mr cranoBuTh 45 %.

MakcumanbHl KOHIIEHTpaIlii y Iia3mMi KpOBI paMinpuiiaTy, €IMHOTO aKTUBHOTO METaboIiTy
paminpuily, AOCSATaloThCs yepe3 2-4 TOAWHU micis nmpuiiomy paminpuity. Ilicns 3actocyBaHHS
3BUYAHUX 703 paminpuiy 1 pa3 Ha 100y piBHOBa)kKHA KOHIICHTpAITlis paMIIpHIIaTy y TIa3Mi KpOBi
JIOCATAETHCS TPUOIN3HO Ha 4 TEHb JIKyBaHHS.

Posnoain

3B’s13yBaHHs paMinpuity 3 OUIKaMu IUIa3My KPOBi CTAaHOBUTH NpubIu3Ho 73 %, a paminpuiary —
56 %.

Metabomi3zm




Paminpun maifke MOBHICTIO METaOO0MI3Y€ETHCS 10 PaMINIPHUIIATY, AUKETOMINepa3uHoOBOTo edipy,
JTUKETOIIIMEePa3sHHOBOI KUCIIOTH 1 TNIFOKYPOHIIIB paMINpUITy 1 paMimnpuiaTy.

Busenenus

BuBenennss mMetabomiTiB BiOYBAE€ThCS TMEPEBAKHO HUITXOM HHUPKOBOI €KCKpeIlii. 3HMKEHHS
KOHIIEHTpalli paMinpuiaty y mia3Mmi KpoBi € OararodaszHum. Uepe3 moTykHE HacH4UyBalbHE
3B’si3yBaHHs 3 AII® 1 moBuUIbHY pAucomiarmito 3i 3B’S3Ky 3 (EPMEHTOM paMinpujiaaT Mae
IPOJIOHTOBaHY T€PMiHANbHY (Da3y BUBEICHHS NPU JTy’K€ HU3bKUX KOHIIEHTPALISX Y IJ1a3Mi KPOBi.
[Ticns mpuitoMy TOBTOPHUX 1103 paMinpuity 1 pa3 Ha 100y edeKTUBHUHN Mepio HaIliBBUBEICHHS
ctaHoBUTh 13-17 romun mns o3 5-10 mr i Oumbme ans Huxkuux 103 (1,25-2,5 wmr). PizHuns
3yMOBJIEHA THM, 110 3/1aTHICTh (EPMEHTY 10 3B’SI3yBaHHS 3 PaMINpUIATOM € HACHYYBaJIbHOIO.
[MarieHTH 13 HOpYIIEHHIMHU QYHKIIT HUPOK (IUB. po3/in «Crocid 3acToCyBaHHS Ta JO3H»)

VY mnarieHTiB 13 TOpyImIeHHSIMU (PYHKIIT HUPOK HUPKOBA EKCKpEIis paMilpuiaTy 3HWKEHA, a
HUPKOBUH KIIIPEHC paMilnpuiiaTy NpONOpUiHHUA 10 KiipeHcy KpearuHiHy. Lle mpu3BoauTs 110
MiIBUIICHHS KOHIIEHTpAIlli paMinpuiiaTy B I1a3Mi KpOBI, sika 3HWKYETHCS IMMOBUIBHIIIE, HIXK B 0C10
13 HOpMAJIEHOIO (DYHKITIEIO HUPOK.

[NamieHTH 13 MOpyIIeHASIMHU GYHKINT MediHKU (auB. po3/ia «Crocid 3aCTOCYBaHHS Ta I031»)

VY namieHTiB i3 mopyumeHHAMH (QYHKLI{ Me4iHKM MeTaboJli3M paminpuily 3 YTBOPEHHSIM
paminpuiaty OyB YNOBUIBHEHHH dYepe3 3HIKCHHsI aKTHUBHOCTI MEYIHKOBUX €CTepa3, a piBeHb
paminpuily B 1j1a3Mi KpoBi y IIUX MalieHTiB OyB migBuIIeHUi. BTiM MakcuMmanbHa KOHLIEHTpALis
paMinpuiaTy B WX MAIEHTIB HE BIAPI3HsAJACSA BiJ Takoi B 0OCI0 3 HOPMajgbHOIO (YHKIIIEIO
MIEYiHKH.

[lepion rogyBaHHs TPYJUTIO

[Ticnsa 3acTocyBaHHS OAHOPA30BOi 03U PaMINPUIy MEPOPATBLHO HOTO PiBEHb Y MAaTEPHUHCHKOMY
Mool OyB HmK4Ye Mexi BusiBieHHS. OmHak edexT mpu Oararopa3oBoMy 3acTOCYBaHHI He
BiJTOMHIA.

[lepiaTpuyHa nonyJasIis

dapMakoKiHETUYHUN TMpo(dias paMinpuiy xociikyBaBcs y 30 malieHTIB MeAiaTpuyHOi
MOMYJIALII 3 apTepialibHOIO TinmepTeH3ielo BikoM 2-16 pokiB 3 Macoro Tima >10 kr. Ilicis
3acrocyBaHHA 7103 Bix 0,05 10 0,2 MI/KT paminpuil HIBHIKO Ta 3HAYHOIO MipOI0 MeTaboi3yBaBCs
110 paMminpuiaaTy. MakcuMalibHa KOHIIEHTPAIIIS paMINpUiIaTy B IJIa3Mi KPOBI Jtocsiraiacs uepes 2-
3 rogunu. KiipeHc paminpuiiaTy 3Ha4HOIO MipOr0 KOpeloBaB 3 Macoro Tina (p<0,01), a Takox i3
no3oto npemnapaty (p<0,001). Kniperc ta 06’eM po3noiiy 301IbITyBIHCS TPSIMO TPOIIOPIIIITHO
BiKy aiTell y KOxHill rpymi no3ysanHs. [Ipm 3acrocyBanni no3m 0,05 mr/kr y niteit Oyio
JIOCSITHYTO PIiBHIB €KCHO3UIli, SKI OyJIM TOpIBHIHHUMHU 3 EKCIO3HUIEI0 Y JOPOCIUX TPH
3aCTOCYBaHHI paminpuiy y 1031 5 mr. B pesynbraTi 3actocyBanHa no3u 0,2 MI/kr y niteit
JOCSTAIACA PiBHI €KCHo3uIlii, sKi OyJau BUIIMMH, HDK MPH 3aCTOCYBaHHI MaKCHUMaTbHOI
pexomeHoBaHo1 1034 10 Mr Ha 100y y TOPOCTHUX.

Hokniniyni dani 3 bes3nexu

[Ipu nepopanbHOMY 3aCTOCYBaHHI TBapMHaMH (TPU3YHU Ta COOAKH) 3’SICYBaIOCs, IO paMiNpuiI
HE CIIPUYMHSAE TOCTPUX TOKCUYHUX SBHIL. J{OCIIHKEHHS 13 TPUBAJIUM MEPOPATbHUM BBEJICHHSIM
npenapaty NpPOBOJMIM Ha IIypax, co0akaXx Ta MaBmax. Y BCIX IUX TPhOX BHIIB TBAapHH
CIIOCTEpIrajucsl 3MIHH EJIEKTPOJITHOrO OaJlaHCy Ta KapTHHH KpoBi. Y co0ak Ta MaBIl, SKi
OTPUMYBAJIU TIpernapaT y 031 250 Mr/kr Macu Tijia Ha 100y, 0yJIO TOMIYEHO 3HaYHE 301JIbIIICHHS
IOKCTarJioOMepyJIIpHOTO arapary, Iio € MposBoM (hapMakOAMHAMIYHOT aKTHBHOCTI paMilpuily.
[ypu, cobaku Ta MaBIH MEPEHOCHIINA JO00BI 103U TIpemnapary, Kl CTAaHOBWIH 2; 2,5 Ta 8§ MI/Kr
MacH Tina Ha 100y BianosigHo. [Ipu nbomy HeOaxaHi epeKTH y HUX HE BUHHKAIIH.

JlocnimkeHHss penpoAyKTHUBHOI TOKCHUYHOCTI, MPOBEJIEHI Ha IIypax, KpoJjsxX Ta MaBlax, He
BUSIBUJIM KOJHUX TEPATOTCHHUX BJIACTHBOCTEH mpenapaty. HeratuBHuii BIunB Ha PepTHIBHICTD
HE CIIOCTepiraBcs aHi y caMlIliB, aHl Y CaMUIIb ITyPiB.

BBenenHs paminpmily camMHISIM - IIypiB MiJ Yac BariTHOCTI Ta JIAKTallil NPHU3BOAMIO [0
HEOOOPOTHOTO YIIKO/DKCHHS HHUPOK (PO3MIMPEHHS HHUPKOBOI MHCKH) y TIOTOMCTBA TIpH
3acTocyBaHHi 7103 50 MI/Kr Macu Tijia Ha 00y Ta BUIIIE.




UYucneHHi BUNIPOOYBaHHS Ha MYTAareHHICTh 13 3aCTOCYBAaHHSM PI3HHUX TECT-CUCTEM HE BUSBUIH
MyTareHHUX a00 FreHOTOKCUYHMX BJIACTUBOCTEH PaMIMIPUITY.

KuiniuHi XapakTepucTHKH.

Ilokazanns.

JlikyBaHHA apTepiajbHOI TinepTeHs3ii.

[MpodinakTrka  CepIEBO-CYAMHHUX  3aXBOPIOBaHb:  3HIDKEHHS  CEpIICBO-CYIMHHOI

3aXBOPIOBAHOCTI Ta JICTAJIbHUX HACIIKIB Y MAII€HTIB 3:

— BHP@XEHUM  CEpIEBO-CYAMHHUM  3aXBOPIOBAHHAM  aTEPOTPOMOOTHYHOTO  TEHE3Y
(HasBHICTH B aHaMHe31 imeMi4HOi XBOpoOu cepiisd abo 1HCYJIbTy ab0 3aXBOPIOBaHHS
nepuepuyHUX CyAHH);

— IYKPOBHUM Jia0eToM, SKi MaloTh IMIOHAMMEHIIIEe OJIUH (PaKTOp CEPLEBO-CYIMHHOTO PU3HUKY
(muB. po3ain «DapMakoIOTiuHI BIACTUBOCTI).

JlikyBaHHS 3aXBOPIOBaHHS HUPOK:

— TIodYaTKoBa KiIyOOukoBa JiabeTMuHa Hedpomaris, Npo SKy CBITYUTh HASBHICTD
MIKpOaILO0yMiHYPIif;

— BHpaXeHa KIyOoukoBa [ia0eTudyHa Hedpomaris, MNpo Ky CBITYUTh HASBHICTH
MaKponpoTeinypii, y NAalli€HTiB, fKI MalOTh I[IOHaMEHIIe OIWH (DaKTOp cepleBo-
CYIMHHOTO PU3HKY (IUB. po3/ii1 «DapMakoIoTiuH1 BIACTUBOCTI»);

— BHpaXeHa KiIyOoukoBa HemiabeTuyHa HedpomaTisi, MpPO SAKYy CBIAYATH HASBHICTH
MakpornpoTeinypii > 3 r Ha 700y (auB. po3ain «PapMaKoIOTIdHI BIACTUBOCTI»).

JlikyBaHHS cepleBOi HEOCTATHOCTI, 110 CYIIPOBOIKYETHCS KIIIHIYHUMH MPOSBAMHU.

Bropunna mpodinakTuka micis MEPEeHEeCeHOro rocTporo iHGapKTy MioKapja: 3MEHIICHHS

JETaIbHOCTI MiJ] Yac rocTpoi cTafii iHpapKTy Miokapaa y NMAIi€HTIB i3 KJIIHIYHUMHU O3HAKaMHU

CEpIIEBOT HEIOCTATHOCTI 32 YMOBH IMOYATKY JIIKyBaHHsS OuIbIle HiX 4epe3 48 roauH micis

BUHUKHEHHS TOCTPOTro iH(apKTy MioKap/a.

Ilpomunokaszanna.

[TinBuIIeHa Yy TAUBICTH 0 M1F0Y01 PEUOBUHU a00 10 OyAb-sIKOT 3 JOMOMIKHHX PEYOBHUH, IO
BXOJISITh JI0 CKJIaay mpemnapary, abo 1o iHmux inridiropis AIID.

HasBHicTh B aHaMHE31 aHT10HEBPOTHUYHOTO HAOPSAKY (CMaaKOBOIO, 1/110MTaTUYHOTO YU PaHiIie
MEPEHECEHOr0 Ha Tii 3acTocyBaHHs iHTiOiTOpiB AII® abo aHTaroHIicTiB perenTtopis
anriorensuny II).

OnHouacHe 3acTOCyBaHHS 31 cakyOiTpmiiom/BaiicapTaHoM (nuB. posnimu «Bzaemomis 3
THITUMU JTIKAPCHKUMH 3aC00aMH Ta 1HII BUAM B3aeMOii» Ta «OCOOIMBOCTI 3aCTOCYBAHHS).
OnHOUacHE 3aCTOCYBaHHS €KCTPAKOPIIOPAIbHUX METOJIB JIIKYBaHHS, SIKi NPH3BOISATH JI0
KOHTAKTy KPOBI 3 HETaTUBHO 3apsJUKCHUMH TOBEPXHAMHU (AMB. pO3ain «B3aemoist 3 iHIIUMHU
JKapChKUMHU 3aCO0aMHU Ta 1HII BUJIA B3AEMOIII).

Bupaxxenuii n1BOOIYHMI CTEHO3 HUPKOBUX apTepiii abo cTEHO3 HHUPKOBOI aprepii mpu
HassBHOCTI €IMHO1 (DYHKITIOHYIOUOT HUPKHU.

BariTHicTh Ta MiaHyBaHHS BariTHOCTI (AMB. po3aid «3acTOCyBaHHS y MepioJ BariTHOCTI abo
TOAYBaHHS TPYIIIO»).

Paminpun He cmig 3acTOCOBYBAaTHM Malli€eHTaM 3 apTepialbHOI0 TiMOTEH3i€l0  abo
reMOJMHAMIYHO HECTAOIbHUMHU CTaHAMU.

OnHouacHe 3aCTOCYBaHHS PaMiNIpUITy 3 IpenapaTaMu, 10 MICTSTh alliCKipeH, IPOTUIIOKa3aHe
TMalieHTaM i3 IyKpoBHUM JiadeTom abo 3 nopymeHHsMu GyHKiii Hupok (LLIK®D <60 mn/xs/1,73
M2) (muB. poszninu «DapmakonrHaMikay Ta «B3aemonis 3 IHIIMMH JTIKAPCHKUMH 3ac00aMu Ta
1HIIT BUJTA B3AEMOIIIN).

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0ii.
JlaHi KJIIHIYHMX JOCHI/DKeHb IPOJEMOHCTPYBaIM, L0 MojBiiHa Osokaga PAAC—uuisixom
KOMOIHOBaHOTO 3acTocyBaHHs iHTi0iTOpiB AIID, aHTaroHicTiB perenTopiB anrioTeH3unHy Il abo
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QIICKIPeHY aCOILIIOETHCS 3 MIJBUIICHOI0 YAaCTOTOK BUHUKHEHHS TaKMX HEOaKaHUX SIBUI, 5K
apTepiajibHa TIMOTEH31s, TiMepKamieMis Ta TMopyIieHHsT QyHKIT HUPOK (Y TOMY YHCII TocTpa
HUPKOBA HEIOCTATHICTD), MOPIBHAHO 13 3aCTOCYBAHHSM JIMIIE OJHOTO JIIKAPCHKOTO 3aco0y, 110
BruiBae Ha PAAC (muB. po3ainu «®apmakonunamikay, «lIpotunokazanus» ta «OcobIuBOCTI
3aCTOCYBAHHS»).

[TpoTunoxa3ani KOMOIHAIIIT

Caxybimpun/eancapman

OnnouacHe 3actocyBaHHs 1HTIOITOpiB AIID 31 caxybimpunom/sarcapmanom TPOTHIIOKA3AHE
yepe3 MiABUINEHUH PU3MK PO3BUTKY AaHTIOHEBPOTHYHOrO HAOpAKY (AMB.  pO3ILIH
«IIporumnokazanus» Ta «OcoOJIMBOCTI 3aCTOCYBaHHY). JIIKyBaHHS paMIMpPUIIOM CJIiJT TTIOYNHATH
e depe3 36 roauH micis NpUHOMY OCTAaHHBOI J03M cakyOiTpuity/BajcapTany. JlikyBaHHS
CakyOITpHIIOM/BAJICAPTAHOM CJIIJI TTIOYMHATH JIKIIEe yepe3 36 TOAWH MICs MPUHOMY OCTaHHBOI
JI03H PaMIIIPHITY.

Excmpaxopnopanvna mepanis

MeTtoau eKCTpakopHopajabHOi Tepamii, B pe3ynbTaTi SKUX BiOYBAa€ThCS KOHTAKT KpPOBI 3
HETaTUBHO 3aps/DKCHUMH TOBEPXHSIMH, Taki K giami3 abo reMoiubTparlis i3 BUKOPUCTaHHSIM
NeBHUX MeMOpaH 3 BHCOKOIO IHTCHCHUBHICTIO TOTOKY (Hampukiajg, MemOpaH 3
MOTIAKPUJIOHITPUITY) Ta adepes JTMONpOTEiHIB HU3BKOI IIUIBHOCTI 13 3aCTOCYBaHHSM JCKCTpaHy
cyabdary, 3 Oy Ha MiJABUIICHUN PU3MK PO3BUTKY TSKKUX aHA(UIAKTOIIHUX peakiiil (IuB.
pozain «IIpotumnokazanus»). SKiIo Take JIKyBaHHS HEOOXIJTHE, CIiJ PO3TJISIHYTH MUTAHHS PO
BUKOPHUCTAHHS 1HIIOI Jiali3HOT MeMOpaHu ab0 3aCTOCYBaHHS 1HIIOTO KJIaCy aHTUTINEPTEH3UBHUX
JKapChKUX 3aC001B.

Kowm0GiHariii, 1110 BUMararoTh 3amo0i>kKHUAX 3aX01B

Coni kanito, eenapun, Kaniuzoepiearoui Oiypemuxku ma iHWi aKmueHi pe4osuHuU, wo 30i1bULyoms
pieens Kaniio y niazmi Kpogi (6Knouaroyu anmazouicmu aneiomensuty 11, mpumemonpum ma 1io2o
Qixcosani komOiHayii 3i cyIbPaAMemoKrcazonom, maxKpoIiMyc, YUKIOCHOPUH)

Moske BUHUKHYTH TillEpKaJieMis, TOMY HOTPiOHO pPETENbHO KOHTPOJIIOBAaTH DPIBEHb KaNlil0 Y
TJ1a3Mi KpOBI.

Anmueinepmen3ugui 1iKapcoki 3acobu (Hanpukiao, Oiypemuxu) ma iHWi pevyo8uHU, 30amHi
SHUDICYBAMU  ApMEPIATbHULL TMUCK  (HANPUKIAO, Himpamu, MPUYUKIIYHI aHmuoenpecanmu,
amecmemuKuy, aiKoeoab, 0akiogeH, anb@hy303uH, OOKCA303UH, NPA303UH, MAMCYIO3UH,
mepazo3uH)

Crnin ouikyBaTH 30UIbIIEHHS PU3MKY BUHHMKHEHHS apTepiajbHOI TiMOTEH31i (AMB. PO3JLT
«Oco0aMBOCTI 3aCTOCYBaHHS MIOJI0 T1YPETHKIB).

Baszonpecopni cumnamomimemuxu ma inwii pe4o8uru (HANPUKIao, i30npomepeno, 000YmamiH,
oonamiun, eniHepum), AKI MONCYMb 3MEHWUMU AHMUSITNEPMEH3UBHUL edeKm pPaMInpuy
PexomeHty€eThCs peTebHHII MOHITOPUHT apTEpialbHOTO TUCKY.

Anonypunon, imynoOenpecanmu, KOpMUKOCMepoiou, NpoKaiHamio, yumocmamukuy ma IHui
PEUOBUHU, UWJO MOACYMb ENIUSANMU HA KAPMUHY KPOBI

[linBuieHa WMOBIpHICTP BUHUKHEHHS T€MATOJOTIYHUX peakiid (auB. po3ain «OcobauBoCTI
3aCTOCYBAHHS»).

Coni nimiro

[aribitopu AII® MOXYTh 3MEHIIUTH EKCKPEII0 JITiI0, 10 MOXKE MPU3BECTH A0 30UIbIICHHS
TOKCHYHOCTI JIiTit0. HeoOXi1HO peTeabHO KOHTPOIIOBATH PiBEHB JITIIO.

Ilpomudiabemuuni 3acodu, exarouarouu iHcyain. MOXyTh BUHMKHYTH TIMOTJIIKEMIYHI peakIii.
PexkomeH1y€eThCs peTeTbHO KOHTPOJIIOBATH PiBEHb TIIIOKO3U Y KPOBI.

Hecmepoioni npomusananeni npenapamu (HI13I1) 1 ayemuncaniyunosa xucioma

OdiKy€eTbCSI 3HIKCHHS AHTHUTINEPTEH3MBHOTO e(ekTy paminpuiay. Takox oJHOYacHe
3actocyBanHs 1HTIOITOpiB AII® 1 HII3II moke cynmpoBOMKYBaTHCS MiABUIIEHUM PH3UKOM
nopyuieHHs: QyHKIi{ HUPOK Ta 30UTBIICHHSIM PIBHS KaJIil0 Y KPOBI.

Cino. Ilpm HaAMIpHOMY CIOXKHMBAaHHI COJIi MOJKJIMBE IOCTA0JEHHS TIMOTEH3UBHOTO €(eKTy
mpermapary.




Cneyughiuna cinocencubinizayis. Buacninok inriOysanns AII® 3pocrae iMOBIpHICTh BAUHUKHEHHS
1 TSOKKICTh aHaUIAaKTHYHUX 1 aHApUIAKTOIMHUX pPEaKIii Ha OTPyTy KoMmax. BBaxkaeThcs, 110
Takui eeKT MOKe TaKOXK CHOCTEPIraTUCs 1 00 1HIIUX aJIepPreHiB.

Ineioimopu mTOR ab6o ineivimopu DPP-4

MonrBe NIABMIEHHS PHU3UKY PO3BUTKY AHTIOHEBPOTHYHOTO HAOPSAKY Yy TMALi€HTIB, SKi
OJIHOYACHO OTPUMYIOTh TaKi JIIKapCchKi 3aco0H, sk iHTri6iTopr mTOR (Hanpukiam, TeMcupoIimyc,
eBepoiliMyc, cupoiimyc) abo BimmarminTuH. Ciij 3 00epeXHICTIO PO3MOYUHATH TaKy TEPaIlito
(muB. po3ain «OCcOOIMBOCTI 3aCTOCYBAHHS ).

Ineioimopu nenpunizuny (HEII)

[ToBimoMITsLITOCS TIPO TOTEHITIMHE 3pOCTaHHS PU3UKY PO3BUTKY aHT1OHEBPOTUYHOTO HAOPAKY MpH
oJHOYacHOMY 3actocyBaHHi iHri6iTopiB AII® Ta inridiropa HEII, nHanpukian pauekagoTpuiy
(muB. po3ain «OCcoOIMBOCTI 3aCTOCYBAHHS ).

Caxybimpun/eancapman

OnnouacHe 3actocyBaHHs 1HT10iTOpIB AIID 31 cakyOiTpHIIOM/BajicapTaHOM ITPOTUIIOKA3aHE Yepe3
HiABUIIEHUN PU3HUK PO3BUTKY aHT1OHEBPOTUYHOTO HAOPSKY.

Ocobueocmi 3acmocyeanns.
Oco0nuBi rpyny NaIi€eHTiB
Bacimuicms
JlikyBannst iHriOiTopamu AII® abo anTaroHicramu perenTopiB aHrioTeHsuny Il He cmia
PO3MOYMHATH Y TEpioj BariTHOCTI. SIKiio npoaoBxeHHs Tepamii iHriditopom AII®D BBaxaeThCs
HEOOXITHUM, TMAIIEHTKaM, SKi IJIaHYIOTh 3aBariTHITH, HEOOXITHO MEepPEHTH Ha aJbTepHATUBHUN
aHTUTINIEPTEH3UBHUMN Mpernapar, sK1ii Mae BCTAHOBJICHUH Ppodi1b Oe3MeKn i 3aCTOCYBaHHS i
Yyac BariTHOCTI. SIKIIO BariTHICTh J1arHOCTOBAHO, JIiIKyBaHHS iHTiOITOpamu Alld/anTaronicramu
peuenrtopiB anrioreHsuHy Il cmin HeraiiHO HPUIIMHUTH 1, TpU HEOOXIIHOCTI, PO3MOYATH
albTepHATHBHY Tepamiro (auB. po3aumn «IIpoTumokasanHs» Ta «3acTOCyBaHHSA y TIEepioj
BariTHOCTI a00 TOAYBaHHS TPYIIIO»).
Hayienmu, y Akux icHye 0coonueull pusuK BUHUKHEeHHs apmepiaibHoi 2iInomeH3ii
» [layienmu 3i 3HauHum nioguwjeHusam akmusrnocmi PAAC
Pusuk pantoBoro Biq4yTHOTO 3HWKEHHS apTeplabHOTO THUCKY 13 MOPYIICHHIMHU (DYHKITIT HUPOK
BHacHioK npurHiueHHs AII® migBuiryeThcst y Mali€eHTiB 13 BUpaxeHOro akTupauieio PAAC,
0co0mBo k11O 1Hr10iTOp AIID abo cymyTHIM alypeTuuHUi 3acid MpU3HAYaIOTh Briepiie adbo npu
nepuIoMy MiABHILEHHI JJO3H.
CyrtreBoro migsuiieHHs: aktTuBHOcTI PAAC, mo motpedye MeIMYHOTrO HArjsay, B TOMY YHCII
MOCTIHHOTO KOHTPOJIIO apTepialIbHOTO TUCKY, MOKHA OUYiKYBaTH, HAPUKIIA, y MAI[IEHTIB:
- 3 TSDKKOIO apTepiajbHOIO TIIEPTEH3IEN0;
- 13 IGKOMIIEHCOBAHOIO 3aCTIHHOIO CEPIIEBOIO HEAOCTATHICTIO;
- 3 TEMOJMHAMIYHO 3HAUYYIIOI MEPEIIKOIO0 I MPUTOKY ab0 BIITOKY KPOBI 3 JIIBOTO
NUTYHOYKA (HAPUKIIAJ, 31 CTEHO30M a0PTAITBHOTO 200 MITPaIbHOTO KIIallaHa),
- 3 OIHOOIYHMM CTEHO30M HUPKOBOI apTepii Mpu HAIBHOCTI APYroi PyHKIIOHYIOYOI HUPKH;
- Yy sKuX icHye a00 MOKE€ PO3BHHYTHCS HECTaua PiAMHU a00 eNEKTPOIIITIB (BKIIOYAIOUN TUX,
XTO OTPUMYE JIYPETUKH);
- 13 IMPO30M MEUIHKH Ta/ab0 acluToOM;
- SIKUM BUKOHYIOTH OOIIMPHI XipypriuHi BTpy4aHHs a0o MiJ yac aHecTe3ii i3 3acTOCyBaHHIM
Mpenaparis, M0 COPUIUHSIIOTH apTepialIbHY TIMOTEH3IIO.
3a3BuYail PEKOMEHIYEThCS TMPOBECTH KOPEKINIO Jeriiparaiii, rimoBoiemii abo HecTaui
€JICKTPOJIITIB 10 TIOYaTKy JIiKyBaHHS (OHAK JIJIS TAIlIEHTIB 13 CEPIIEBOI0 HEAOCTATHICTIO TaKi
KOPHUTYIOYl 3aXOJ{ CIiJi PETeNbHO 3BAKUTH MO0 PHU3WKY BUHHKHEHHS IEepeBaHTAKEHHS
00’ eMoMm).
= [loositina 6a1oxada PAAC
3adikcoBaHo, MO0 OJHOYAcHE 3actocyBaHHs iHTIOITOpiB AIID, aHTaroHicTiB peuentopis
anriorensuny Il abo amickipeHy MiABHINYe PU3UK apTepiaybHOI TiMmoTeH3ii, rimepkaniemii Ta
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nopyuieHHs PyHKIIT HUPOK (Y TOMY YHCIIi PO3BUTKY FOCTPO1 HUPKOBOI HETOCTATHOCTI). Y 3B’S3KY
3 muM moaBiitHa Omokama PAAC msixoM KOMOIHOBAHOTO 3acTocyBaHHs iHTiIOITOpiB AllD,
AHTaroHICTIB penenTtopiB aHrioreHsuny Il abo amickipeHy He pPEKOMEHIYEThCS (IUB. PO3ILIH
«®apmakonuHamikay Ta «B3aemMoxmis 3 IHIIUMH JTIKAPCBKUMHU 3aco00aMH Ta IHINI BHIA
B3aEMO/IIIY ).
Slkiio Teparmis y BUTJISIII TaKOi MOJIBIMHOT OJIOKAIU PO3IIHIOETHCA SIK aOCOIOTHO HEOOX1/1Ha, BOHA
Ma€ 3aCTOCOBYBATHCS JIMIIE IiJ] HArJsAOM CIEIialicTa Ta 3a YMOBHM YacTOro i peTelbHOro
KOHTPOJIIO (PYHKITIi HUPOK, BMICTY €JIEKTPOJIITIB Ta PiBHSI apTePiaTbHOTO THUCKY.
[aribitopu AII® Ta aHTAaroHiCTH peUENnTopiB aHrioTeH3uHy Il He MOXHa OIHOYAaCHO
3aCTOCOBYBATH TAIlIEHTaM 13 11a0eTHUHOI0 HeppomaTiero.
»  Tpanzumopna abo nepcucmyroua cepyesa HedoCmamuicmsy nicis ingapkmy miokapoa.
»  Jlayiecnmu, y AKUX iCHYE pusuKx GUHUKHEHHs cepyesoi abo yepedpanbHoi iwemii y Unaoxy

20cmpoi apmepianvbHoi 2inomeHsii.
Y nmovarkoBiii (a3i JTiKyBaHHS MOTPIOEH OCOOIMBUI MEAMYHHUIA HATIIS].
= [layienmu 1imnb020 iKY

JuB. po3ain «Crioci0 3acToCyBaHHS Ta JO3W.
Xipypeiuni empyuanus
PexomeHnayeTbess mpunuHATH JTiKyBaHHs iHTIOITOpamMu AIID, TakuMm sSK paMminmpui, sSKIIO 1€
MOYJINBO, 32 | IeHb 10 XipypriyHOTO BTPyYaHHS.
Koumpons ¢pynxyii Hupok
OyHKIII0 HUPOK MOTPIOHO OLIHIOBATH 0 1 MiJl Yac JiKyBaHHA i KOPUTYBATU 103y, OCOOIUBO Y
nepur TWKHI JIIKyBaHHs. Y pa3l HasSBHOCTI ypaX€HHS HUPOK IMOTPIOHE OCOOJIMBO pPETENbHE
cnioctepexxeHHs (AuB. po3aia «Crocid 3acTocyBaHHS Ta 403Uy ). ICHY€ pU3HK MOpYIIeHHS YHKIIT
HUPOK, 3ACOUTBIIOTO y TMAIiE€HTIB 13 3aCTIMHOI CEpIIEBOI0 HEAOCTATHICTIO a0 Mmicis
nepecaKeHHs] HUPKH, a TAKOX y pa3i ypaKeHHsI HUPKOBUX CyJIWH, B TOMY YMCJi y MAlLli€HTIB 13
reMOJIMHAMIYHO 3HAYYIIIUM OJHOOIYHMUM CTEHO30M HUPKOBOI apTepii.
Anecionespomuunuil HaOpPsAK
[ToBimoMITsLIIOCS TIPO OKPEMI BUITAIKH aHT1IOHEBPOTUYHOTO HAOPSIKY y MAIIIEHTIB, SIKI OTPUMYBAIH
iHri0iTopn AIl®, Britoyaroun paminpui (auB. po3nain «Ilo6iuni peakuii»). PU3nk BUHUKHEHHS
AQHTIOHEBPOTUYHOTO HAOPSAKY (O3HAKaMHU MOXKYTh OyTH, HANPHUKIA, MPUIYXJIICTh IUXATBHUX
NUISXIB YM SI3MKa 3 4d 0€3 TMOpPYIICHHS IWXAaHHS) MOXE IiJABUINYBAaTUCh Yy MAI€HTIB, SKI
OJIHOYACHO OTPUMYIOTh TaKl JIKApChKi 3aCO0M, K 1HTIOITOpW MIIICHI panaMilHy Yy CCaBIliB
(mTOR) (Hampukian, TeMCHpOIIMYC, €BEpOJiMyC, CHpPOIIMYC), BULAAMIINTUH a0o0 iHTi0IiTOpiB
HEII (Takux sik panexkajaoTpuI).
Kombinartist paminpuity 3i cakyoiTpriioM/BajicapTaHOM IPOTHIIOKA3aHa Yepes3 MiABUILECHHH pU3NK
PO3BUTKY aHTIOHEBPOTUYHOTO HAOpsKy (muB. posninu «lIporurnokazanus» Ta «Bzaemomis 3
IHITMMHY JIIKapChKUMU 3ac00aMU Ta 1HIII BUU B3aEMOIIN» ).
VY BUManKy aHT10HEBPOTHYHOTO HAOPSIKY MPUMOM Mpenapary MoTpiOHO MPUIMMHUTH Ta HETaHO
NPU3HAYUTH HEBIKIaHy Teparnito. [TarienTu MaroTh mepeOyBaTH i1 HarjIsI0M JIiKapsi IPOTSITroM
npuHaiiMHi 12-24 roauH 10 TOBHOTO 3HUKHEHHS CUMITTOMIB.
[Ipu nixyBanHi iHri6itopamu AII® crocrepiranucs BHUIAIKA AHTIOHEBPOTHYHOTO HAOPSKY
kuieuyHuKy (auB. po3ain «[lo6iuni peakmii»). 1li mamieHTn ckapkwivcs Ha OUTb y JKHBOTI (3
HYJ0TOI0/0TI0BaHHAM a00 0€3 HHX).
Anaghinaxmuuni peakyii nio uac decencubinizayii
IMOBIpHICTB 1 TSDKKICTh aHA(UIAKTUYHKUX 1 aHA(DUIAKTOITHUX PeaKIlii Ha OTPYTy KOMax Ta IHIII
asiepreHu 301IbIIyeThest ipu npuiiomi iHriGiTopis AIID. Ilepen necencuOinizamiero mOTpiOHO
PO3IIIIHYTH MOJIMBICTh TUMYACOBOTO MPUMTMHEHHS PUHOMY paMIMpuiLy.
Koumponv enexmponimnoi pienosazu. I inepxaniemis
VYV neskux mamieHTiB, ki oTpuMyBaiu iHTiOiTOpr AIID, BKItOYarOUM paminpuii, CoCTepirain
rinepkamtieMito. PH3MK BHHHUKHEHHS TrinepkajieMmii BHIIMHA Yy TMAaLi€HTIB 3 HUPKOBOIO
HEJIOCTATHICTIO, TAIli€HTIB BiKOM BiJ 70 pOKiB, y TAIlI€HTIB 13 HEKOHTPOJIHLOBAHUM IYKPOBHUM
niabeToM, y THX, XTO OTPUMYE COJi KaJlito, Kayliiz0epirarodi AlypeTUKH, a TaKOX 1HII aKTHBHI
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PEUOBHHH, 110 MiIBUIIYIOTh BMICT Kajito, a00 PU TaKUX CTaHaX SK JIETipaTallis, rocTpa ceplena
JIEKOMITCHCAIlisl, METaOOIIYHUI anuma03. Ko BBaXKAETHCS JOUUIBHUM CYMICHE 3aCTOCYBaHHS
BUIII€3a3HAYCHHX MIPETIapaTiB, PEKOMEHIY€ThCS PETYIISIPHE MOHITOPYBaHHS PIBHA Kalii0 y TUIa3Mi
KpoBi (AUB. po3ais «B3aeMoIis 3 THIIMMH JIIKAPCHKUMH 3ac00aMHM Ta 1HIII BUIA B3a€EMOIII).
Konumponv enexmponimnoi pienogazu. I inonampiemis

V neskux MamieHTiB, sIKi OTPUMYBATH PaMINPUJI, CIIOCTEPITaBCsS CUHIPOM HEaJIeKBAaTHOI CEKpelii
AHTHUyPETUYHOTO TOPMOHY 3 HACTYITHUM PO3BUTKOM TilIOHATpieMIi. PEKOMEHy€ThCsI peryisipHO
KOHTPOJIIOBATH CUPOBATKOBI PiBHI HATPIIO y OCI0 JITHHOTO BIKY Ta B 1HIIIMX MAI[I€HTIB, K1 MalOTh
PHU3UK PO3BUTKY TiMOHATPIEMII.

Hetimponenisa/acpanynoyumos

Bumnanku HelTpomneHii/arpaHyI0IUTO3y, a TaKoX TPOMOOLMTOINEHIi Ta aHeMii CHoCTepiraaucs
pinko. Takoxk MOBIAOMIISIIOCS MPO MPUTHIYEHHS (DYHKIIIT KICTKOBOTO MO3KY. 3 METOIO BUSBIICHHS
MOYJIMBOT JIEUKOMEHIT PEKOMEHIye€ThCSI KOHTPOJIIOBATH KIJIBKICTh JICHKOIMTIB y IJIa3Mi KpOBI.
Yacrime KOHTPOJIb OakaHO MPOBOAWTH Ha MOYATKY JIIKYBaHHS Ta IMAIIEHTaM 13 MOPYIICHHIMH
(GyHKLIT HUPOK, CYNMyTHIM KOJAreHo30M (HampuKial, i3 CUCTEMHUM YEPBOHMM BOBYAKOM a0o0
CKJIepoJiepMi€r0) a0 THM, XTO IPUIMAE 1HIII JIIKApChKi 3aCO0U, 110 MOXKYTh CIPUYUHUTH 3MIHU
KapTUHU KpoBi (AuB. po3ainu «B3aemomis 3 IHIIMMH JIIKQPCHKUMH 3acOo0aMH Ta 1HIII BHIA
B3aemoiin» Ta «IloGiuH1 peakiii»).

Emmuiuni giominnocmi

[ariditopu AII®D yacTime COpUYUHSAIOTH AHTIOHEBPOTUYHWN HAOpSAK y MAIIEHTIB HETPOITHOL
pacu, HDXK y TpPEICTaBHUKIB €BponeoiaHoi pacu. Sk i iHmi inridiropu AIID, paminpun moxe
BUSIBUTHCS MEHII €()EKTUBHUM JIJIs1 3HUKEHHS PIBHS apTEPialIbHOTO THCKY Y TAII€EHTIB HETPOITHOT
pacu. Lle mMoxe OyTH 3yMOBJIEHO THUM, IO y MAaLi€HTIB HETPOIAHOI pacu 3 apTepiaibHOIO
TIIEPTEH31€10 YacTIIIe CIIOCTEPIraeThCs apTepialibHa TIMEePTEH31s 3 HU3bKOK aKTUBHICTIO PEHIHY.
Kawenv

[Tpu 3acTocyBanHi iHTIOITOpPIB AII®D MOBIZOMIISIIOCS PO BUHUKHEHHS KalUTIO. XapaKTEPHUM €
Te, 110 Kallelb HENPOAYKTUBHUM, TPUBAIMN 1 3HUKAE TMicis NpunuHeHHs Tepamii. [lpu
nudepeHIianbHIi TIarHOCTHI KalUTIO CIIi 1MaM’ ATaTH MPU MOXJIMBICTh BUHMKHEHHS KalllTo
BHACIIIZIOK 3acTocyBaHHA iHT10iTOpiB AIID.

JlonomiosxcHi peuosunu.

Leit nikapcbkuii 3aci6 MicTUTH MeHIIe 1 MMOJIb (23 Mr)/m103y HaTpit0, TOOTO MPAKTUYHO BITBHUMA
B1J1 HATPIIO.

3acmocysanns y nepioo sazimuocmi abo 200V8aHHs 2pyoor0.

Bazimuicmo

[Ipenapar mpoTUIIOKa3aHO 3aCTOCOBYBAaTH BariTHUM a0o0 JKIHKaM, sKi IUIAaHYIOTh 3aBariTHITH.
SIK110 BariTHICTH BCTAHOBJICHA IiJ] Yac Teparii, MpUiioM Mpenapary CiiJ HeraifHO NMPUIHHUTY 1,
SKII0 HEOOX1HO, 3aMIHUTH 1HITUM JIIKAPCHKUM 3aCO00M, I03BOJICHUM JI0 3aCTOCYBAaHHS BariTHUM
(muB. po3nin «[IpoTunokazanHs»).

Ilepioo 200yearnHs 2pydor

UYepes Opak iHopMmarlii 11010 3aCTOCYBaHHS paMilpyIIy ITiJ1 4ac TOyBaHHS TPYAII0 (IUB. pO3ia
«®DapMaKoJIOTI4HI BJIACTHBOCTI») HE PEKOMEHAYEThCSA MPU3HAYATH IIeH Ipemnapar XiHKaMm, sKi
royIoTh Ipyaaio. baxkaHo HajlaBaTu mepeBary 1HIIUM JIIKApCHKUM 3ac00aM, 3aCTOCYBaHHS SKHX
i yac JakTamii € 611b11 6e31eYHUM, 0COOIMBO TP IPYAHOMY BUT'OJJOBYBaHHI HOBOHAPOIKEHUX
a00 HEeJIOHOIIEHUX HEMOBJIAT.

30amuicmv enausamu Ha WEUOKICMb pearkyii npu Kepy8aHHi asmompaHcnopmom abo iHumumu
Mexanizmamu.

Hesxi moOiuHi edexTn (HampuKIag, CHUMIITOMU 3HIDKEHHS apTepialibHOTO THCKY, TakKi SK
3araMOpOYCHHS) MOXYTh MOPYIITYBAaTH 3JaTHICTh MAlli€EHTa 10 KOHLIEHTPAIil yBark i 3HWKYBaTH
MIBUIKICTh MOTO peakilii, 0 € PU3UKOBAHUM Yy CHUTYaIlIsX, KOJH Il SIKOCTI MalOTh OCOOJHBO
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BEJIMKE 3HAYEHHS (HAmNpUKIald, NpU KEpyBaHHI TPaHCIOPTHUMH 3acobamMu abo IHIIUMH
MeXaHI3MaMHu).

Ile, 3a3BuYaii, MOXJIMBE Ha TOYATKy JIKyBaHHS a00 MpH Mepexoli BiJg Tepamii 1HIIUMH
npenaparaMu Ha JiKyBaHHS paminpuiioMm. [licis mpuitomy meprnoi 103U abo MOAAIBIIOTO
HiABUIIEHHA 03U HEe 0a)XaHO KepyBaTH TPAaHCIOPTHUM 3aco0oM a0 MpalfoBaTH 3 IHIIMMHU
MeXaHi13MaMH MPOTSITrOM KiJTbKOX TOMH.

Cnoci6 3acmocyeannsa ma 0o3u.

[Ipenapat 3aCTOCOBYIOTH IEPOPAIBHO.

Paminpun pekoMeHIyeTbCs NMPUMMAaTH IIOMHS B OJMH 1 ToM camuii yac. Ilpemapar moxHa
MpUHMaTH HE3aJICKHO BiJ BYKMBAHHS 1K1, OCKIJIbKY BXKMBAaHHS 1K1 HE BIUTMBA€E HA 01010CTyITHICTh
npenapary (quB. po3ail «DapMakoJIOTiYHI BIACTHBOCTI»). TabneTku mo 5 Mr mpu3HAYeHI s
PO3MOIiTy HABIILJ JUIsl OTPUMAHHS 103K 2,5 MT. X He MO)KHA PO3:KOBYBaTH 200 mozpiOHIOBaTH. Y
BUIAJKY MPU3HAYCHHS M03U 1,25 MT CITiJ 3aCTOCOBYBATH MpEmapaTH paMilpuily 3 MOKIUBICTIO
TaKOr'o J103yBaHHS.

Lopocni

[MarieHTH, SKi 3aCTOCOBYIOTH JIIYPETUKH

Ha mouarky JlikyBaHHS IpernapaToM MO>KE€ BUHHKATH apTepiajibHa TioTeH3is, pO3BUTOK SKOI €
O1TBII IMOBIPHUM Y TIAIIEHTIB, SKI OJHOYACHO OTPUMYIOTH JIYPETHKH. Y TMOIIOHUX BHUITaJIKaX
PEKOMEHAYETHCS MPOSBIATH 00EPEXKHICTh, OCKUTBKH Y IIMX MAI[IEHTIB MOXKIIMBE 3HI)KEHHS 00’ €My
IIUPKYITIOI0Y01 KPOBI Ta/ab0 KiJTbKOCTI €JIEKTPOJIITIB.

BaxxaHo MPUMMHUTH 3aCTOCYBaHHA JAlypeTHKa 3a 2-3 qHI 70 MOYaTKy JIKYBaHHS paMilpUiIoM,
SKIIO 1€ MOXJIMBO (IUB. po3ail «OCOONIMBOCTI 3aCTOCYBaHH»). Y TMAIIEHTIB 3 apTepialIbHOIO
rinepTeHsi€ro, IKUM He MOKHA BIIMIHUTH A1yPETHK, JTIKYBaHHS CJIiJl pO3IIOYNHATH 3 1034 1,25 Mr.
[ToTpiOHO peTenpbHO KOHTPOIIOBATH (YHKIID HUPOK Ta PiBeHb Kalliio y Kpomi. Ilomanbiie
JI03YBaHHS paMilpuily Ciiji KOPUTYBaTH 3aJIeKHO BiJl I[IbOBOTO PiBHA apTEpiajbHOIO TUCKY.
ApTepianbHa rinepTeHsis

Jo3y cnin miadupartu iHAUBIAyaIbHO, 3AJIEKHO BiJl OCOOIMBOCTEH CTaHy Malli€HTa (IUB. PO3ALI
«Oco0aMBOCTI 3aCTOCYBaHHSI») Ta PE3YJIbTATiB KOHTPOJILHUX BUMIPIOBAHb apTEPIaIbHOTO THUCKY.
Paminpun Mo)kHa 3aCTOCOBYBAaTH SIK MOHOTepamiio abo y KOMOiHaLii 3 aHTUTiNepTEH3UBHUMHU
JTIKapChbKUMU 3ac00aMu 1HIUX KiaciB (auB. po3aium «DapmakoanHaMikay, «[IpoTumnokasaHHsy,
«B3aeMonist 3 IHIIMMH JiKapChKUMU 3aco0aMy Ta IHIIN BUAM B3aeMomi» Ta «OcoOmmMBOCTI
3aCTOCYBaHHS).

Ilouamxosa 003a

JlixyBaHHSl TpemapaToM CIiJ PO3MOYMHATH IOCTYNOBO, MOYMHAIOYM 3 PEKOMEHJI0BaHOL
MOYaTKOBOI 1031 2,5 Mr Ha 100y .

V marmieHTiB 31 3Ha4HOO akTuBalicro PAAC micist mpuifoMy TTOYaTKOBOI 103U MOXKE BUHUKATH
3HaYHE 3HW)KEHHS apTepiajbHOrO TUCKY. [l TaKuX Malie€HTiB peKOMEHI0BaHa MOYaTKOBa J103a
CTaHOBUTH 1,25 Mmr, a iX JTIKyBaHHs MOTPIOHO PO3MOYMHATH 111 MEAUIHUM HATJISIIOM (JTUB. PO3ILIT
«Oco0IMBOCTI 3aCTOCYBaHHS).

Tumpyeanus 003u ma niompumyroya 003a

Jlo3y MOXHa IMOJBOIOBAaTH KOXHI 2-4 THXKHI /10 JIOCATHEHHS LIJIbOBOTO PIBHS apTepialbHOTO
THUCKY; MaKCUMaJIbHa J103a paMinpuily cTaHoBUTH 10 Mr Ha 700y. 3a3BU4aii mpenapar npuiiMaroTh
1 pa3 Ha 100y.

[podinakTrka ceprieBo-CyIMHHUX 3aXBOPIOBAaHb

Ilouamxkosa 0o3a

PexoMeHoBaHa MovaTkoBa J03a Mpenapary cTaHoBUTh 2,5 Mr 1 pa3 Ha 100y.

Tumpyeanus 003u ma niompumyroya 003a

3aexHO BiJl 1HAMBITyaJbHOI MEPEHOCUMOCTI IpenapaTy 103y CIiJ MOCTYMOBO 301TbIIyBaTH.
PexomenayeTbes moaBoiTh 103y Yepe3 1-2 THKHI JiKyBaHHS, a TIOTIM 4epe3 2-3 THKHI 301TbIIUTH
il 1o nimboBoi migTpUMyro4oi go3u 10 Mr 1 pa3 Ha 700y.

JlikyBaHHS 3aXBOPIOBAHHS HUPOK

Hayienmu 3 yykposum diabemom ma MikpoaibOYMiHYpieio
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Ilouamxkosa 0o3a

PexomenoBaHa moyaTkoBa J03a mpenapary cTaHoBUTh 1,25 mr 1 pa3 Ha 100y.

Tumpysannsa 0o3u ma niompumyroua 003a

3ajie)KHO BiA 1HAMBIAYaTbHOI MEPEHOCHMOCTI Tpemnapary Mpu IMOJANbIIOMY JIKYBaHHI J03Yy

MOKHa 30UTbITyBaTH. Uepe3 2 THKHI JIIKYBaHHS OJHOPA30BY M00OBY I03Y PEKOMEHIYETHCS

MOABOITH 10 2,5 MT, a TIOTIM JI0 5 MT IIe Yepe3 2 THIXKHI JIKyBaHHS.

THayienmu 3 yykposum diabemom ma woHauMeHue 0OHUM PaKMOPOM cepye8o-cVOUHHO20 PUSUKY

Ilouamxoea 0o3a

PexoMeHoBaHa MmovaTkoBa J03a Mpenapary cTaHoBUTh 2,5 Mr 1 pa3 Ha 100y.

Tumpyeanus 003u ma niompumyroya 003a

3ajexHO BiJ IHIUBIAYaIbHOT IEPEHOCUMOCTI IpenapaTy MpH NOJANBIIOMY JIKyBaHHI 103y CIij

30uTbmuTH. Yepes 1-2 TrkHI JiKyBaHHS T0OOBY /103y PEKOMEHIYETHCS MOJIBOITH JI0 5 MT, a MOTIM

1o 10 mr me uepes 2-3 TrxHi JikyBaHHA. LlineoBa 1060Ba 103a ctaHOBUTH 10 Mr.

llayienmu 3 nediabemuunor Hedhponamiero, npo AKY C8i0UUMb HASABHICIbL MAKPONPOMeinypii

> 3 2 Ha 006y

Ilouamxosea 0o3a

PexomenioBana moyaTkoBa J103a rnpemnapary craHoButh 1,25 mr 1 pa3 Ha 100y .

Tumpyeanus 003u ma niompumyroya 003a

3ajexHO BiJl IHAUBIAYaIbHOT IEPEHOCUMOCTI IIpenapaTy MpH NOJANBIIOMY JIKyBaHHI 103y CIij

30uTbmUTH. Yepe3 2 TrKHI JIIKyBaHHS OJTHOPA30BY JOOOBY /103y PEKOMEHIYETHCS MOIBOITH 10

2,5 Mr, a MOTIM J10 5 MT 11ie yepe3 2 THXKHI JIKyBaHHS.

CepiieBa HEJIOCTATHICT 13 KJIIHIYHUMU POSIBAMU

Ilouamxkosa 0o3a

Jns marieHTiB, CTaH SKHX CTaOUTI3yBaBCs MICHs JIIKYBaHHS J1ypeTHKaMH, PEKOMEHJIOBaHA

MOYaTKOBA /1033 CTAaHOBUTH 1,25 Mr Ha 100y .

Tumpyeanus 003u ma niompumyroya 003a

Jlo3y paMmimpuiay THTPYIOTh MUISXOM i1 MOABOEHHS 4Yepe3 KOXHiI 1-2 THKHI A0 JOCATHEHHS

MaKCUMabHOI 1000B01 1031 10 Mr. baykaHo po3MOaIIUTH 103y Ha 2 MPUHOMHU.

Bropunna mpodinakThka micasl MEePeHECeHOTro TOCTPOro iHGapKTy MioKapia Mpu HasBHOCTI

CEpILIeBOi HEJIOCTATHOCTI

Ilouamxkosa 0o3a

Yepes 48 roauH micis BUHUKHEHHS 1H(APKTY MioKapjaa Mali€eHTaM, CTaH SIKUX € KIIHIYHO Ta

reMOIMHAMIYHO CTaOlIbHUM, CIIiI IPU3HAYATH MTOYATKOBY 103y 2,5 Mr 2 pa3u Ha 100y BIPOJOBK

3 nmHiB. SIKIIO MOYaTKOBA 71032 2,5 MT IEPEHOCHUTHCSI TIOTAHO, TOJI 3aCTOCOBYBAaTH 103y 1,25 Mr 2

pasu Ha 100y BIOPOAOBXK 2 THIB 3 MOAAIBIIAM MiABUIICHHSM 10 2,5 MT Ta 5 Mr 2 pa3u Ha 100y.

Skmo 103y He MOKHA MIABUIIUTH 10 2,5 MT 2 pa3u Ha 100y, JIKYBaHHS CJIiJl BIAMIHUTH.

Tumpysannsa 0o3u ma niompumyroua 003a

VY nopanemomy 10060BY 103y HEOOXITHO MiABUIIYBATH MUISXOM ii TOABOEHHS 3 iIHTEpBATIOM y 1-3

JTH1 JI0 TOCSTHEHHS LIJTbOBOI MIATPUMYIOYOi J03H 5 MT 2 pa3u Ha 100y .

Komu 11e MoknBo, miATpuMyody 1000BY 103y PO3MOIUIATH Ha 2 PUHOMHU.

SIK110 103y HE MOYKHA MIABUILUTH 70 2,5 M 2 pa3u Ha 100y, JIIKyBaHHs CiiJ BiaMiHUTH. JlocBiny

JIKyBaHHS TMAIIEHTIB 13 TSHKKOIO ceprieBoto HenoctatHicTio (IV ®K 3a knacudikariero Hero-

Mopkcebkoi kapmiomoriunoi acomiamii (NYHA)) ompasy micas imHbapkTy Miokapma Bce mie

HEIOCTAaTHBO. SIKIIO BCE K TaKW MPUHHATO PillIeHHS PO JIIKYBaHHS TaKMX MAI[IEHTIB paMilpHIIOM,

PEKOMEHIYEThCS PO3MOYMHATH Teparnito 3 1o3u 1,25 mr 1 pa3 Ha 100y 1 Oyap-ske ii 301IbIICHHS

MPOBOJNTH 3 HaJ3BHUANHOIO 00CPEKHICTIO.

Oco0nuBi KaTeropii naiieHTiB

Tayicumu i3 nopyweHuamu QyHKyii Hupox

Jlo6oBa ;1o3a 115 TAI€HTIB 13 MOPYIICHHSIMH (DYHKIIT HUPOK 3aJIeKUTh BiJl MOKa3HUKA KIIPEHCY

KpeaTuHiHy (IuB. po3aia «DapMaKkoIoriuHi BIaCTUBOCTI»):

— SKIIO KJIIPEHC KpeaTHHIHy CTaHOBUTH =60 MJI/XB, HEOOXiTHOCTI y KOPEKIIil MOYaTKOBOI 103U
(2,5 mr Ha 100y) HEMae, a MaKCUMaibHa 1000Ba 1032 CTAaHOBUTH 10 Mr;
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— SIKIIO KJTIPEHC KpeaTuHIHy CTaHOBUTH 30-60 MI/XB, HEOOXITHOCTI Y KOPEKIIil TOYaTKOBOT 103U
(2,5 Mr Ha 100y) HEMa€E, a MaKCUMalbHa T00O0OBA 1032 CTAHOBHUTH 5 MT;

— SKIIO KJIIPeHC KpeaTuHiHy cTaHoBUTH 10-30 mi/XB, moyaTkoBa J03a CTaHOBUTH 1,25 Mr Ha
100y, a MakcuMaibHa 7000Ba 7103a — 5 MT;

— TAIIEHTH 3 apTePiaJIbHOIO TIMEPTEH31€I0, SIKI TepeOyBarOTh HA TeMOiaii3i: Mpyu reMoiaisi
paminpuil BUBOAWTHCS HE3HAUHOIO MIipOI0; IOYaTKOBAa 1032 CTaHOBUTH 1,25 w™r, a
MakcuMaibHa 1000Ba /1032 — 5 MTI; mpemnapar CJijJ NMPpUAMATH 4Yepe3 KibKa TOAWH MICIs
MIPOBEJICHHS CEaHCY TeMOIializy.

Tayienmu i3 nopywennsamu ¢yuxyii nevinku (quB. po3aina «DapMakoIOTiuHI BIACTUBOCTI).

JIikyBaHHSI paMIilPUIIOM TALi€HTIB 13 MOPYIIEHHAMH (DYHKIT MEYiHKK CIiJ PO3NOYMHATH Mij

peTeNbHUM MEIWYHHM HarjisioM, a MaKcUMallbHa J1000Ba [103a y TaKWX BHUIIAaJKax MOBHHHA

CTaHOBHTH 2,5 MT.

llayienmu nimnvo20 8iKy

[TouarkoBa 103a MOBUHHA Oy TH HUKYOIO, & MOAAIBIIE TUTPYBAHHS TO3U CIiJ1 3IHCHIOBATH OLTBIII

MOCTYIIOBO 3 OTJISIAY Ha BHUINY IMOBIPHICTh BUHUKHEHHS HeOakaHMX €eKTiB, 0COOINBO y AykKe

CTapuX Ta HEMIYHHMX MALI€HTIB. Y TaKUX BUMAJKaxX CIiJ MPU3HAUYATH HUXKUY MOYATKOBY J03Y —

1,25 mr paminpuy.

Takosx THUBIThCS HABEICHY BHIIE IH()OPMAILIIF0 CTOCOBHO J03YBaHHS Mpenapary JJis Mali€HTiB, sKi

OTPUMYIOTh IIYPETHUKH.

Himu.
Paminpuin He peKOMEHAYETbCS 3aCTOCOBYBATH JITAM BIKOM 110 18 pOKiB, OCKUIBKU JaHUX 100
e(heKTUBHOCTI Ta OE3IMEKH 3aCTOCYBAHHS I[LOTO MPEMapary i TaKUX MaIlIEHTIB HEAOCTATHHO.

Ilepeoo3ysanns.

CumnTomu mnepeno3yBanHsi iHTiOiTOpamMu AlID MOXyTh BKIIOYATH HAAMIpHY nepuQepuuHy
Ba30IMJIATAIlIIO (3 BUPAKEHOIO apTepiabHOIO TIMOTEH31EI0, MOKOM), OpauKap/Iiio, MOPYIIEeHHS
€JIEKTPOJITHOTO OajaHCy, HUPKOBY He1oCTaTHICTh. CTaH MalrieHTa Ciijl peTeIbHO KOHTPOJIIOBATH.
[Tpyu3Hayaty CUMNTOMATUYHE Ta NIATPUMYIOYE JIKYBaHHA. 3alPOINOHOBAHI 3aX0AM BKIIIOYAIOTh
NEPBUHHY JETOKCHKAII0 (IPOMHUBAHHA UUTyHKA, MPU3HAYEHHS COPOEHTIB) 1 3aco0um s
BIJIHOBJICHHSI TE€MOJIMHAMIYHOI CTaOUIBPHOCTI, BKJIIOYAIOYHM TPU3HAYCHHS O-aJpESHEPTIYHUX
aronictiB abo anriorensuny Il (anrioreHsmHaminy). Paminpunar, axkTUBHUII MeTabONIT
paMinpuiy, MoraHo BUBOJUTHCS 13 CHCTEMHOT'O KPOBOTOKY IIIJITXOM TeMOJIiali3y.

Iloo6iuni peakuii.

[Ipodins Oesnexku paminprmily MICTUTH JaHi MPO MOCTIHHUM Kallledb Ta peakilii, CpHYuHEeHI
apTepiaibHOIO TIMOTeH31€10. JI0 Cepio3HMX MOOIYHMX peakiliii Halle)KaTh aHTIOHEBPOTUYHUUN
HaOpsIK, rinepkagieMis, HOpyueHHs (QYHKIII MeYiHKH a00 HUPOK, MaHKPEaTUuT, TSHKKI peakuii 3
OOKy IIKipH Ta HEUTPOTICHIs1/arpaHyJIOIHUTO3.

[ToOGiuHi peakiii K1acupiKylOThCs 3a YaCTOTOI0 BUHMKHEHHS TAKUM YMHOM: JIy’ke dacTo (>1/10),
gacto (>1/100 1 <1/10), mewacro (>1/1000 i <1/100), piako (>1/10000 1 <1/1000), myxe piako
(<1/10000), yacTora HeBioMa (4acTOTAa HE BU3HAYCHA 32 HASSBHUMHU JTAHUMHU).

YV KOXKHIH TpyIIi MOOIYHI SIBUIIA TPEICTABIICHI Y TIOPSAIKY 3MEHIIICHHS CTYTICHS X CepiOo3HOCTI.

3 6oky kposi ma nimgpamuunoi cucmemu:

HEYacTo: €03MHOPLITIS;

PLOKO: 3MEHINEHHS KITBKOCTI JICWKOIMUTIB (BKIIOYAIOUM HEUTPOINEHiII0 a0 arpaHysioluTO3),
3MEHIICHHS KUIBKOCTI EpPUTPOIUTIB, 3HWKEHHS PIBHS TeMOTJIO0IHY, 3MEHIIEHHS KIJTbKOCTI
TPOMOOIINTIB;

YacTOTa HEBIJIOMA: HEJIOCTATHICTh KICTKOBOT'O MO3KY, IMTAHIIMUTOIICHIsI, TEMOJIITHYHA aHEeMisl.

3 6oky imyHnoi cucmemu:

4acToTa HeBiioMa: aHadiIakTUYHI Ta aHapIIaKTOiMHI peakiii, TiJBUINCHHS PIBHSI
AHTUHYKJICAPHUX aHTHUTLI.
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3 6oky enOOKpuHHOI cucmemu.

YacTOTa HEBIJIOMA: CHHAPOM HEHAJIEKHOI CEKpellii aHTHI1YPETUYHOTO TOPMOHY .

Memaboniuni ma animeHmapHi NOpyueHHs:

YacTO: MiABUIIICHHS PIBHS K0 y KPOBI;

HEYACTO: AaHOPEKCisl, 3HMKCHHSI alleTUTY

YacTOTa HEBIJIOMA: 3HWKEHHS PiBHSI HATPIIO Y KPOBI.

Tcuxiuni poznaou:

HEYACTO: 3HWKEHHS HAaCTpPOIO, TPHUBOXKHICTh, HEPBO3HICTh, HECIOKIHA, MOPYIICHHS CHY,
BKJIIOYAI0YH COHJIMBICTD;

PIIKO: CTaH CILTyTaHOI CB1JIOMOCTI;

4acToTa HEBIJIOMA: TIOPYIIIEHHS YBary.

3 b6oky Hepeosoi cucmemu:

4acTo: TOJIOBHUM O1b, 3a11aMOPOYCHHS;

HEYaCTO: BEPTUTO, ITAPECTE31sl, areB3isl, TUCTEB31s;

PLIKO: TpeMop, MOPYIICHHS PIBHOBATH;

4acToTa HEBifoMa: 1repeOpanbHa imemis, y TOMY YHCII IMIEMIYHUNA I1HCYJIBT 1 TPaH3UTOPHA
iIIeMiyHa aTaka, HOPYUICHHS ICUXOMOTOPHUX (DYHKIIIH, BITUyTTS Nedii, mapocmisi.

3 6oky opeanis 30py:

HEYacTo. MOPYIIECHHS 30PY, BKJIIOYAIOYH HEUITKICTh 30pY;

PLIKO: KOH IOHKTHBIT.

3 boxy opeanis cnyxy ma 1adipunmy:

PIIKO: MOPYIIEHHS CIyXY, ITyM/J3BIH Y ByXaX.

3 boxy cepyeso-cyounHoi cucmemu:

HEYaCTO: 1meMisl MioKapjaa, BKJIIOYAIOYM CTEHOKapAilo abo 1H(apKT MioKapia; TaxXiKapmisd,
apuTMis, BITIYTTS MOCUIICHOTO CepLEOUTTS, IepudeprudHi HaOPsIKH;

Cyounni nopywienns:

4acTo: apTepiajibHa riMoTeH31s, OPTOCTaTHUHE 3HIKEHHS apTepiaibHOTO THCKY, CUHKOIIE;
HEYACTO: MOYEPBOHIHHS, BITIYTTS NMPHUILIUBIB,;

PLAKO: CTEHO3 CYHH, Tironepdy3is, BaCKyJIiT;

4acTOTa HEeBioMa: CHHAPOM PeliHo.

3 6oxy ouxanvHoi cucmemu:

4acTO: HEMPOAYKTUBHHUM MOPA3HIOBATBHHUIN Kallleb, OPOHXIT, CHHYCHUT, IUCITHOE (3aTUIITKA);
HeyacTo: OpOHXOCHasM, y TOMY YMCIIi 3arOCTPEHHs OpOHXialbHOT aCTMH, 3aKJIaICHICTh HOCA.

3 60Ky WIYHKOBO-KUUKOBO20 MPAKMY:

4acTo: 3alajbHi SBUILA y HUTYHKOBO-KMIIKOBOMY TPaKTi, PO3JIaJW TPaBJICHHS, AUCKOMQOPT y
YKUBOTI, JUCTENCIs, Alapesi, HyJ0Ta, OJFOBaHHS;

HEYACcTO: MAHKpeaTuT (y MOOJUHOKHMX BHITAJKaX MOBIIOMIISIIOCS MPO JIETAbHI HACTIAKU TPU
3actocyBaHHl 1HTiIOITOpiB AllD), miaBumieHHs piBHS (GEpPMEHTIB MIANLTYHKOBOI 3aJI03H,
AQHT1OHEBPOTUYHUN HAOPAK TOHKOTO KUIIEYHUKY, OUIb y BEpXHiM YacTHHI KUBOTA, BKJIIOYAIOUU
TacTpPHT, 3a10p, CYyXICTh Y POTI;

PLIKO: TTIOCHUT;

4acTOTa HEeBiOMa: aTO3HUN CTOMATHT.

T'enamobiniapui nopywenms:

HEYacTo: MiIBULICHHS PiBHS MEYIHKOBUX €H3UMIB 1/a00 KOH toraTiB Ou1ipy0Oiny;

PLIKO: XOJIeCTaTUYHA KOBTSHHULA, YIIKOIKEHHS IEYIHKOBUX KIIITHH;

4acTOoTa HeBiJIOMa: TOCTpPA MEUiHKOBA HEIOCTATHICTh, XOJIECTATHYHUHN a00 IIUTONITHYHUHN TeIaTHT
(Y my>ke BUHSATKOBHUX BUITQJIKaX — 3 JICTAIbHUM HACIIiJIKOM).

3 6oxy wKipu ma niOWKIPHUX MKAHUH:

4acTo: BUCUIIAHHS, 30KpEMa MaKyJIONanyJJIb03Hi;

HEYacTO: aHT10HEBPOTHYHHUH HAOPSK, Y y’Ke BUHATKOBHX BUIIAJKaX — MOPYLICHHS MPOXiAHOCTI
TUXAIBHUX MUISIXIB BHACIIIOK AHTIOHEBPOTHYHOTO HAOPSAKY, IO MOXE MaTH JICTAIbHHUI
HACII0K; CBEpOIXK, TiNepriapo3; piako: ekchoniaTHBHUNA AepMaTUT, KPOIIUB STHKA, OHIXO0JIi3;
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Ty’Ke PLAKO: peakiis (GOTOUyTIUBOCTI;

4acTOTAa HEBIJIOMa: TOKCHYHHMM emijepMaibHuil Hekpoumi3, cuHapoMm CriBeHca-/[>kKoHCOHA,
MyJIbTH(GOPMHA epuTeMa, reMdiryc, 3arocTpeHHs nepediry ncopia3y, ICOpiaTUYHUN 1€PMATHT,
neM@iroigHa abo JiXeHoiIHa eKk3aHTeMa a00 eHaHTeMa, aJloTeITisl.

3 60Ky onopHo-pyx08020 anapamy:

YacTo: M I30Bi CITa3Mu, Miajris;

HEYacTo apTparis.

3 60Ky HUpoK ma ce4uo8UOIILHOI cucmemu:

HEYacTo: MOpYIIeHH (PYyHKIIT HUPOK, BKIIOYAIOYH TOCTPY HUPKOBY HEOCTATHICTh; 301IbIICHHS
KUIBKOCT1 Cedi, MoripimeHHs nepediry ¢hoHOBOI MpOTEiHypii, MiABUIIEHHS PIBHSI CEUYOBHHU Ta
KpeaTuHiHy y KpPOBI.

3 60Ky penpodyKkmusHoi hyHKYIi ma MOIOUHUX 3AT03:

HEYacTO: TPAaH3UTOPHA €PEKTUIIbHA IMIIOTEHIIIsI, 3HUKEHHS J1101710;

4acTOoTa HEBLIOMA: TIHEKOMACTIS.

3aeanvui posnaou:

4acTo. 01k y TPYIsX, MABUIIICHA BTOMJIFOBAHICTh;

HEYacTo: MipeKcis;

PLIKO: acTeHis.

Ilediampuuna nonynayis

besneka 3acTocyBaHHs paMinpuiTy BUBYAJIACS 3a y4acTio 325 miTei Ta miTiTKiB BikoM 2—16 pokiB
y Tpoueci 2 KIHIYHUX JOCIIPKEHb. 3TiTHO 3 pe3yibTaTaMH, XapakTep Ta CTYIIHb TSDKKOCTI
HeOaKaHUX peakiii y miTed Oyiau MOMIOHMMHU 10 THUX, SKI CIOCTEPITAlOTHCS Y JTOPOCTUX, aye
YacTOTa BAHUKHEHHS JEIKUX PEeaKiliil y aiTel Oyna BUILOO, HIXK y JOPOCIIUX, a caMe: TaXiKapis,
3aKJIQJICHICTh HOCA Ta PHUHIT: YacTO — Y MEMIaTpUYHIN MOMyJSIIii Ta HEYacTo — y JOPOCIHX
MAIiEHTIB.

KOH’IOHKTHUBIT: 4acTo — y HeAlaTpUyIHINA MOMYJISIII Ta PiIKO — Y JOPOCIIMX MaIlI€HTIB.

Tpemop 1 KponuB’sTHKA: HEYACTO — Y MeIiaTpUUHIA NOMyJIALil Ta PIIKO — Y JOPOCIUX MAIiEHTIB.
3aranpHuii podias O€3MeKH paMINpUiTy y JITEH 1 JOPOCTUX 3HAYYIIO HE BIAPI3HIETHCS.
[oBinoMIeHHS PO MiI03PIOBaHI MOOIYHI peakIrii.

[ToBimomMyieHHST PO MiAO3PIOBaHI MOOIYHI peakIlii MICas peecTparlii JIKapchKoro 3acoly €
BOXJIMBOIO mpoueayporo. lle mae 3Mory mnpoJoBKyBaTH KOHTPOJIOBATH CIIiBBiIHOIICHHS
KOPHUCTBH/PU3HUK TIPH 3aCTOCYBaHHI IIBOTO JIKAPCHKOTO 3ac00y. MenuuHi mpariBHUKU MOBWHHI
MOBIIOMJISITH TIPO BCi migo3proBani mooiuni peakiii y JI1 «/lepxaBuuii ekcneptauii ieHTp MO3
Vkpaian» Ta  3a9BHUKY  uepe3  ¢GopMy  3BOPOTHOrO  3B’S3Ky Ha  BeOcaifri:
https://kusum.ua/pharmacovigilance/.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranns.
30epiraTy B OpUTiHAIBHINA YIAKOBII MpU TeMIiepaTypi He Buiie 25 °C.

30epiratu y HEIOCTYITHOMY JJIs 1iTE€H MicLi.

YnakoBka.
ITo 14 Tabnerok y 6mictepi. [To 2 a6o 6 GiicTepiB y KapTOHHIHN YITaKOBIII.

Kareropis Bigmycky.
3a peuenrtom.

BupooOnuk.
TOB «kKYCYM ®APM».
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https://kusum.ua/pharmacovigilance/

Micne3HaxonxeHHsI BHPOOHUKA TAa ajgpeca Miclsi IPOBAKeHHsI HOro AislJIbHOCTI.

40020, Ykpaina, Cymcrka oonactb, M. Cymu, Bys. Ckpsbina, 54.
abo

Bupoonuk.
TOB «['JIEAOAPM JIT».

Micne3HaxonxeHHsI BHPOOHHKA TAa agpeca Miclsi NPOBAZKeHHsI HOro AislJIbHOCTI.

40020, Ykpaina, Cymcoka o6nacts, M. Cymu, By:1. [laBunoBcekoro I'puropis, 54.

Jara ocranuboro neperasay. 03.06.2025
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