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1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

HeObusosoi, 5 Mr, TabJIETKH.

2. KAUECTBEHHBIA U KOJJUYECTBEHHBIV COCTAB
JeiicTByroliiee BelecTBO: HEOUBOJIOI.
Kaxnas Tabnerka comepxut 5,00 Mmr HeOnBoII0/1a (B BUI€ HAa HEOMBOJIOIA THAPOXIOPHIA).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Tabnerku KpyriaoH, ABOSKOBBITYKION (opMbl OT 6€70ro 10 OeNoro ¢ eJITOBATHIM OTTEHKOM
IIBETa, C KPECTOOOPA3HOM pUCKON HAa OJHON CTOPOHE.

Jlunus paznoma (pucka) He MpeTHa3HAYEHA JIIsl pa3IaMbIBaHUs TaOIETKH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHus K NPMMEHEHUI0
Heb6uBoson noka3zaH K IPUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe oT 18 ser:
— AprepuanbHas TUIIEPTEH3US;
— CralunbHas XpoHHMYECKas cepjieyHas HeIOCTaTOYHOCTh JIETKOM M CpeaHed cTeneHu
TSOKECTH (B cOCTaBEe KOMOMHUPOBAHHOM Teparun) y maueHToB crapie 70 jer.
4.2. PexxuM 103MPOBAHUSA H CTIOCOO MPUMEHEHH

PexxuM 103upOBaHus

Apmepuanvnas cunepmen3usi

Cpenusst cyTodHasi j03a JJis JIEYCHHUS apTepUaTbHON THIEPTEH3UU COCTaBisieT S mr 1 pa3 B
cytku (1 Tabnerka). AHTUTHIIEPTEH3UBHBIN 3 deKT pa3BuBaercs uepe3 1—2 Henenu, B psje
ClIy4aeB ONTHUMAalbHBIN 3¢ dexkT mocturaercss numb cnycts 4 Henenu. HeOuWBOmOn MOXHO
NPUMEHSTh KaKk B MOHOTEpanmud, Tak W B KOMOWHAIMU C JPYTMMH THIOTEH3UBHBIMU
cpeactBamMu. Jlo cux mop JOMONHUTEIbHBIA aHTUTUIIEPTEH3UBHBIN 3 deKT HabmoaICs TOIBKO
MpU KOMOMHAIMK HeOuBoJIona 5 Mr ¢ 12,5-25 Mr ruipoxaopoTHasua.

Xponuueckas cepoeunas HedoCmamoyHoCmy

JleueHue cTaOMIIBHON XpOHUYECKOH cepreunoi HeaocTarouHoctd (XCH) momKHO HAUMHATHCS C
MOCTENIEHHOW THUTPAIMK 1036l HEOWBOJIOJA 1O JOCTHKEHHUS WHIWBHUIYaIbHOW ONTHUMAIbHOW

nojepKuBaromie 10361, Y manueHToB ¢ XCH B Hauane yedeHuss HEOMBOJIOJIOM HE JIOJKHO
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JIOJKEH UMETh JIOCTAaTOYHBIHN OMBIT JieueHus nanueHTos ¢ XCH.

Y nanueHToB, MNONyYarolMX TEpPAlUI0 CEpAEYHO-COCYIUCTBIMU IIpernapaTamMH, BKIIIOYas
TUYPETUKU, W/WIA JUTOKCHUH, W/WIM WHTUOUTOPHl aHTMOTEH3MHIIpEBpallaoero ¢epMenrta
(ATI®), w/mau aHTArOHMCTHI PELENTOPOB aHrHoTeH3uHa |, onmTHUManbHbBIE 03Bl JAHHBIX
JICKapCTBEHHBIX MPENapaToB JOHKHBI OBITH MOJ00paHbI B TeUCHUE 2 HENleh 0 HaJalla Teparuu
HEOMBOJIOJIOM.

B nauane nedeHus mnonbop 1103kl HEOHBOJIONA HEOOXOAWMO OCYIIECTBISTH MEIJIEHHO, C
UHTEpBAJIOM OT 1 40 2 Hedenb MEXIy KaXIbIM IOCIEIYIOIIUM YBEIMYEHUEM J103bl B
3aBHCUMOCTH OT TEPEHOCHMOCTH TAalMEHTOM Kakaoh 103bl. Ilogbop 1103bI HEOOXOIUMO
OCYIIECTBIISAThH TIO CIEAYIOIICH cXxeMe: J03a, cocTapisitomas 1,25 mr nebusomnona (¥4 TabneTkn)
1 pa3 B cyTkH, MOXKeT ObITh yBenu4eHa 10 2,5—5 mr Hebusomona (2 Tabnerku unn 1 tabnerka)
OJIMH pa3 B CYTKH, a 3aTeM — 10 10 mr HeObuBomnona (2 Tabnetku) 1 pa3 B CyTKH.

MaxkcumanbHast cyTodHas 103a coctasisier 10 mMr HeOuBoona.

B Hauane nedeHus M OpU KaxaAOM IOCIEAYIOIIEM YBEJIMYEHHUU J103bl MALUMEHTY CIEAYyeT He
MeHee 2 4acoB HaXOJIUTHCS IMOJA HAOIIOJeHHEM Bpauya, YTOObl YOEIUTHCS, YTO KIMHHYECKOE
COCTOSIHHE OCTAaeTCsl CTabuIbHBIM (0COOEHHO apTepuanbHoe naieHue (AJl), yactora cepaeyHo-
cocymuctbix cokpaieHuit (YCC), OTCyTCTBYIOT HapyIlICHHsS HTPOBOJUMOCTH W CHMIITOMBI
nexomrencanuu XCH).

W3-3a BO3HMKHOBEHHS MOOOYHBIX OS(PEeKTOB He BceM NaIlMEHTaM YAaeTcs JOCTUYb
MaKCHMalbHOUW PEKOMEHIOBAaHHOW 03Bl HeOMBoMoMNa. [Ipu HE0OX0UMOCTH yKe JOCTUTHYTYIO
7103y MO’KHO CTYIIEHYAaTO CHU3HUTH U, IO BO3MOXHOCTH, BHOBb K HEl BEPHYThCSI.

B mepuon TuTpoBaHHWS 1031 HEOMBOJIONIA B ciydae yxyamieHus tedeHus XCH wmu npu
HEMEPEHOCHUMOCTH Tpernapara peKOMEHAYeTCsl CHayala CHH3UThH J103y HEOHBOJIONA WIH, MPHU
HEoOXoauMOCTH (MIpH TOSIBJICHUU TSDKEJIOW apTepuanibHOW TUMOTOHUH, MPOTPECCHPOBAHUU
CUMITOMOB CEpJICYHON HEIOCTATOYHOCTU C Pa3BUTHEM OCTPOTO OTEKa JIETKUX, KapAHOI€HHOTO
II0Ka, CUMIITTOMHOM OpajiMKapIuy WK aTPUOBEHTPUKYIISIpHOI (AB) G110Kajib1), HEMEIJICHHO €ro
OTMEHUT.

Jleuenue HeOuBooaoM ctabunsHoi XCH siBisieTcs, Kak MpaBUIIo, IITUTETbHBIM.

He pexomennyercst pe3kas OTMEHa Tepanmuu HEOMBOJIOJIOM, TaK KaK 3TO MOXET MPUBECTU K
YXYALIEHUIO TEUEHUS CeplIedHON HejocTtaTouyHocTU. Eciu oTMeHa mpemnapata HeoOXoauma, TO

A03Yy CICAYCT CHUKATDh IMMO3TAIIHO, YMCHBIIAA €€ B JIBa pa3da C MHTCPBAJIOM B OJIHY HCACIIIO.
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Oco0bnIe I'pynIibl TaMEHTOB

HaL;MeHmbl C NOYEYHOU HedOCMAMOYHOCbIO

Apmepuajsza;l cunepmeH3ul

PexomeH0BaHHAs HavaibHasl J103a y MAIMEHTOB C IMOYEYHOH HEJOCTATOYHOCTHIO COCTABIISCT
2,5 mr HebuBoiona (%2 Tabnetku) B cyTku. [Ipm HEoOXOOUMOCTH CYTOYHYIO J03Y MOXKHO
yBeNUUUTH 10 5 Mr (1 Tabierka 0AHOKPATHO).

XpoHuueckas cepdelmaﬂ He0OCmMamo4HOCHb

CrienanbHOW KOPPEKIMH JI03bl Y MAIMEHTOB C TOYEYHOW HEAOCTATOYHOCTHIO JIETKOH U
YMEPCHHON  CTelmeHH  TsHKeCTH  (CKOpOoCTh  KiayOoukoBoit  ¢unbrpanuun  (CK®D)
89-30 mn/mun/1,73M? nuomanu IOBEPXHOCTH Tela) He TpeOyeTcs, Tak Kak THTPALMS N0
MaKCHUMaJIbHOH TEPEHOCHMOM 03Bl OCYLIECTBISIETCS HHIUBUAyalbHO. OmbITa NPUMEHEHUS
npenapara y TMalUeHTOB C IOYEYHOH HEJAOCTATOYHOCTHIO TSDKEIOH CTENEeHU TSHKECTH
(CK® < 30 wmm/mmn/1,73M? mmomanam TOBEPXHOCTH Tena) HeT. 1109TOMy NpHMeHeHHe
HEOMBOJIOJIA Y 3TUX MAIIEHTOB HE PEKOMEHYETCSl.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

ADmeDMa]leClﬂ cunepmen3us

JlaHHble O NMpUMEHEHMM HEOMBOJOJNA Yy MAIMEHTOB C IEYEHOYHOH HEeIO0CTaTOYHOCTHIO WIIH
HapymieHneM (QYHKIUH Te4YeHH orpaHudeHbl. [losToMy mnpuMeHeHHe HEOHBOJIONA Yy STHX
IIALEHTOB IIPOTHBOIIOKA3aHO.

XDOHM'{€CKCI}Z cepdeqHaﬂ He0oCmamo4YHOCHIb

JlaHHble O MpHUMEHEHMM HEOHMBOJOJNA Yy MAIMEHTOB C IEYEHOYHOH HEeIO0CTaTOYHOCTHIO WU
HapylieHueM (QYHKIUM Te4eHH orpaHuyeHsl. [loaTomy mnpumeHeHue HeOMBONONA y ATHX
MAalEHTOB ITPOTUBOIIOKA3aHO.

Tlayuenmul nodwcunozo 6ospacma

ADmeDMaJZbHCl}Z cunepmen3us

VY nanueHToB crapiie 65 JeT peKoMeH0BaHHas HayallbHasl J103a COCTaBisIeT 2,5 Mr HeOMBOJI0JIa
(Y2 Tabnerku) exemHeBHO. [Ipm HEOOXOAUMOCTH 7032 MOXKET OBITH YBEJIMYEHA N0 S5 Mr
HeOuBosona (1 tabnerka). OHaKO, yUYUTHIBAs HEJJOCTATOUHBIM OMBIT MPUMEHEHHUs HEeOUBOJIOIIA
y THalMeHTOB cTapuie 75 JeT, ciexyeT MPOSABISATh OCTOPOKHOCTh W IMPOBOJIUTH TIIATEIBHOE
o0clief0BaHKE TaAKUX MAllHEHTOB.

Xponuueckas cepdeqHaﬂ He0oCmamo4yHoOCb

CriennanbHOW KOPPEKUMHU J03bl y JaHHOM BO3PAacTHOM KaTeropuun He TpelOyercs, Tak Kak
TUTpaLUs 10 MAKCUMAJIbHON NIEPEHOCUMOM J03bl OCYIECTBIIAECTCA HHIAUBUAYAIBHO.
Jlns obecrieueHusl yKa3aHHOTO BBIIIE PEKKUMa JO3UPOBAaHUS MPU HEOOXOAMMOCTH IMPHUMEHEHUS

HeOuBoJsola B jo3e 1,25 wMr cruegyeT HasHauyaThb Ipernaparbl  HEOMBOJIONIA  JIPYTHX
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«TabNEeTKH 5 MI» C KpecTOOOPa3HOM PUCKOM.

CTHU
bezonacHocTh U 3(pPexkTUBHOCTL MPUMEHEHHs Mpernapara y AeTeid B Bo3pacTe A0 18 ner He
YCTaHOBJIEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

HebOuBonon nmpuHUMAOT BHYTPb, OAWH pPa3 B CYTKH, JKEIATENIbHO B OJHO U TO K€ BpeMs,
HE3aBHCHMO OT BPEMEHHU IpHeMa MUY, 3a1Basi TOCTATOYHBIM KOJMYECTBOM YKHJIKOCTH.
4.3. TIpoTruBONMOKa3aHUS

— I'unep4yBCTBUTENBHOCTh K HEOMBOJIOIY MJIM K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1;

— Ileyenounass nemocrarounocth (kmacc B u C mo kmaccudukammu Yaitng-Ilso) wmm
HapylieHust PyHKIUY IEYEeHH;

— Ocrtpast cepaeyHasl HEIOCTaTOYHOCTh; KApAMOTEHHBIH IIOK; XPOHWUYECKAs CepaedHast
HEIOCTaTOYHOCTh B CTaJMH JIEKOMIICHCAIMH (TpeOyromasi BHYTPUBEHHOTO BBEICHHS
IpenapaToB, 00J1a/1al0IIUX MOJI0KUTEIbHBIM HHOTPOITHBIM JICHCTBUEM);

— Tsaxenas aprepuanbHas runoteH3us (cucronuueckoe A/l menee 90 MM pr. CT.);

— CunapoM c1aboCT CHHYCOBOTO Y3J1a, BKIIIOYasi CHHOAYPUKYJISIPHYIO OJIOKaTy;

—  ATpHUOBEHTpPUKYJIIpHAs (AB) Osokana II u I CTENEHU (0e3
ANEKTPOKAPAUOCTUMYIIATOPA);

—  bpaguxapnus (UYCC menee 60 y1/MUH 0 Havana Tepanumn);

— Heneuennas  Qgeoxpomounuma  (0e3  OJNHOBPEMEHHOIO  NpUMEHEHUs  anb(a-
aZIpeHOOIOKATOPOB);

— MeTaboauuecKkuii auaos;

— bponxocnasm u OpoHxHanIbHAs aCTMa B aHAMHE3E;

—  Tspkenbie HapymeHus TepudepruuecKoro KpoOBOOOPAIICHNUS;

—  OnHoBpeMeHHBIH preM ¢ GaokTadheHuHOM, cyIbTonpuaoM (cM. pasaen 4.5);

— Bo3spact g0 18 ner (3pdexTUBHOCTs M 0€30HacHOCTh B 3TOW BO3pPAcTHOW TrpymIe He
U3y4YeHBl);

— Ilepuon rpyAHOTO BCKapMIIMBaHUSI.

4.4. Oco0Oble ykazaHUsl U Mepbl IPEAOCTOPOKHOCTH NPH MPUMEHEHUHU

C 0CTOPO’KHOCTBLIO

— Iloueunas HemocraTouyHOoCTh TsDKeou crernenn (CK® < 30 mu/mumu/1,73 M2 TUIOmIaM
MOBEPXHOCTH TeNa);

— caxapHblil 1uaber;
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— runepdyHKIUS IATOBUTHON JKeJe3bl;

— ajepruyeckue 3aboeBaHus B aHaMHe3€, IICOpuas;

— XpoHMUecKas 00CTPYKTUBHAs 0OJIE3Hb JIETKHX;

— obnuTepupyromye 3a001eBaHus MEPUPEPUIESCKUX COCYA0B (TIEPEMEXKAIOIAsACT XPOMOTa,
cuHapoMm PeiiHo);

— aTpUOBEHTPUKYJsIpHas Oiokazna | creneny;

— crenokapaus [Ipunumerana;

— BO3pacTt crapue 75 Jer;

— aprepualibHas THIIOTEH3US;

— (peoxpomornuToma (pu OAHOBPEMEHHOM NMPUMEHEHHH alib(a-aipeH0OI0KaTOPOB);

— XHpYpruyeckue BMEUIaTelbCTBA U 00IIast aHEeCTEe3Hs;

— TpOBEJCHHE JEeCCHCUOUIN3UPYIOLIEH Tepanuu;

— 0OepeMeHHOCTb.

Oco0ble yKa3auus

Ilpexpawenue mepanuu unu « CUHOPOM OMMEHbLY

He cnenyet pe3ko mpepbiBaTh JieueHHe HEOMBOJIONIOM Oe3 KpaitHeil HeoOxomammoctu. Crenyer
co0iroaaTh 0COO0YI0 OCTOPOKHOCTD MTPU HEOOXOAMMOCTH MPEKPAIEHUs TePANUU Y MalUEeHTOB C
uiremudeckoit  6onesnpto  cepana  (MBC), T.K. OTMEUYaNoCh YTSDKEIEHHWE TPHUCTYIIOB
CTEHOKapJMH, pa3BUTHE MH(pApKTa MHOKApAA U BO3HHUKHOBEHHUE KEIyIOYKOBBIX APUTMHH Yy
naredToB ¢ MBC npu BHe3amHOM MpekpalleHuu mpuema Oera-aapeHobsokatopoB. Ecnu
IpeKpalleHne JIedYeHuss HeoOXOJUMO, TO /103y HeOMBOJIONAa CJelyeT CHUXAThb IOCTENEHHO B
TedeHue 1-2 Henmenb. B cilydae 3HAYUTENBHOTO YTSKENEHUS CTEHOKapIuU WIM pa3BUTUS
OCTPOT0 KOPOHAPHOTO CUHApPOMA CIIEAYyeT BPEMEHHO BO30OHOBUTH IPUEM HEOUBOJIONIA.
3abonesanus cepoeuno-cocyoucmou cucmembl

Kontpons A/l u UCC B Hayane npueMa mpenapaTa JOJKeH ObITh exxeHeBHbIM. Kak u apyrue
OeTa-aipeHOOIOKAaTOPhl, HEOWBOJIOA MOXXET BBI3BIBATh yJJWHEHWE UWHTepBaia PQ Ha
anextpokapauorpamme (DKI'). Creayer ¢ 0OCTOPOKHOCTHIO IPUMEHSTH HEOUBOJION Y TMAIIUEHTOB
C aTPUOBEHTPHUKYJSAPHOM Onokanoil | crTemeHu, HapylIeHUsIMH OPOBOJUMOCTH Cepala,
CHUHKOIAJIBbHBIMU COCTOSHUSIMM B aHamHe3e. OJHOBpEMEHHOE IpHMEHEHHEe HeOMBOJoja C
JIEKapCTBEHHBIMU TIpETapaTaMu, CIOCOOHBIMH YyIIuHATE wHTepBan PQ nHa OKI, BO3MOXHO
TOJIBKO B TOM CJIy4ae, €clid OKHJaeMasi 1oJib3a JUIsl MalMeHTa IepeBeIIMBAeT BOZMOXKHBIN PUCK
pPa3BUTHUS WIM YTSHKEIEHUS HAPYIIEHUHN IPOBOJAUMOCTH CEpALIA.

Baszocnacmuueckas cmenokapous (cmenoxapous Ilpunymemana)

HecenexktuBHble OeTa-apeHOOIOKATOPEl MOTYT YBEJIWYMBATh YaCTOTY M MPOJOKUTEIHLHOCTH

AQHTMHO3HBIX TPUCTYIIOB y NAIlMEeHTOB C BAa30CMACTUYECKOM CTEHOKapAueW (cTeHokapauei

5
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KopoHapHOH aptepuu. KapamocenekTuBHbIe Oeral-aapeHOOIOKATOPHI MPH Ba30CMACTHYECKOU
CTEHOKapJUH CIeAYyeT IPUMEHATH C OCTOPOKHOCTHIO.

bpaouxapous

bera-anpeHobaokaTopbl MOTYT BbI3bIBaTh Opaaukapauto. [Ipu ypexenun UCC B mokoe mMeHee
50-55 ya/mMuH cnenyeT yMEHBIIHUTh 103y WIH MPEKPATHTh IPHUEM HEOUBOJIOIIA.

3abonesanus nepughepuueckux cocyoos

OcTOopoXHOCTh HEOOXOIMMa NpU MPUMEHEHUH HEOMBOJIONA Y MAIMEHTOB C 3a00JeBaHUSMU
nepudepruyeckux cocyaoB (B TOM uuciae ¢ cuHapomoMm PeiiHo), mockonbky Oera-
aIpeHOOIOKATOPBI MOTYT YCUIIMBATH CUMIITOMBI apTepUAIbHOM HETOCTATOYHOCTH.
Jexomnencuposannas XCH

bera-anpeHo610KkaTopbl HE AOKHBI IPUMEHATHCSA MpH AekomiieHcupoBanHoit XCH mo tex mop,
MOKa COCTOSIHUE TalMeHTa He cTabunusupyercsa. HeOMBOION MOXKHO MPUMEHSThH ISl Tepanuu
crabunpHOo XCH nerkoil u cpenHed CTENEHM TSDKECTH OJHOBPEMEHHO C THA3UIHBIMU
JUypeTUKaMHu, JTUTOKCUHOM, uHrubutopamu All® wunm  aHTaroHUcTaMH  pELENTOPOB
anruorensuHa Il (APA 1I).

Xponuueckasn obcmpykmuenas 6one3us neckux (XObJI)

[TaruenTam ¢ OPOHXOCHIACTUYECKUMH 3a00JI€BaHUSIMM MOXKHO Ha3HA4aTh KapAHOCEJIEKTHBHbBIC
Oerai-agpeHOOIIOKATOPEl B CIy4Yae HEMEPEeHOCUMOCTH W/Wid  Hed(pPEeKTHBHOCTH APYTHX
TUTMIOTEH3UBHBIX CPE/ICTB.

bera-anpeHo6iokaTophl cienyeT NPUMEHSTh ¢ OCTOPOXKHOCTBIO y TMAlMEHTOB C XPOHUYECKOH
00CTPYKTUBHOM OOJIE3HBIO JIETKHX, TOCKOJIBKY MOXET YCUJINTHCSA OpoHXOocHa3M. Y MalueHTOB C
MPEAPACIIONOKEHHOCTRI0O K OpoHXOCMa3My TIpu TpueMe 0Oera-aapeHOOJOKATOPOB MOKET
pa3BUTbCA OJIBIIIKA B pe3ylbTaTe TMOBBIIMICHUS COMPOTUBICHUS JBIXaTENbHBIX MYyTEH.
HeoOxomumo TmiaTenbHOe HaONMIOIEHHE 32 TaKUMHU TAIleHTaMH B Hadaje JICUYeHUS U TpHU
YBEJIMUEHUU JI03bl MpEnapaToB, a TaKXKe CHIKEHUWE J03bl HEOMBOJIOJIA TIPU MOSIBICHUU
HavyaJbHBIX NPU3HAKOB OpoHxocma3ma. Ilepen Hayanom JedeHHs PEKOMEHIYETCs MPOBOJIUTH
uccienoBanre (yHKIMKM BHEIIHETO JbIXaHWA Yy TAIUEHTOB C HalU4YMeM B aHaMHe3e
OpOHXOJIETOYHBIX 3a00JIEBaHUH.

VY kypunbukoB 3(pPeKTUBHOCTH OeTa-aJpeHOOI0KATOPOB HIKE, UYEM Y HEKYPSILIHX.

Caxapmubiii ouabem

HebuBonon He BIUseT Ha KOHIEHTPAIMIO TIFOKO3bI B TIa3Me KPOBU Y MAIlMEHTOB C CaxapHbIM
nuabetom. Tem He MeHee, cielyeT cOOIIOAATh OCTOPOXKHOCTh NPH JIEYEHUH ITHX MAIMEHTOB,

IMOCKOJIBKY HEOHBOJIOJI MOYKET MAaCKUpPOBaTb OINPCACICHHLIC CHUMIITOMBI THIIOTTIMKCMUHN
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BHYTPb U MHCYJIMHA.

VY nanueHToB ¢ JaOUIIBHBIM TEYEHHEM CaxapHOTO AMadeTa W HAIMYMEM B aHAMHE3€ 3IH30/10B
CIIOHTAHHOM THUMOMNIMKEMHH MpUMEHEHHE OeTa-aJpeHOO0I0KATOPOB MOMKET MPUBECTH K
VXYALICHUIO KOHTPOJS TJMKEMUU M YBEJIMYEHHUIO BpPEMEHU BOCCTAHOBJICHHS IIOCIIE
TUTOTJIMKeMHH. B TakoM ciydae MOXET MOTpeOOBaThCS KOPPEKIHUS T03bI TUIIOTTTMKEMHYECKHUX
CPEICTB JJIsl IpHeMa BHYTPh W WHCYNIMHA. Takol 3¢ (dekT 0ObIYHO BO3HUKAT HA (POHE JICUCHUS
HECEJIEKTUBHBIMU  0eTa-aJjpeHoOIOKaTOpaMid W MEHee BEpOATeH TMpu  [PUMEHEHUU
KapJIMOCEJICKTUBHBIX 0eTa1-aJpeH00I0KaTOPOB (TaKuX, Kak HEOUBOJION).

Tupeomokcuxos

[Ipyu runepdyHKIMM OIMTOBUAHOM JKele3bl OeTa-aJpeHOoOJOKATOphl MOTYT MAacCKHpPOBATh
TaXMKapJIWI0 M YMEHBIIATh BBIPAKEHHOCTh CHUMITOMOB THPEOTOKCHKO3a. Pe3kas oTMeHa
mpermapaTa  MOXET  BbI3BaThb  OOOCTpPEHHME CHMIITOMOB  3a0OJieBaHUSI U pa3BUTHE
TUPEOTOKCUYECKOTO KpHU3a.

Deoxpomoyumoma

[Taruentam ¢ (eoXpOMOIMTOMON [0 Hauyana MpPUMEHEHHs J0oro OeTa-aapeHoOioKaTopa
(B T.4. HEOMBOJIOJIA) HEOOXOIMMO HA3HAYUTH aib(a-aapeHo0I0KaTopP.

Obwue xupypeuveckue MeuLamenbcmsea i 00ujas anecmesust

[Ipr HEOOXOMMMOCTH TPOBEIACHUS XUPYPIHUSCKUX BMEIIATEIBCTB CICAYET MPEAYNPEIUTh
Bpaua-aHecTe3Mojora O TOM, YTO NAIMeHT NpPUHUMAET OeTa-aJpeHoOIOKATOPl (PUCK
JIEKapCTBEHHBIX B3aMMOJICHCTBHUI C pa3BUTHEM OpaguapUTMUN M apTepUATbHON THUIIOTCH3HH).
Ha ¢one npuema HeOMBOIONA ClIEAYET C OCTOPOKHOCTHIO MPUMEHSATH CPENCTBA IS HApKO3a,
YTHETAIOIINE COKPAaTUMOCTh MHOKapaa. s oOmielt aHecTe3mn pEeKOMEHIYeTCsl NMpPHMEHEHHE
MpenapaToB ¢ MUHUMAIBHO OTPHUIATEIbHBIM HHOTPOITHBIM JICHCTBHUEM.

Pekomenayercss 0e3 sBHOW HEOOXOAMMOCTHM HE TWpeKpamarh mpueM HeOWBOIONIA B
nepuonepauoHHoM  nepuoje (T.K. Oynokamga OeTa-aApeHOOJIOKATOPOB  CHIDKAET  PHUCK
BO3HUKHOBEHHUS apUTMHU BO BpEeMsl BBOJHOTO HapKo3a W WHTyOanmuu Tpaxew). B ciydae
HEOOXOJUMOCTH TPEPhIBaHUS JIEYCHHS] HEOMBOJOIOM TMEpe]l MPOBEACHHUEM XUPYPIHUECKOTO
BMeEIIaTehCTBA Mpernapar ciaeyeT OTMEHUTh He MeHee ueM 3a 24 4 70 omeparuu.

Peaxyuu nogvluennotl uyscmeumenbHocmu

bera-apeHOOIOKaTOPEI MOTYT TIOBBICHTH UYYBCTBUTEIBHOCTh K aJIepreHaM U TSHKECTh
aHaQUIAKTUYECKUX PEaKIHil/peakiuii THIMepYyBCTBUTEIBHOCTH. lIpuMeHeHue OOBIYHBIX
TepaneBTHUYECKUX 03 dnuHedpuHa (aapeHannHa) Ha (oHe mpreMa OeTa-aIpeHO0I0KaTOpOB He
BCerJa NPHUBOJWT K JOCTIDKCHHIO KEIaeMoro KiauHudeckoro sddekra. Takum obOpazom,

HE00X0UMO COOJII0/IaTh OCTOPOXKHOCTh IIPU Ha3HAUEHUU OeTa-apeH00I0KaTOPOB MallMeHTaM C
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JIECCHCUOMITH3AINH.

Iicopua3z

[Ipu pemennu Bompoca O NPUMEHEHHMH HEOMBOJIOJNIA y TAIMEHTOB C IICOPHUA30M CIIEAyeT
THIATEIFHO COOTHECTH MpEANoIaraeMyro Mojb3y OT MPUMEHEHHUS MpernapaTa 1 BO3SMOXKHBIN PUCK
000CTpeHUsI TEUCHHS TICOpHa3a.

Koumaxmmnuie nunsoi

[TarueHTHl, MONB3YIOUIMECS KOHTAaKTHBIMM JIMH3aMH, [OJDKHBI YYHUTHIBaTh, 4TO Ha (oHe
NpUMEHEHUs OeTa-apeH00I0KaTOPOB BO3MOXHO CHMYKEHHUE MTPOIYKIMH CIE3HOM KUAKOCTH.
4.5. BzaumojeiicTBue ¢ JPYrHMH JIeKAPCTBEHHbIMH IMpenaparamMu W [Jpyrue BHJbI
B3aUMO/IeHCTBUSA

dapMakoJHHAMHYSCKHE B3aUMOACHCTBUS

HpomueonochaHHble KOM6Z/IHCZZ/;MM

Droxkmadchenun

bera-anpeHOOIOKATOPEI MOTYT TMPEMSITCTBOBATh KOMIICHCATOPHBIM  PEAKIHSAM  CEPIICYHO-
COCYAMCTOM CHCTEMBI B OTBET Ha apTepUabHYIO TUIIOTEH3UIO WJIH IIOK, KOTOPbIE MOTYT OBIThH
BBI3BaHbI (PIIOKTAQEHUIIOM.

Cynbmonpuo

HebuBonon He ciegyeT Ha3HayaTh OAHOBPEMEHHO C CYJIBTONPHUIOM, MOCKOJBKY CYIIECTBYET
MOBBIIICHHBIA PUCK BO3HUKHOBEHMS KEIyJIOYKOBOW apUTMHH, OCOOEHHO MOJIUMOP(]HOI
KEITYAO0UKOBOM TaXUKAPIUU THIIA «ITHPYIT».

Hepexomenoosannuvie kombunayuu

[Tpu ogHOBpEMEHHOM MPUMEHEHUHN HEOWBOJIONA C aumuapummuyeckumu cpeocmeamu I knacca
(Hampumep, XUHUIUH, THAPOXUHUAWH, IUOCH30JMH, (IeKauHui, TU30MHpaMU, JIHIOKauH,
MEKCUJIETHH, TponadeHOH) BO3MOXXHO VIJIMHEHHE BpPEMEHU AaTPUOBEHTPUKYISIPHOTO
MPOBEJICHUS ¥ YCWJICHHUE OTPUIATESIIEHOTO HHOTPOITHOTO JICHCTBUSI.

[Ipy ogHOBpeMEHHOM MNpUMEHEHHH OeTa-aJpeHO0JI0KATOPOB € OJIOKATOpaMU «MeOIeHHbIX)
kanvyuesvlx  kamanos (PMKK) (mampumep, Bepamamuil, IWUITHA3€M)  yCHIIUBAETCS
OTpHUIIATEeNIbHOE JIEHCTBUE HA COKPAaTUMOCTh U AB-mpoBogumocTs. BHyTpuBeHHOE BBeleHUE
BeparamMmia OJHOBPEMEHHO C 0OeTa-aipeHOOJIOKATOPOM MOXKET MPHUBOAUTH K TSOKEION
apTepualibHOl runoteH3uu u AB-6nokane.

[Tpr 0HOBpEMEHHOM NPUMEHEHUH C SUNOMEH3UBHBIMU CPEOCMBAMU YEHMPAIbHO20 OelCmEus
(Hampumep, KJIOHUAWH, TyaH(alWH, MOKCOWIWH, METHJIJIONA, PHIMEHUINH) BO3MOXKHO
yxynmenne TedeHuss XCH 3a cuer CHWKEHMS LEHTPAJIbHOTO CHUMIIATHYECKOTO TOHYCaA

(camxenue UCC u cepaeuHoro BelOpoca, Bazoauiaranus). Peskas orMeHa, 0COOEHHO B ciyyae
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«PHUKOILIETHON» apTepUaIbHON T'UIIEPTCH3UN.

Kombunayuu, komopuwie cnedyem npumensims ¢ 0CMopOHCHOCBIO

[lpy OAHOBpPEMEHHOM MPHUMEHEHHH HEOUBOJIOIA C AHMUAPUMMUYECKUMU CPeOCmeamu
Il x2acca (Hanpumep, aMHOIAPOH) MOXKET HAOII0IaThCs yIJIMHEHNE BpeMeH! AB-tipoBeneHus.
OnHOBpeMEHHOE MPUMEHEHHE HEOMBOJIONA U JIEKAPCTBEHHBIX cpedcme 0 obujell anecmesuu
MOYKET BBI3BIBATh IOJIaBJICHHUE PEIIEKTOPHOM TaxXUKapIuU W YBEIUYMBATH PUCK PAa3BUTHUSA
apTepuanbHOil THoTeH3uu. OOLMM TPaBUIIOM SIBISIETCS HEOOXOAMMOCTh HM30eraTth pe3Ko
OTMEHBI OeTa-aJpeHO0IOKATOPOB. AHECTE3HOJIOT JODKEH OBITh MPOMH(OPMHUPOBAH O MpHEME
HaIMeHToOM HeOMBOJIOIA.

[Ipy OOHOBpEMEHHOM NPUMEHEHWU HEOMBOJIONA C UHCYIUHOM W 2UNOSTUKEMUYECKUMU
cpeocmeamu OJis1 npuema 6Hymps HEOUBOJION HE BIMSET HA KOHIICHTPALMIO TIIFOKO3bI, OJHAKO
MOYKET MAaCKUPOBATh CHMITOMBI THITOTJIMKEMHUH (OIIYIIEHHE «CePALICONCHUS, TAXUKAPIHS).
[Ipy  ogHOBpEeMEHHOM TPUMEHEHUM HEOWBOJNIONA C Oaxkiogenom (MUOpPENAKCAHT) U
amugocmurom (aHTHHEOTITACTHYECKHI Mperapar) BO3MOKHO CHIDKEHHUE JT036I HEOMBOJIONA.
[Tpu 0THOBpEMEHHOM MPUMEHEHUH HEOUBOJIONA C PUHEOAUMOOOM BO3SMOXKHO MOTCHIIUPOBAHHE
OTPHIIATEILHOTO XPOHOTPOMHOTO 3(ddekra OGera-aIpeHOOIOKATOPOB U Pa3BUTHE BhIPAXKEHHOU
Opamukapauu. llpm HEOOXOOMMOCTH OJHOBPEMEHHOTO TPUMEHEHHUS CIEAyeT COOII0aaTh
0CO0YI0 OCTOPOKHOCTb.

Kombunayuu, komopule ciedyem npuHumams 60 GHUMAHUE

[Ipy oOmHOBpPEMEHHOM MPHUMEHEHWU HEOUBOIONA U CepOeyHblX 2NUKO3UO08 BO3MOKHO
yBenuueHue BpeMeHn AB-mipoBeneHns. B KIMHUYECKHX MCCIeNOBAHUAX HE MOyYeHO JaHHBIX O
HAJIMYMK B3aMMOJICHCTBHS JIByX mpernapatoB. HeOuBonon He BimsieT Ha (apMaKOKHHETHUKY
JTUTOKCHHA.

[Ipu onHOBpeMEHHOM mpuUMeHeHHu HeOuBonona u BMKK oucudoponupuounogsozo psada
(HampuMmep, aMJIOTUNUH, (EIIOJUIAH, JAlUIATUH, HUQEIUITWH, HUKAPJIUIIAH, HUMOJIHUIIUH,
HUTPEH/IUTIH) BO3MOYKHO YBEIIMYCHUE PUCKA Pa3BUTHS apTepUAIbHON TUIIOTEH3UH W CHUKCHUE
COKpPaTHMOCTH JIEBOT'0 JKeNlyAouka y nanueHToB ¢ XCH.

[Ipy ogHOBpEMEHHOM MPHUMEHEHUU HEOWBOIONA C MPUYUKIUYECKUMU AHMUOENpecCcanmamu,
bapbumypamamu, NpPou3800HLIMU GeHomuasuHa MOXKET YCHIWBAThCS AHTUTHUNIEPTEH3UBHOE
neiictBue (aaaUTUBHBIN 3D PexT).

Hecmepouonvie  npomueogsocnanumennvole  npenapamsi  (HIIBII) He  Biausior Ha
AQHTUTUIIEPTEH3UBHOE JIeiiCTBHE HEOUBOIIONIA.

Cumnamomumemuueckue cpeocmea MOTYT CHUXaTh dPGEeKTUBHOCTh OeTa-aapeHO0I0KaTOPOB.

bera-anpeHOMUMETHKH MOTYT BECTH K HEOIPAaHMYEHHOH ajib(a-aJpeHepruiueckoil aKTUBHOCTU
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pa3BUTHS apTEPHATIBLHON TUIIEPTEH3HUH, TSDKEIOH OpaguKap Ui U OCTAHOBKU CEpALA).

DdapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

[lpy  OJXHOBpPEMEHHOM NPUMEHEHHH HEOHMBOJONA C  JIEKAPCMBEHHbIMU  CPEOCMBEamu,
uHeUOUpYIOWUMU — OOpAMHBIIL  3aX6am  CEPOMOHUHA,  UIU  OpYeUMU  CPeOCmeamu,
ouompancgopmupyiowumucs ¢ yyacmuem uzogpepmenma CYP2D6 (Hampumep, MapOKCETHH,
(GIIyOKCeTHH, THUOPUIA3WH W XWHHUIWH), KOHIIEHTpalUs HEOMBOJIOJNAa B IIJIa3Me KPOBH
YBEIMYMBACTCSI M METa0OJIM3M HEOMBOJIONIA 3aMEISCTCs, YTO MOXKET NMPUBECTH K Pa3BHTHIO
BBIPAKCHHOW OpagrKapanyu U HexenarenbHbiM peakiusm (HP).

[Tpu 0gHOBpEMEHHOM MPUMEHEHUH HEOMBOJIONA C YuUMemuOuHOM KOHIEHTpanus HeOuBoJoa B
IUIa3Me KPOBHU YBEJIMUUBAETCs 0€3 BIUSHUS HA TepareBTUIeCKUuil 2P PeKT.

OnHoBpeMeHHOE MpUMEHEHHEe HEOMBOIOIA M PAHUTUANHA HE BIMsIET Ha (PapMaKOKMHETUYECKUE
napameTpsl HeOuBosiosia. HeOMBOJION NMPUHUMAKOT BO BpeMs €/bl, a aHTALUIHOE CPEIICTBO —
MEX]Ty TIpUEeMaMu THIIH, TAKUM 00pa3oM, IperapaTbl MOXHO MTPUMEHSITh OJTHOBPEMECHHO.

[Ipy ogHOBpEMEHHOM NpPHUMEHEHHHM HEOWBOJIONA C HUKAPOUNUHOM KOHUECHTPAIMHA aKTHBHBIX
BEIIIECTB B ITUIa3ME KPOBU HECKOJIBKO YBEJIIMYMBAIOTCS, OJIHAKO HE BIUSIOT HA TEPAIICBTUUYCCKUIN
¢ dexr.

OnHOBpeMEHHBI TpHEeM HEOWBOJIONA W 3dMaHONd, Qypocemuda WIA 2UOPOXIOPOMUAZUOA
HE BIUSET HA (apMaKOKMHETUKY HEOMBOJIOIA.

Heb6uBomnon He BiuseT Ha papMaKOKMHETUKY U (papMaKOIMHAMUKY 8aphapuHa.

4.6. ®epTHIBLHOCTD, 0ePEMEHHOCTD U JAKTALUSA

bepeMeHHOCTB

He6uBomnon o6namxaer ¢papMakoIOrHueCKUMH CBOMCTBAMH, CITOCOOHBIMHU OKa3bIBaTh HETAaTUBHOE
BIUSHUE HA TE€YCHHE OEpEeMEHHOCTH /WM IIJI0J/HOBOPOXKIAEHHOTO. (1 Bcex mpemapaToB U3
Kjacca 0Oera-apeHOOJIOKATOPOB XapaKTEPHO CHUKEHHME IUIAIEHTApHOTO KPOBOTOKA, YTO
ACCOIMMPYETCS C YBEINYCHUEM YacTOTHI CIIy4aeB 3a/IeP’KKU Pa3BUTHS IJI0/a, BHYTPUYTPOOHOM
CMEpPTH, BBIKHJIBIINICH WM TMPEKICBPEMEHHBIX POJIOB. BO3MOXKHO Takke pPa3BUTHE TaKHX
HE)KeNaTeNbHbIX SBJICHHUM, KaK TUIIOTTUKEMHUs M OpaguKkapaus y TUIOAa WIM HOBOPOXIAEHHOTO
(MpeAnoI0KUTENLHO B TEUEHHE MEPBBIX TpexX JAHel). B ciydae HEOOXOAMMOCTH MPOBEACHHUS
Tepanuu 0eTa-aJpeHOOIOKAaTOpaMH OT/AAETCs MPEIoYTeHNE OeTa1-CeIEKTUBHBIM IIperapaTam.
He6uBomon He qomKeH MPpUMEHSTHCS BO BpeMs OepemeHHocTH. [Ipu GepemeHHOCTH HeOUBOIOI
HA3HAYarOT TOJBKO IO JKU3HEHHO BAKHBIM TOKa3aHUSAM, KOTJA IMOJb3a JIJIsl MaTepH MPEBBIIAET
BO3MOJXKHBIN PHCK JUIS TUI0/Ia UM HOBOPOXKAeHHOTO. Ecinu eueHre HeOUBOIOIOM HEOOXOAUMO,
TO HY)XHO TIPOBOJHUTH HAOIIOJCHNWE 33 MaTOYHO-TUIAIIEHTAPHBIM KPOBOTOKOM M POCTOM ILIOJA.

B cinywyae orpunarensHOTO BIMSHHS Ha TEYeHHE OCEPEMEHHOCTH W IUIOA JIOJDKHA OBITh

10
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MOHUTOPUHT COCTOSIHUSI HOBOPOXKJIEHHOTO. [losiBI€HUS CHUMIITOMOB THUIOIJIMKEMUU U
Opanukapauu 00ObBIYHO MOXKHO OKUJATh B TCUCHHE MEPBBIX 3 JHEH KU3HU.

JlakTamus

HccnenoBanusi Ha JKMBOTHBIX TOKAa3ajd, YTO HEOMBOJION BBIJACISICTCS C TPYIHBIM MOJIOKOM.
Janubie 0 TOM, BBIACNSETCS JIM Ipenapar ¢ TPYyAHBIM MOJIOKOM Yy Y€JIOBEKa, OTCYTCTBYIOT.
BonpmmHcTBO 0€Ta-010KaTOpoB, B OCOOCHHOCTH JUMO(HMIBHBIC COCIUHEHHS, TaKhe Kak
HEOMBOJIOJ U €r0 aKTHUBHBIE METAa0OJIUTHI, B TOW WJIM WHOW CTEMEHW MPOHUKAIOT B TPYAHOE
Mosioko. [losTromMy BO Bpems mNpuUMEHEHHs] HEOWBOJOJAa B TIEPUOJ JIAKTAIMHW TPYIHOE
BCKapMITMBaHKME HEOOXOIMMO MPEKPATHTD.

DdepTUabHOCTD

HebuBoon He oka3biBan BIMSHHUS Ha (DEPTUIBLHOCTH KPBIC, OJTHAKO IMPH HMCIOJIb30BAHUH 103,
B 19 u Oonee pa3 MpeBBIIAIONINX MAaKCUMaJIbHYI) PEKOMEHAYEMYIO /03y MJis YelOBEKa,
OTMEUAJIOCh HEOJIAronpHUsTHOE BO3ACHCTBHE Ha PEMPOMYKTUBHBIC OpPraHbl CaMIIOB M CaMOK Y
KPBIC ¥ MBIILIEH.

Brnusinue HeOuBoiona Ha GepTUILHOCTD YeNIOBEKa HE YCTAaHOBIICHO.

4.7. BiusiHMe Ha CHOCOOHOCTH YIPABJSATH TPAHCIOPTHBIMH CpeACTBAMH U PadoTaTh €
MeXaHU3MaMH

B mnepuon JseyeHwmss HEOWMBOIOIOM CIeayeT COOMIOAATh OCTOPOKHOCTh TPH  YIIPABJICHUU
TPAHCIIOPTHBIMU CPEJICTBAMH, JAPYTUMU MEXaHH3MaMHU U 3aHATHUSX MOTCHIHMAIbHO OMACHBIMU
BUJAMH JESITENbHOCTH, TPEOYIOIIMMH TOBBIIICHHONW KOHIIEHTPAllMd BHUMAHUS M OBICTPOTHI
TICUXOMOTOPHBIX PEaKIUi B CBSI3U C BEPOSTHOCTHIO PA3BUTHUS TaKUX MOOOYHBIX dPPEKTOB KaK
TOJIOBOKPY>KCHHE U TIOBBIIIICHHAS Y TOMJISIEMOCTb.

4.8. HexkenaTtebHble peakiul

Pe3roMe HeXeTaTeIbHbIX PEeaKInui

Bo3moxnbie HexenatenbHble peakuuu (HP) mnpuBeneHsl Huke B COOTBETCTBUM €
KJaccuukanuen cioBaps AJiE HOpMaTUBHO-TIpaBoBoil aestenbHocTH (MedDRA) 1 wactoToii ux
BO3HHUKHOBEHHUS B TMOpsiKe yObIBaHUA: Oo4eHb yacto (> 1/10), wacto (> 1/100, < 1/10),
Hewacto (> 1/1000, < 1/100), penko (> 1/10000, < 1/1000), ogens peaxo (< 1/10000), yactoTta
HEM3BECTHA (T10 MMEIOIIMMCS JAHHBIM OIIEHKa HEBO3MOJXKHA).

Hapywenus co cmoponvl umMmyHHOU cucmemvl. 4acTOTa HEM3BECTHA — AHTMOHEBPOTHYECKUI
OTEK, TUIIEPYYBCTBUTEILHOCTb.

Tcuxuueckue Hapyuienus: HEYaCTO — KKOIIMAPHBIE» CHOBUJIEHUS, IEIPECCHS.

Hapywenus co cmoponvl HepsHou cucmemvl: 4acTO — TOJIOBHas 0OJb, TOJOBOKPYXEHHE,

napecTe3usi; OUYeHb PEIKO — 0OMOPOK.

11
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Hapywenus co cmoponvl opeana 3penus: He4acfo — Ha‘p%ICHI/;L,ESB R TENBHOCTE 0002)

Hapywenua co cmoponvl cepOya: HedacTo — Opaaukapaus, ceplieuHas HEeI0CTaTOYHOCTb,
3ameieHre AB-nipoBogumocTy.

Hapywenus co cmopoHbl cocy0o8: HEYaCTO — BbIpaXeHHOe cHikeHune AJl, ycyryOienue
HepeMeKAIOIEHCS] XPOMOTEI.

Hapywenus co cmoponbl OblxamenvHou CUcmembl, 0p2aHo8 epYOHOU KIemKU U cpeo0OCmeHUs.:
4acTO — OJIBIIIKA; HEYacTO — OPOHXOCHa3M.

Kenyoouno-xkuweunvie napywienusa: 9acTo — TOIIHOTA, 3alop, AUApes; HE4acTo — JUCIENCHs,
METEOpH3M, PBOTA.

Hapywenusa co cmoponbl KOXCU U NOOKOJCHBIX MKAHel: He4aCTo — KOXKHas ChIIb
IPUTEMATO3HOTO XapaKTepa, KOXKHBIH 3yJA; OYEHb PEIKO — yCyryOJeHHe TEeYeHHUs ICOpHasa;
4acTOTa HEM3BECTHA — KPAIIMBHULIA.

Hapywenus co cmopouvl penpoOyKmugHOU cucmemvl U MOJOUYHBIX Jicefie3; HEYaCTo —
SpEKTUIIbHAS TUCHYHKITHA.

Obwue nHapywieHus u peakyuu 8 Mecme 66e0eHUs: 9acTO — MOBBIILICHHAS YTOMIIIEMOCTb, OTCKH.

Onwncanue OTACIBHBIX HEXKEIATSIbHBIX PEaKITUM

[lpr mpuMeHeHHH HEKOTOPBIX OeTa-aApeHOOIIOKATOPOB MOTYT HaOmonarbes cienyrome HP:
NICHXO03bl, TAUTIONUHALWN, CIYyTaHHOCTh CO3HAHMS, IOXOJOJAHWE/IIMAHO3 KOHEYHOCTEH,
cuHApoM PeifHo, CHHIpOM «CyXOro Tiiaza», OKYJIOMYKOTAaHHBIM CHHIIPOM IO MPaKTOJIOJIOBOMY
THUILY.

XpoHuueckas cepoeynas HeOOCMAamoyHOCmb

Hauubie o HP y manmentoB ¢ XCH mnomyudeHbl B pe3yibTaTe IUIane00-KOHTPOJIUPYEMOTO
KIIMHUYECKOTO HCcienoBaHusl ¢ ydactueM 1067 manueHTOB, MOJYyYaBIIUX HEOUBOJION, U
1061 manumenTa, momyuaBmmx miarne6o. Ilo pesynapraram wuccnemoBanus HP BosnHukmu y
449 manueHToB, noidydaBmux HebuBoson (42,1 %), u 334 manMeHToB, MOJYYaBIIMX IIAIe00
(31,5 %). Haubonee uacteie HP Ha ¢QoHe Tepanuu HEOMBONOIOM TO pe3yibTaTaM
UCCIIeIOBaHMs: OpaJuKapAus U TOJOBOKPY>KEHHE, BO3HHKIINE cymMMapHO y 11 % marueHTos.
Cpenu manueHToB, MONMy4yaBIIMX Marnedo, yactora BeimeonucanHbix HP Obia 2 % u 7 %,
coorBercTBeHHO. [lpyrue HP, Bo3MOXHO wHMeromme CBsi3b C HpUMEHEHHEM HEOHBOJIOIA,
oTHocsmuecss k Jedennto XCH, 3apeructpupoBaHHbBIE MO pe3yiabTaTaM HCCIEIOBAHUS:
nekomneHncarusas  XCH, oprocrarndeckass THOOTEH3HWS, HEMEPEHOCUMOCTh Ipenapara,
AB-6nokana | crenenu, OTeKH HIKHUX KOHEUHOCTEH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo01maTh 0 M0J03peBacMbIX HEXKENATENbHBIX PEAKLUAX MOCIEe PEruCTPalluu IIpenapara

C ICJIBIO obecreueHus HCIIPEPLIBHOI'O MOHUTOPHMHI'A COOTHOLICHUA «II0JIb3a — PHUCK»
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JIEKapCTBEHHOT'O TMpernapara. MeIuuHCKUM P& GOTHUKAM ' 'pCIMH‘IE/e'I&%G‘IHEEB Rrobrix

MOJI03PEBACMBIX HEKENATEIbHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernapara depe3 HAMOHATbHBIE
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUsIX TOCYAapCTB — YJICHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®@enepanus.

®denepanibHas Ciryx0a 1Mo Ha30PY B chepe 31paBOOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CriaBsiHCKas IJI0IIa1b, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJICKOMMYHHUKALIMOHHOM ceTH «VIHTepHET»:
https://roszdravnadzor.gov.ru

4.9. Tlepeno3upoBka

CuMOTOMBI

JlanHbIe 0 Iepe103UPOBKE HEOMBOJIOTIOM OTCYTCTBYIOT.

CHUMIITOMBI TIEpEIO3UPOBKU OeTa-aIpeHO0IOKaTOpaMu: BeIpaKeHHOE CHIDKeHHEe AJl, cuHycoBas
Opanukapaus, OpOHXOCMa3M U OCTpasi CepJeYHast HEJOCTaTOUHOCTb.

Jledyenue

B cnydae miepeno3uMpoBKH WM PA3BUTHS TUIEPUYYBCTBUTECIBHOCTH CJIEAYET OOCCIICUUTH
MOCTOSTHHOE HAOJIOJIEHNEe 3a TAIMeHTOM B YCIOBUSAX IajaThl HWHTCHCHUBHOH TEparvy.
PexkoMenayeTcss KOHTPOIb KOHIIGHTpAIMKM TJIIOKO3bl B IUIa3Me KpoBu. [lnst mpenoTBpaieHus
JMAIbHEWINET0 BCAChIBAHUS TMpenapara H3 SKeTyJOYHO-KHIIEYHOTOo TpaKTa HEoOXO0JUMO
MPOMBIBAaHHE JKETYJKa, MPUEM aKTUBUPOBAHHOTO YT W CIAOUTENBHOrO cpenctBa. MokeT
noTpeOOBaThCS WMCKYCCTBEHHAS BEHTWIIMS JITKUX. [Ipyu Opagukapiuyd WM BBIPAKCHHON
BaroTOHUM CJEeAyeT BBOJAUTH BHYTpUBeHHO (B/B) 0,5-2 wmr atponuna. [Ipu AB-Onokane
(I-111 ct.) pekomenayeTcs B/B BBelAcHHE OeTa-aIpeHOMHUMETHKOB, MPH UX HEIPPEKTHBHOCTH
CJeIyeT pacCMOTPETh BOMPOC 00 YCTAHOBKE JJIEKTPOKApAUOCTUMYJsiTOpa. [Ipu BeIpakeHHOM
cHWkeHMH AJl W IIOKe pPEKOMEHIOBAaHO BHYTPHUBEHHOE BBEACHHE IIJIa3MO3aMEIIAFOIINX
pacTBOPOB U, MPU HEOOXOIMMOCTH, KaTeX0JIaMUHOB. B ciyuae oTcyTcTBHS *enaemoro 3¢ dexra
— BHYTPUBEHHOE BBeJIeHHE TItokaroHa u3 pacuera 50—100 Mkr/kr maccel Tena. [Ipu cepaeuHoit
HEJ0CTATOYHOCTH JICUCHUE HAYMHAIOT C BBEJICHUS CEPJICYHBIX TITMKO3UIO0B U JTUYPETHKOB, IPU
oTcyTcTBHM d(PdeKTa 1enecoodpa3Ho BBEACHUE T0NMaMUHa, J0OyTaMHUHA WIIA Ba30IUJIaTaTOPOB.
[Ipu OpoHxocmazMe TMPUMEHSIOT OpPOHXOJWJIATATOPBI, TaKHE KaK  HHTAIALIUOHHBIE
OeTaz-aIpeHOMUMETUKH KOPOTKOTO JEUCTBUS W/uiu aMuHOPWILINH. HeOuBoION, BEpOSITHO, HE
OyIeT BBIBOJUTHCS TPU T'€MOJHAIN3E B CBSI3H C BBICOKOW CTENEHBIO CBSI3BIBAHHS C OelIKaMu

IJ1a3Mbl KPOBH.
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5. ®APMAKOJIOTUYECKHE CBOWCTB (NOCNEAOBATENBLHOCTL 0002)
5.1. PapmakoauHAMHUYeCKHe CBOHCTBA

dapmakoTepaneBTHIECKas rpymmna: 6era-aIpeH00I0KaATOPHI; CEJICKTUBHBIC Oera-
aipeHOOJIOKATOPHI.

Kon ATX: CO7TAB12

Mexanunsm geiicTBus

HebuBomnon mpencraBnser coboii pameMaT aAByX dSHaHTHOMEpoB: SRRR-neGuBomona
(D-uebuBoa0a) 1 RSSS-nebmBonona (L-HeOMBOION), coycTaromuii ABa (hapMaKOIOTHIECKUX
IEUCTBHUA:
- D-necOuBosion sBis€TCS KOHKYPEHTHBIM W CEJIGKTUBHBIM  OJlOKaropoMm  Oerai-
a/IPEHOPELIEIITOPOB;
- L-nHeOuBomonm oOka3piBaeT MSATKOE COCYAOPACHIMPSIONICe JCHCTBUE, CBSI3aHHOE C
BIMSHAEM Ha cuctemy L-apruHuMH/OKCHII a30Ta, W MOJIYJIUPYET BBICBOOOXKICHHE
Bazomatupytomero gpakropa okcuaa azora (NO) u3 sHIOTENNS COCYI0B.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

OnHOKpaTHBIM U MHOTOKpPATHBINA MPUEM HEOMBOJIOIA CHIKAET YacTOTY CEPACUYHBIX COKPAIEHUI
(UCC) u aprepuanshoe naBienue (AJl) B mokoe u npu pusnueckoit Harpy3Ke Kak y MalueHToB C
HOpMalbHBIM AJl, Tak U y MalMEHTOB C apTepUAIbHON TMIEPTEeH3UEH. AHTUTUIEPTEH3UBHbBIN
3¢ deKT coxpaHSIeTCsl P TITUTSIIEHOM JICUCHHH.

B TtepaneBTHueckux m03ax HeOWBOION HE 00Namaer anbda-aApeHEPruuecKUM aHTArOHU3MOM.
Bo BpeMs KpaTKOCPOUHOI U ATUTENBHON Tepanuu HeOUBOJIOIOM y MAIlMEHTOB C apTepUATbHOMN
TUTIEPTEH3UENH OTMEUaeTCsl CHIDKeHHE ob1ero nepudepudeckoro conpotuBieHus. Hecmorpst Ha
ymenbiienne YCC, cCHWKEHHE CepJeYHOTrO BHIOpOCa B TMOKOE W TpH (U3MUECKOW Harpyske
MOJKET OBITh OTPAHUYEHO U3-32 YBEIMUEHUS yIapHOTO 00BheMa.

Y namueHToB C apTepHalbHOM rumnepreH3uel HeOuBonon yBenuunBaeT NO-3aBuCHMBIN
COCYJIMCTBINI OTBET Ha alleTUJIXOJWH, KOTOPBIM CHWIXKEH Y TMAIlMEHTOB C DJHJIOTEIHAIbHOU
TUCHYHKIUEH.

B mnare6o-KoOHTpOIupyeMOM HCCIEIOBAaHUU MO0 W3YUYEHHIO 3a00JIEBAEMOCTH U CMEPTHOCTH Y
2128 mamuenTtoB crapmie 70 et (cpemHuil Bo3pacT cocTaBisii 75,2 roja) co CTaOMIbHBIM
TEYEHUEM XPOHHYECKOU cepaeunoil HemoctatouHOCTH (XCH) co CHUXEHHOUM WU COXpaHEHHOU
dpakuueit BeiOpoca (OB) nesoro xkenynouka (JIXK) (cpennee 3nauenue OB JIXK: 36 £ 12,3 % co
caenyromuM pactpeneneanem: @B < 35 % y 56 % nauuentos, @B mexnay 35 % u 45 %y 25 %
narueHToB U @B Gonbie yem 45 % y 19 % manueHToB), HAOMIOJAEMBIX B CPETHEM B TeUCHUE
20 mecseB, HEOMBOJION, JOOABICHHBIM K CTAaHJAPTHOW TEpaIrvd, 3HAYUTEIHHO YBEIMYHBAI

BpEMA OO0 BO3HHMKHOBCHHA CIIydacB CMCPTU HJIM TOCHHUTATIU3AlMKU IIO0 CEPACHHO-COCYIHCTBIM
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NpuuMHAM (NIEpBUYHAS KOHEWHAs TOYKA s orenkir dbetinBHoeT) | cb | CHinkEem

OTHOCHUTEIILHOTO pHucka Ha 14 % (cHmKeHHe abCOMOTHOTO prcka coctaBmiio 4,2 %). CHmKeHue
OTHOCHUTEJILHOTO PUCKa OTMEUAJIOCh Mocjae 6 MECAIEB JEUSHUS U COXPAHSIIOCh HA MPOTSKEHUU
BCEro Iepuojaa HaOmoaeHus (CpemHsisi MPOAOKUTENBHOCTh 18 MecsineB). DhdeKTHBHOCTD
HeOMBOJIOJIa B M3yYaeMOM TOIMYJISAIMK HE 3aBucena OT Bo3pacrta, noysa 1 @B JDK. CHmwkenue
CMEPTHOCTH OT BCEX MMPUYUH HE JIOCTUIJVIO CTAaTUCTUYECKOW 3HAYUMOCTH IO CPaBHEHUIO C
iane6o (abconroTHOE CHIKEeHHE 2,3 %).

BbIsiBIIEHO CHIKEHHE CIydyaeB BHE3AMHOM CMEPTH y MAIMEHTOB, MOJYYaBIIWX HEOUBOJIOI, IO
cpaBHeHuto ¢ 1iarne6o (4,1 % u 6,6 %, COOTBETCTBEHHO, CHM)KEHHE OTHOCHUTEIBHOTO PHCKA
coctaBmio 38 %).

DkcnepuMeHTHI IN VItr0 u iN VIVO Ha >KMBOTHBIX IOKa3ajid, YTO HEOMBOJION HE o0Jiajact
BHYTpPEHHEH CHMIATOMUMETHYECKOW aKTUBHOCTBIO U MEMOpaHOCTaOMIH3UpPYIOUUM 3 dhekToM
B (hapMaKOJIOTUYECKUX J103aX.

Y  3700pOBBIX JTOOPOBOJIBIICB HEOWBOJION HE OKa3bIBACT CYIIECTBEHHOTO BIUSHHUS HA
MEPEHOCUMOCTh (PU3HUECKUX HATPY30K.

Hmeromyecs: TOKIMHUYECKWE U KIMHUYECKHWE JAHHBIE HE BBIIBUIM HETaTUBHOTO BIUSHUS
HEOHMBOJIOJIA HAa SPEKTIIIbHYIO (DYHKIUIO y MAIMEHTOB C apTePHAIbHOM TUIIEPTEH3HEH.

5.2. ®apMakoKHHeTHYeCKHEe CBOICTBA

AOGcopouus

[Tocne mpueMa BHYTph HEOMBOJION OBICTPO BcachiBaeTcs. [Ipuem muiy He OKa3bIBA€T BIUSHUS
Ha abcopOuuio, MOITOMY HEOMBOIION MOXHO NPUHMMATh HE3aBHUCHMO OT MpHeMa MUIIH.
bruopoctynHocTh HEOMBOJIOIA TTOCIIE TIPUEMa BHYTPb COCTaBIsET B cpeaHeM 12 % y manueHToB
C «OBICTpBIM» MeTa00MM3MOM (A(PPEKT «IEepBOro MPOXOKACHHSI») U OBIBAET MOUYTH TOJHOH Y
MAIUEHTOB C «MEJJICHHBIM» METa00IH3MOM.

Pacnpenenenue

B mmasme kpoBm o00a »HaHTHOMEpa HEOHMBOJIONA IPEHMYIIECTBEHHO CBS3BIBAIOTCSA C
anp0ymuHOM. CBsi3pIBaHME ¢ O€NIKaMU I1a3Mbl KPOBH cocTaBisieT st D-nebuBonona — 98,1 %,
st L-aebusomona — 97,9 %.

BI/IOTDaHC(bODMaHI/IH

HeGuBononm  akTMBHO  METAa0OMM3MPYETCS, YAaCTUYHO C  OOpa3oBaHMEM  aKTUBHBIX
TUAPOKCUMETA0OIUTOB TIYTEM AaIMKINYECKOTO W apOMaTUYeCKOr0 THUIPOKCUIMPOBAHMUSI,
gactuyHOro N-Ie3alKHIMpPOBaHUS W TIIIOKYPOHUPOBAHUS, KpOME TOro, 0Opa3yroTcs
TIIIOKYPOHHUIBI TUAPOKCUMETA00IUTOB. B paBHOBECHOM COCTOSHUM M TIPU OJMHAKOBBIX J03aX
MaKCHUMaJIbHasi KOHIIEHTPAIMs HEM3MEHEHHOTO HEOWBOJIONA B TUIa3Me KPOBHU Y TMAI[UEHTOB C

«MEJIJICHHBIM» METa0O0JM3MOM MpUOIM3UTENbHO B 23 pa3a BbIlIEe, YeM Yy MalMEeHTOB C
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«ObICTpBIM»  MeTabomm3mMoM. [lpu  coBMecTHOM NE:ME&TE%H 1]1_3MéH Hﬁoro

HEOMBOJIOJIa M €r0 aKTHBHBIX METAa0OJIMTOB B IUIa3ME€ KPOBU pa3Uuie B MaKCHMAJIbHBIX
KOHIIGHTPALUSAX MEXKIy «OBICTPBIMHU» U «MEUJICHHBIMH» MeTa0O0Iu3aTOpaMU COCTaBIIAET
1,3-1,4 paza. C yueToM pas3nuuuii B CKOpPOCTH MeTabojiu3Ma, 1032 HEeOMBOJIOJIA JOJKHA
non0upaTbCcsd HWHAMBUAYAIbHO: Yy TMAlMEHTOB C «MEJICHHBIM» METaboIM3MOM MOTYT
NPUMEHATHCS 00JIee HU3KUE JT03BI.

DJIMMHUHALMS

Yepes Hemento nocie npuMeHeHus: HeOruBoiona 38 % 1036l BEIBOAUTCS Moukamu, 48 % — dyepes
KULIeYHUK. BbIBeieHne HEeM3MEHEeHHOTro HeOUBOIIOJIa Yyepe3 Mouku coctabisieT MeHee 0,5 % ot
JI03bI TIpenaparta, npuHAToro BHyTpb. [lepuon nomyseiBenenus (T1/2) y ManueHToOB ¢ «OBICTPBIMY)
METa0O0IM3MOM: THIPOKCUMETA00IUTOB — 24 4, JHAHTHOMEPOB HeOuBosona — 10 4; y manueHToB
C «MEJICHHBIM» METa0O0JM3MOM: THIPOKCUMETA0O0IUTOB — 48 4, SHAHTHOMEPOB HEOMBOJIONIA —
30-50 4. VYV panMeHTOB C  «OBICTpHIM»  METa0OJM3MOM  IUIa3MEHHBI  ypOBEHb
RSSS-snanTnomMepoB  (L-HeOuBOsONa) Heckonbko  Bhimie, YeM SRRR-aHanTHOMepoB
(D-nHeOuBoMOa). Y MAIMEHTOB C «MEJICHHBIMY METa00JIM3MOM 3Ta pa3HHMILA eIie OOJIbIIE.
PaBHOBecHasi KOHIEHTpanusi HEOWBOJIOJIA B IUIa3ME€ KPOBH Yy OOJBIIMHCTBA IALIMEHTOB C
«OBICTPBIM» META0OIM3MOM JOCTUTAETCA B TeUeHHe 24 4, a Ui TUAPOKCUMETAa00IUTOB — Yepe3
HECKOJIBKO CYTOK. Ilma3MeHHble KOHIIEHTpaluK MPONOPLUUOHANBHBI f03aM oT 1 mr go 30 wr.

Bospact nanuenTa He BiuseT Ha (hapMaKOKMHETHKY Tperapara.

6. ®PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJILHBIX BelIECTB
[lemtroi03a MUKPOKPUCTAIUTHYECKAS

Kpaxman KyKypy3HBII IpeKenaTnHU3NPOBAHHBIH
beranekc

KpocnoBunon

Marnus creapat

KpeMH#Ust THOKCHT KOJITOUIHBINA

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHUs1)

3 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH PU XPAHEHUH

B 3ammméraHoM oT cBeTa MecTe pu Temrneparype He Boime 25 °C.
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6.5. XapakTep u cojep:kaHue NEPBUYHOH YNIAKOBKHU

[To 10 wmu 14 TabmeTok B KOHTYPHOW SYEWKOBOW YIMAKOBKE, COCTOSIIEH W3 IUICHKU
nonuBuHUIXI0pUIHOK ([IBX) 1 honbru anroMuHnEeBON EYaTHOMN JIAKUPOBAHHOM.

ITo 1, 2, 3 unu 4 KOHTYpHBIE SYEHKOBBIE YIIAKOBKH BMECTE C MHCTPYKIIMEH MO MEIUIIMHCKOMY
MIPUMEHEHHUIO MIOMELIAIOT B IMAYKY KAPTOHHYIO.

6.6. OcoOble Mepbl  NPeIOCTOPOKHOCTH  NPH  YHUUYTOKEHHM  HMCIOJIH30BAHHOIO
JICKapCTBEHHOI'0 Npenapara WM 0TX010B, OJYy4YeHHbIX I0c/e IPUMEHEeHHs Npenapara, u
APyrue MaAaHMILYJISIUM € IPenapaToM

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «M3Bapuno dapmay, Poccus

108817, r. MockBa, kM BHykoBckoe mocce 5-if (. Buykosckoe), neia. 1, crp. 1
Tenedon: +7 (495) 232-56-55;

®daxkc: +7 (495) 232-56-54.

OnekrponHas noura: info@izvarino-pharma.ru

7.1. IlpeacraBuTe b Jep:KaTesisl PeriCTPALMOHHOIO Y10CTOBEPeHU

[Iperen3uu norpedbuTee HAOPABIATE 110 aIPECY:

Poccuiickas ®@enepanus

00O «M3Bapuno @apma», Poccus

108817, r. MockBa, kM BHykoBckoe mocce 5-it (. Buykosckoe), nena. 1, ctp. 1
Tenedon: +7 (495) 232-56-55;

®akc: +7 (495) 232-56-54.

OnektponHas nouta: info@izvarino-pharma.ru
8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. IATA NEPBUYHOW PETMCTPAIIMM (IMOATBEPXKJIEHWS PETHUCTPAIIUM,
HEPEPETUCTPALINN)

JlaTa niepBoi perucTpanuu.

10. JATA IIEPECMOTPA TEKCTA
OOmast  XapakTepuCTHKa  JIeKapCTBEHHOro  mpemapara  HeOuBonon — jgoctynmHa — Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro sKOHOMHYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHUKAIIMOHHOH cetn «uaTepHe» https://eec.eaeunion.org
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