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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFG TIPEITAPATA "0

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

HeObusosoi, 5 Mr, TabJIeTKH.

2. KAUECTBEHHBIA U KOJJMYECTBEHHBIN COCTAB
JeiicTByroliee BEIecTBO: HEOUBOJIOI.
Kaxnas Tabnerka cogepxut 5,00 Mmr HeOnBoII0/1a (B BUIe HAa HEOMBOJIOIA THAPOXIOPH/IA).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku.

Tabnerku KpyrioH, ABOSKOBBITYKION (OpMBI OT 6€10ro 10 Oeoro ¢ KeJITOBAThIM OTTEHKOM
IBETa, C KPECTOOOPA3HOM PUCKON Ha OHOM CTOPOHE.

Jlunus paznoma (pucka) He MpeIHa3HAYEHA JIIsl pa3IaMbIBaHUS TAOIETKH.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3aHus K NPMMEHEHUI0
Heb6uBoson nokaszaH Kk IpUMEHEHHUIO Y B3pOCIbIX B Bo3pacTe oT 18 ser:
— AprepuanbHas TUIIEPTEH3US;
— CralunbHas XpoHHMYECKas cepjieyHas HeIOCTaTOYHOCTh JIETKOM M CpeaHed CTeneHu
TSOKECTH (B cOCTaBE KOMOMHHUPOBAHHOM TepaIrun) y MaueHToB crapiie 70 jer.
4.2. PexuM 103MPOBAHUSA H CTIOCOO MPUMEHEHH

PexxuM 103upoBaHus

Apmepuanvnas eunepmensusi

Cpennsist cyrouHas j03a JUIsl JIEUEHHs] apTepUaIbHOW TMIEpTEeH3Uu cocTaBiseT 5 Mr 1 pas B
cytku (1 Tabierka). AHTUTHIIEPTEH3UBHBIN 3 ¢deKT pa3BuBaercs uepe3 1—2 Henenu, B psje
CIy4aeB ONTHUMAalbHBIN 3¢ dekT mocturaercs numb cnycts 4 Heaenu. HeOuBomon MOXHO
NPUMEHSTh KaK B MOHOTEpanmuM, TaKk W B KOMOWHAIIMU C JPYTUMH TUNOTEH3UBHBIMU
cpeactBamMu. Jlo cux mop JOMONHUTEIbHBIA aHTUTHUIEPTEH3UBHBIN 3 deKT HabmoaaICcs TOIBKO
pU KOMOMHAIUK HeOMBoJIoMa 5 Mr ¢ 12,5-25 Mr ruipoxaopoTHasua.

Xponuueckas cepoeunas HedOCMAamoyHoOCmy

JleueHue cTaOMIIBHOIN XpOHUYECKOH cepreunoit HenoctarounocTd (XCH) MomKHO HAUMHATBCS C
MOCTENIEHHOW TUTpalMMu J03bl HEOMBOJIOJIA IO JOCTHKEHUS WHAWBHIYaJbHOM ONTHUMalbHON

nojepKuBaroie 10361, Y manueHToB ¢ XCH B Hauane yedeHuss HEOMBOJIOJIOM HE JIOIKHO
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IOJDKEH UMETh JOCTAaTOYHBIN OIIBIT JedeHus marnueHToB ¢ XCH.

VY nanueHToB, MNONYYarOIIMX TEpPaNUl0 CEPACYHO-COCYIUCTBIMU IIpernapaTamMH, BKIIIOYas
TUYPETUKH, W/WIA JUTOKCHUH, W/WIM WHTHOUTOPHl aHTMOTEH3MHIIPEBpallaouero GepMenrta
(ATI®), w/mau aHTArOHMCTHI PELENTOPOB aHrvoTeH3uHa |, onmTHUManbHbBIE 03Bl JAHHBIX
JICKapCTBEHHBIX MPETapaToB JOJKHBI ObITh MM000paHbI B TEUEHHE 2 HENleNb JI0 Havyajla Teparnuu
HEOMBOJIOJIOM.

B nauvane nedeHus mnonbop 1103kl HEOHBOJIOJNA HEOOXOAMMO OCYIIECTBISATh MEIJIEHHO, C
UHTEpBAJIOM OT 1 40 2 Hedenb MEXAY KaXAbIM TOCIEAYIOIINM YBEJIMYEHUEM 03Bl B
3aBHCUMOCTH OT TEPEHOCHMOCTH TAalMEHTOM KakaoW 103bl. Ilogbop 1103bI HEOOXOIUMO
OCYILECTBIIATh 10 CIENYIOIIEH cxeme: 103a, cocTaBisromas 1,25 mr nebusonona (74 TabiaeTkn)
1 pa3 B cyTkH, MOXET OBITh yBeTHYeHa /10 2,5—5 mr HebuBomona (2 Tabnetku umu 1 tabnerka)
OJIMH pa3 B CYTKH, a 3aTeM — 10 10 mr HeObuBomnona (2 Tabnetku) 1 pa3 B CyTKH.

MaxkcumanbHas cyTouHas 103a cocrapiser 10 mr HeOuBoIONA.

B Hauvane nedeHus W OpU KaxaAOM IOCIEAYIOIIEM YBEJIWYEHHUU J103bl MALMEHTY CIeAyeT He
MeHee 2 4acoB HaXOJUTHCS IMOJA HAOMIOJEHHEM Bpaua, YTOOBl YOENUTHCS, YTO KIMHHYECKOE
COCTOSIHHE OCTaeTCsl CTabMIbHBIM (0COOEHHO apTepuanbHoe naieHue (AJl), yactora cepaeyHo-
cocymuctbix cokpaienuit (YCC), OTCYTCTBYIOT HApyHICHHS MPOBOJUMOCTH W CHMIITOMBI
nexommencanuun XCH).

W3-3a BO3HHMKHOBEHHS MOOOYHBIX OS()PEeKTOB He BceM NaIMEHTaM YAAaeTcs JOCTUYb
MaKCUMaJIbHONH PEKOMEHJIOBaHHOM 036l HeOMBooa. [Ipy HE0OX0AUMOCTH yXkKe TOCTUTHYTYIO
7103y MOKHO CTYIIEHYaTO CHU3UTH M, TI0O BO3MOXXHOCTH, BHOBb K HEIl BEPHYTHCSI.

B mepuon TtHTpoBaHWS 03Bl HeOMBONONA B ciydae yxyameHus tedeHus XCH wmm mpu
HEMEepeHOCUMOCTH TpenapaTa pPEeKOMEHJyeTCsl CHayajga CHHM3UTh 103y HeOWBOJIONIA WM, MpHU
HE00X0UMOCTH (TIpU TOSABICHUM TSDKEIOW apTepHalbHOW TMIIOTOHUM, NPOrPECCUPOBAHUU
CUMITOMOB CEpJICYHON HEJIOCTATOYHOCTU C Pa3BUTHEM OCTPOTO OTEKa JIETKUX, KapJUOT€HHOIO
II0Ka, CUMIITOMHOM OpajMKapIuy WA aTPUOBEHTPUKYIsIpHOI (AB) 6110Kab1), HEMEIJICHHO €ro
OTMEHUTb.

Jleuenue HeOuBooaoM ctabunsHoi XCH siBisieTcs, Kak MpaBUiIo, IITUTEIbHBIM.

He pexomennyercs pe3kas OTMEHa Tepalmuu HEOMBOJOJIOM, TaK KaK ATO MOXKET MPHUBECTH K
YXYALIEHUIO TEYEHUs CeplIedHON HejocTtaTouyHocTU. Ecinu oTMeHa mpemnapata HeoOXoauma, TO

A03Yy CICAYCT CHUIKATDH IIO2TAIIHO, YMCHbBIIIAA €€ B JIBa pa3a C UHTCPBAJIOM B OJJHY HECICIIIO.
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Oco0nie T'pYHOIIbI TAaMEHTOB

Habﬂ/leHn’lbl C NOYEYHOU HedOCMAMOYHOCbIO

Apmepuajsza;l cunepmens3us

PexomeHn0BaHHAs HavaibHasl J103a y MAIMEHTOB C IMOYEYHOH HEJOCTATOYHOCTHIO COCTABIISCT
2,5 mr nebuBojona (Y2 Tabmetku) B cyTku. [Ipm HE0oOXOIUMOCTH CYTOYHYIO /103y MOKHO
yBENMUYUTH 10 5 Mr (1 TabieTka OJHOKPATHO).

XpoHuueckas cepdelmaﬂ He0OCmMaAmo4YHOCHb

CrienanbHOW KOPPEKIUH JI03bl Y MAI[MEHTOB C TOYEYHOW HEIOCTATOYHOCTHIO JIETKOH U
YMEPEHHON  CTelmeHH  TsHKeCTH  (CKOpPOCTh  KiayOoukoBoit  ¢unbrpanuun  (CK®D)
89-30 mn/mun/1,73M? muomanu IOBEPXHOCTH Teja) He TpeOyeTcsd, Tak KAaK THTPALUS 0
MaKCHUMaJIbHOH TEPEeHOCHMOI 03Bl OCYIIECTBISICTCS WHIMBUAYalbHO. OmbITa TpUMEHEHHUS
npenapara y TaIlMeHTOB C IOYEYHOH HEJIOCTATOYHOCTBIO TSDKEJIOM CTEIEeHU TKECTH
(CK® < 30 wmm/mmn/1,73M? mmomanam TOBEpXHOCTH Tena) HeT. I1109TOMy NpHMeHeHHe
HEOMBOJIOJIA Y 3TUX MAIIMEHTOB HE PEKOMEHYETCS.

Tayuenmoi ¢ neueHOYHOU HEOOCMAMOYHOCBIO

ADmeDMa]leClﬂ cunepmen3us

JlaHHble O MpUMEHEHMM HEOMBOJOJNA Yy MAIMEHTOB C IEYEHOYHOH HEeIOCTaTOYHOCTHIO WIIU
HapymeHneM (QYHKIUM TiedeHH orpaHudeHbl. [losToMy npuMeHeHHe HeOHMBOJIONA Y JTHX
IIALEHTOB IIPOTUBOIIOKA3aHO.

XDOHM'{€CKCI}Z Cepdelmaﬂ He0oCmamo4yHoCmy

JlaHHble O MpHUMEHEHMM HEOHMBOJOJA Yy MAIMEHTOB C MEYEHOYHOH HEeIOCTaTOYHOCTBHIO WU
HapylIeHHeM (QYHKIMM Te4YeHH orpaHuyeHsl. [loaToMy npuMmeHeHune HeOMBOJIONA Yy 3THUX
MAlEHTOB ITPOTUBOIIOKA3aHO.

Tlayuenmur nodwcunozo 6ospacma

ADmeDMaJZbHCl}Z cunepmen3us

VY nmanueHToB cTapie 65 eT peKOMeHI0BaHHasl HauajdbHas J103a COCTaBIsieT 2,5 MI HEOUBOJIOIIA
(Y2 Tabnetkn) exemHeBHO. I[Ipm HEOOXOTUMOCTH 7032 MOXKET OBITH YBEIWYEHA JI0 5 MT
HebuBonona (1 Tabnerka). OgHaKO, yUUTHIBasi HEIOCTATOUHBIN OMBIT MIPUMEHEHUs HEOHBOIIONA
y TAIMEHTOB cTapliie 75 IeT, clelyeT MpOSBISATh OCTOPOKHOCTh U MPOBOAHTH TIIATEIHHOE
o0clief0BaHNE TaAKUX MAIlHEHTOB.

Xponuueckas C@DOQUHG}Z He0oCmamo4yHoOCb

CriennanbHOW KOPPEKLUMHU J03bl Yy JAaHHOM BO3PAacCTHOM KaTeropuum He TpeOyercs, Tak Kak
TATpaLUs 10 MAKCUMAJIBbHON NIEPEHOCUMON J03bI OCYILECTBIIAECTCS UHAUBULYAIBHO.
Jns obecrieueHusl yKa3aHHOTO BBIIIE PEXUMa TO3UPOBAHUS MPH HEOOXOAUMOCTH MPUMEHEHUS

HeOuBojona B Jjo3e 1,25 wMr crmeayeT HasHauyaThb Ipenaparbl  HeOHBOJIONA  JIPYTUX
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«TabJIETKH 5 MI» C KpeCTOOOPa3HOM PUCKOM.

CTHU
bezonacHocTh U 3(pPeKTUBHOCT, MPUMEHEHHs Mpernapara y jAeTeid B Bo3pacTe A0 18 ner He
yCTaHOBJIEHBI. JlaHHbIE OTCYTCTBYIOT.

Cnooco0 npuMeHeHus

HebOuBonon nmpuHUMAOT BHYTPb, OJWH pa3 B CYTKH, JKEJIATEIBHO B OJHO U TO K€ BpeM,
HE3aBHCHMO OT BPEMEHHU IpHeMa MUY, 3a1Basi TOCTATOYHBIM KOJMYECTBOM YKHJIKOCTH.
4.3. TIpoTruBONMOKa3aHUS

— I'unep4yBCTBUTEIBHOCTh K HEOMBOJIONY WJIHM K JIOOOMY M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1;

— Ileyenounass nemocrarounocth (kmacc B u C mo kmaccudukammu Yaitng-I1sio) wim
HapylIeHus pyHKIUY IEYEeHH;

— Ocrtpast cepaeyHasl HEIOCTaTOYHOCTh; KApAMOTEHHBIH IIOK; XPOHUYECKas CepAcdHast
HEIOCTaTOYHOCTh B CTaJMH JIEKOMIICHCAIMH (TpeOyromas BHYTPHBEHHOTO BBEICHHS
mpenapaToB, 00J1a/1al0IIUX MMOJI0KUTEIEHBIM HHOTPOITHBIM JICHCTBUEM);

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

— CunzapoM c1aboCcTH CHHYCOBOTO y371a, BKIIIOYasi CHHOAYPUKYISIPHYIO OJI0Kay;

—  ATpHUOBEHTpPUKYJISIpHAs (AB) Os0Kana I U I CTENEHU (Oe3
ANEKTPOKAPAUOCTUMYIISITOPA);

—  bpaguxapnus (UYCC menee 60 ya/MuH 10 Hadaja Tepanum);

— Heneuennas  ¢geoxpomonuma  (0e3  OJHOBPEMEHHOIO  NpUMEHEHUs  aibQa-
aJpEeHOOIOKATOPOB);

— MeTtaboanuecKkuii auaos;

— bponxocna3m u OpoHXxHanbHAas acCTMa B aHAMHE3E;

—  Tspkenbie HapymeHus TepudepruuecKoro KpoOBOOOPAICHNUS;

—  OnHoBpeMeHHBIH preM ¢ GaokTadheHuHOM, cyabTonpuaoM (cm. pasaen 4.5);

— Bo3spact no 18 ner (3dpdexTuBHOCTs M 0€30MaCHOCTh B 3TOW BO3PACTHOW TpyIIe He
U3Y4YEHBI);

— Ilepuon rpyHOTO BCKApMIIMBAHUSI.

4.4. Oco0Oble ykazaHUsl U Mepbl IPEAOCTOPOKHOCTH NPH MPUMeEHEHUHU

C 0CTOPO’KHOCTBLIO

— Tloueynas HemocTaTodHOCTh Tsikenoi cremenn (CK® < 30 mu/mmn/1,73 M? mmomanm
MOBEPXHOCTH TeNa);

— caxapHbIi qualeT;
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— runepyHKIUS IMUTOBUIHON JKeJe3bl;

— ajulepruyeckue 3a0oyieBaHUs B aHaMHe3€e, IICOpHas;

— XpOHHYECKasi OOCTPYKTUBHAs OOJIC3Hb JIETKHUX;

— obnuTepupyroue 3a00JIeBaHuUs TEPUPEPUICCKUX COCYAOB (TIEPEMEKAIOIIASCS XPOMOTA,
cuHApoMm PeiiHo);

— aTpHOBEHTPUKYJspHas O6mokana | creneny;

— creHokapaus [Tpunimerana;

— BO3pacTt crapuie 75 JeT;

— apTepualibHas TUTIOTCH3HSI,

— (¢eoxpomoruToMa (TIpu OJTHOBPEMEHHOM NMPUMEHEHUH alib(a-aapeHOO0TI0KATOPOB);

— XUpYprHYECKHe BMEUIATEIbCTBA U OOIIasi aHECTE3H S,

— TPOBEICHHE ACCEHCHOMITM3UPYIONIEH Teparuy;

— OepeMEHHOCTb.

Oco0ble yKa3auus

Ilpexpawenue mepanuu unu « CUHOPOM OMMEHbLY

He cnenyet pe3ko mpepbIBaTh JieueHHe HEOWBOIONIOM 0Oe3 KpaitHeil HeoOxomumoctu. Crenyer
co0iroaaTh 0COO0YI0 OCTOPOKHOCTh MTPU HEOOXOAMMOCTH MPEKPAILEHUS TePANUU Y MallueHTOB C
uiremudeckoit  6onesnpto  cepana (MBC), T.k. o0OTMeYanoch YTSDKEICHHE MPHCTYIIOB
CTCHOKapIuH, pa3BUTHE WH(ApKTa MHOKapJa M BO3HUKHOBEHHUE >KEIYIOYKOBBIX APUTMUU Y
naiueHToB ¢ MBC mpu BHe3amHOM mpekpaiieHuu npuema Oerta-aapeHoOiokaropos. Ecnu
IpeKpalleHne JIe4eHuss HeoOXOaUMO, TO /103y HeOMBoJIosla CelyeT CHUXAaThb IOCTENEHHO B
TedeHue 1-2 Henenb. B ciiydae 3HAYUTENBHOTO YTSXKEIEHMSI CTEHOKapIWU WIM Pa3BUTHUS
OCTPOT0 KOPOHAPHOTO CUHpPOMA CIIeAYeT BPEMEHHO BO30OHOBUTH IPUEM HEOMBOJIOIA.
3abonesanus cepoeurHo-cocyoucmou cucmembl

Kontpons A/l u HCC B Havasie npuema npenapara JODKEH ObITh exxeaHeBHbIM. Kak u npyrue
OeTa-aipeHOOTIOKAaTOPhl, HEOWBOJIOI MOXET BBI3BIBATH yJJIMHEHHWE UWHTepBata PQ Ha
anextpokapauorpamme (DKI'). CreayeT ¢ OCTOPOKHOCTHIO MPUMEHSTH HEOUBOJION Y MAIHCHTOB
C aTPUOBEHTPHUKYJSApHOM Osokanoil | cTemeHu, HapylmleHUSMH MPOBOJUMOCTH —Cepla,
CHUHKOIIAJIbHBIMU COCTOSHUSIMM B aHamMHe3e. OJHOBpeMEHHOE INpUMEHEHHEe HeOuBosioNa ¢
JIEKapCTBEHHBIMU TIpETapaTaMu, CIOCOOHBIMH yIauHATE wHTepBan PQ nHa OKI, BO3MOXHO
TOJIBKO B TOM CIJIy4ae, €clid 0KHJaeMasi 1oJib3a JUIsl MalMeHTa NepeBEelIMBAeT BOZMOXKHBIN PUCK
pa3BUTHUS WIH YTSDKEICHUS HApYLIEHUI IPOBOJIUMOCTH CepaLa.

Basocnacmuueckas cmenokapous (cmenoxapous Ilpunymemana)

HecenexktuBHble OeTa-apeHOOJOKATOPEl MOTYT YBEJIWYHBATh YaCTOTY U IPOAOKUTEIHLHOCTH

AQHTMHO3HBIX TPHUCTYIOB Yy TAlEHTOB C Ba30CIMACTUYECKOM CTEHOKapaAueW (cTeHokapaueit

5
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KopoHapHOH aptepuu. KapaunocenekTuBHble Oeral-aapeHOOIOKATOPHI MPHU Ba30CMACTHYECKON
CTEHOKapJUH CIEAYET IPUMEHSATH C OCTOPOKHOCTHIO.

bpaouxapous

bera-agpeHobaokaTopbl MOTYT BhI3bIBaTh Opaaukapauto. [Ipu ypexxennn YCC B mokoe mMeHee
50-55 ya/mMuH cnenyeT YMEHBIIUTh 103y WIH MPEKPATHTh MPUEM HEOHUBOJIOIIA.

3abonesanus nepugepuieckux cocyoos

OcTOopoKHOCTh HEOOXOAMMa NpU MPUMEHEHWH HEOMBOJIONA Yy MAIlMeHTOB C 3a00JeBaHUSMU
nepudeprudeckux cocyqoB (B TOM uucie ¢ cuHapomoMm PeliHo), mnockonbky Oera-
aIpeHOOIOKATOPBI MOTYT YCUJIMBATH CUMIITOMBI apTepUAIbHOM HETOCTaTOYHOCTH.
Jexomnencuposannas XCH

bera-anpeHo610kaTopbl HE AOKHBI IPUMEHATHCS MpH AekomiieHcupoBanHoit XCH mo tex mop,
MOKAa COCTOSIHUE TalMeHTa He cTabunusupyercs. HeOMBOIOMI MOXHO MPUMEHSThH ISl Tepanuu
crabunpHoi XCH nerkoil u cpenHed CTENeHW TSHKECTH OJHOBPEMEHHO C THA3UIHBIMU
JUypeTUKAaMH, JUTOKCUHOM, uHrubutopamu All® wunm  aHTaroHUCTaMH  pELIENTOPOB
anruorensuHa Il (APA 1I).

Xponuueckasn oocmpykmuenas 6one3us neckux (XObJI)

[TaruenTam ¢ OpOHXOCTIACTUYECKMMH 3a00JIEBaHUSIMM MO>KHO Ha3Ha4aTh KapAHOCEIEKTHBHbBIE
Oerai-agpeHOOIIOKATOPEl B CIy4ae HEMEePeHOCUMOCTH W/Win  Hed(pPEeKTHBHOCTH APYTHX
TUTMIOTEH3UBHBIX CPE/ICTB.

bera-agpeHo6iokaTophl cienyeT NpUMEHSTh ¢ OCTOPOXKHOCTBIO Yy MAIUEHTOB C XPOHUYECKOH
00CTPYKTUBHOMN OOJIE3HBIO JIETKUX, TOCKOJIBKY MOKET YCHIIUThCA OpoHXocma3M. Y MalleHTOB ¢
MPEAPACIIONOKEHHOCTRI0O K OpoHXOCMa3sMy TIpu TmpuemMe 0era-aapeHOO0JOKaTOPOB MOKET
pa3BUTbCA OJIBIIIKA B pe3yJabTaTe IMOBBIIIEHUS COMPOTUBICHUS JBIXaTENbHBIX MyTEH.
Heobxonumo TmiarenbHoe HaOMIOJEHUE 3a TaKMMM [MAalMEHTaMH B Hadaje JICYEHUS U IpH
YBEJIMYEHUH J03bl MpEnapaToB, a TaKXKe CHIKEHUE J03bl HEOMBOJIOJIA TIPU MOSIBICHUU
HavyaJbHBIX NPU3HAKOB OpoHxocma3ma. Ilepen Hayanom jedeHHs PEKOMEHIYeTCs MPOBOJIUTH
UCClieIoBaHME (DYHKUMHU BHEIIHEro [bIXaHWS Yy TMAalUeHTOB C HaJMYueM B aHaMHe3e
OpOHXOJIETOYHBIX 3200JI€BaHUH.

VY xypusnbmukoB 3 PeKTUBHOCTH OeTa-aJpeHO0TI0KATOPOB HIKE, UYEM Y HEKYPSILIUX.

Caxapmubiii ouabem

HebuBonon He BIUseT Ha KOHUEHTPAIMIO TIFOKO3bI B TIa3Me KPOBU y MAIIMEHTOB C CaxapHbIM
nuabetoM. Tem He MeHee, cleayeT cOOMOAATh OCTOPOKHOCTH NPH JICYEHUH 3THX MAIMEeHTOB,

IMOCKOJIBKY HEOUBOJIOJI MOJMKET MAaCKUpPOBaTb OINPCACICHHLIC CHUMIITOMBI THIIOTTIMKCMUHN
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BHYTPb U HHCYJIMHA.
VY manueHToB ¢ JAOUJIBHBIM TEUCHHEM CaxapHOro AuadeTa W HAIUYHEM B aHaMHE3€ AIHM30]I0B
CIIOHTAHHOM THUMOMNIMKEMHH MpHUMEHEHHE OeTa-aJpeHOO0I0KAaTOPOB MOKET TMPUBECTH K
VXYALIEHUIO KOHTPOJIS TJIMKEMUU M YBEJIMYEHHUIO BpPEMEHU BOCCTAHOBJICHHUS IIOCIIE
TUIOTTIMKEMHUH. B TakoM citydae MOXeT moTpeboBaThCs KOPPEKIUS 103l THIIOTIMKEMHYECKUX
CPEICTB JJIsl IpreMa BHYTpb W MHCYIWHA. Takol 3¢(eKkT 0ObIYHO BO3HUKAT Ha (POHE JICUCHUS
HECEJIGKTUBHBIMU  0OeTa-ajpeHoOIoKaTOpaMid W MEHee BEpOATeH TMpu  [PUMEHEHUU
KapJIMOCEJICKTUBHBIX 0eTa1-aJpeH00I0KaTOPOB (TaKuX, Kak HEOUBOJION).

Tupeomokcukos

[lpy runepdyHKIMK OIMTOBUAHOW JKeJle3bl OeTa-aJpeHOoOJOKATOphl MOTYT MAacKHpOBAaTh
TaXUKapJIWI0 M YMEHBIIATh BBIPAKEHHOCTh CHMITOMOB THPEOTOKCHKO3a. Pe3kas oTMeHa
mpermapaTa  MOXET  BbI3BaThb  OOOCTpPEHHME CHMIITOMOB  3a0OJieBaHUSI U pa3BUTHE
TUPEOTOKCHYECKOTO KpHU3a.

Deoxpomoyumoma

[Taruentam ¢ (HeoXpoMOIMTOMON /10 Hauyajga MPUMEHEHHs Io0oro OeTa-aapeHoOoKaTopa
(B T.4. HEOMBOJIOJIA) HEOOXOIMMO HA3HAYUTH alb(a-aapeHo0I0KaTOpP.

Obwue xupypeuveckue mMewamenbcmsea u 00uas anecmesus

[Ipy HEOOXOTUMOCTH TPOBEACHUS XUPYPIHYECKHX BMEIIATEIbCTB CIEAYeT MPenylnpeanTh
Bpaua-aHecTe3Mojora O TOM, YTO NAIMeHT MpUHUMaeT OeTa-aJpeHoOIOKATOPl (PUCK
JIEKapCTBEHHBIX B3aMMOJICHCTBHUI C pa3BUTHEM OpaguapUTMUN M apTepUATbHON THUIIOTCH3HH).
Ha ¢one npuema HeOMBOIONA ClIEAYeT C OCTOPOKHOCTHIO MPUMEHATH CPENCTBA IS HApKO3a,
YTHETAIONME COKPATUMOCTh MHOKapaa. s oOmiell aHecTe3nmn PEeKOMEHIyeTCsl NMpHMEHEHHE
MpenapaToB ¢ MUHUMAIBHO OTPHUIATEIbHBIM HHOTPOITHBIM JICHCTBHEM.

Pexomennyercst 0e3 sBHOH HEOOXOJUMOCTH HE IIpeKpallaTe @pueM HeOuBojojla B
nepuonepauoHHoM  nepuoje (T.K. Oyokamga OeTa-aApeHOOJIOKATOPOB  CHIDKAET — PHUCK
BO3HMUKHOBEHHUS apUTMHH BO BpeMsi BBOJHOTO HapKo3a M HWHTyOanuu Tpaxew). B ciydae
HEOOXOJUMOCTH TIPEPhIBaHUS JIEUCHHs] HEOMBOJOIOM TMeEpe] MPOBEACHUEM XUPYPTUUYECKOTO
BMeEIIaTeNIhCTBA Mpernapar cieyeT OTMEHUTh He MeHee ueM 3a 24 4 70 omeparuu.

Peaxyuu nosviuwennou uyscmeumenbHocmu

bera-agpeHOOIOKaTOPEI MOTYT TOBBICUTh UYYBCTBHTENBHOCTh K aJJIepreHaM U TSHKECTh
aHaQUITAKTUYECKUX PEaKIHi/peakiuii THIMepYyBCTBUTEIHHOCTU. lIpuMeHeHue OOBIYHBIX
TepaneBTUUYECKUX 103 dnuHedpuHa (ajpeHannHa) Ha (oHe mpreMa OeTa-aIpeHO0I0KaTOpOB HE
BCerJa NPHUBOJWT K JOCTIDKCHHIO KelaeMoro KiuHudeckoro sddekxra. Takum obpazom,

HE00X0UMO COOJI0/IaTh OCTOPOXKHOCTH IPU Ha3HAUEHUU OeTa-apeH00I0KaTOPOB MallMeHTaM C
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JECCHCUOMITH3AINH.

Iicopuasz

[Ipu pemennu Bompoca O NPUMEHEHUH HEOWBOJIONIA Yy MAlMEHTOB C IICOPUA30M ClIeyeT
THIATEIFHO COOTHECTH MPEANoIaraeMyro Mojb3y OT MPUMEHEHHUS MpernapaTa 1 BO3MOXKHBIN PUCK
000CTpeHUs! TEUCHHS TICOpUa3a.

Konumaxmmuule nunzvl

[TarueHTHl, MONB3YIOUIMECS KOHTAKTHBIMM JIMH3aMHU, MOJKHBI YYUTHIBaTh, 4TO Ha (QoHe
NpUMEHEHUs OeTa-apeH00I0KaTOPOB BO3MOXKHO CHUYKEHHUE MPOIYKIIMH CIE3HOM KUJKOCTH.
4.5. BzaumojeiicTBHe ¢ JPYrHMH JIeKAPCTBEHHbIMH HNpenaparaMu W [pyrue BHJbI
B3aUMO/IelCTBUS

dapMakoJHHAMHYSCKHE B3aUMOACHCTBUS

HpomueonochaHHble KOM6Z/IHCZZ/;MM

Droxmachenun

bera-agpeHoOIOKAaTOPEI  MOTYT MPEMATCTBOBATH KOMIICHCATOPHBIM  PEAKLUSM  CepACYHO-
COCYAMCTOM CHCTEMBI B OTBET Ha apTepUaIbHYIO TUIIOTEH3UIO WJIH IIOK, KOTOPbIE MOTYT OBITh
BBI3BaHbI (PIIOKTAQEHUIIOM.

Cynbmonpuo

HebOuBomnon He ciegyer Ha3HayaTh OAHOBPEMEHHO C CYJIBTONPHUIOM, ITOCKOJBKY CYHIECTBYET
MOBBIIICHHBIA PUCK BO3HUKHOBEHMS KENyIOYKOBOW apUTMHH, OCOOEHHO MOJIUMOpP(HOI
KEIyTOUYKOBOU TaXUKAPIUHU TUIIA ITHUPYIT.

Hepexomenoosannuvie kombunayuu

[Tpu ogHOBpEMEHHOM NMPUMEHEHUHN HEOWBOJIONA C aumuapummuyeckumu cpeocmeamu I knacca
(HampuMep, XWHUAWH, THAPOXMHUAWH, LMUOCH30J1MH, (JIEKauHUI, TU30NMHUpPaMU[, JHJIOKaWH,
MEKCHJIETHH, TponadeHOH) BO3MOXKHO YJIMHEHHE BpPEMEHH AaTPUOBEHTPUKYIISIPHOTO
MIPOBE/ICHUS M YCUIICHNE OTPULIATEIEHOTO HHOTPOITHOTO JICHCTBHS.

[Ipy ogHOBpeMEHHOM MNpUMEHEHHH OeTa-aJpeHO0I0KATOPOB € OJIOKATOPaMU «MeOIeHHbIX)
kanvyuegvlx  kamanos (PMKK) (mampumep, Bepamamuil, JTWUITHA3€M)  YCHIIUBAETCS
OTpHIIATENIbHOE JEWCTBUE Ha COKpaTuMocTh M AB-mpoBomumocTts. BHyTpuBeHHOE BBelEHHE
BeparamMmia OJHOBPEMEHHO C 0eTa-aJipeHOOJIOKAaTOPOM MOXKET MPUBOAUTH K TSOKEION
apTepualibHOM runotensuu u AB-6nokane.

[Tpr 0HOBpEMEHHOM NPUMEHEHUH C SUNOMEHIUBHBIMU CPEOCMBAMU YEHMPAIbHO20 OelCmEus
(HampuMep, KIOHUAMH, TyaH(alWH, MOKCOMJWH, METHJIJIONA, PUIMEHUANH) BO3MOXKHO
yxynumenue TtedeHuss XCH 3a cueT CHHKEHHMS LEHTPAIBHOIO CHMIATHYECKOrO TOHYCa

(camxenne UCC u cepaednoro BeIOpoca, BazoauiaTaius). Pe3kas orMeHa, 0COOGHHO B Cirydae
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«PHUKOLLIETHON» apTepUaIbHOW TUIIEPTCH3UN.

Kombunayuu, komopuie cnedyem npumensims ¢ 0CMopOHCHOCBIO

[Ipy ONHOBPEMEHHOM TPUMEHEHHUH HEOHUBOJIONA C AHMUAPUMMUYECKUMU CPeOCmBaMU
Il x2acca (Hanpumep, aMHOIAPOH) MOXKET HAaOII0IaThCs yIIMHEHNE BpeMeH! AB-tipoBeneHus.
OnHOBpeMEHHOE MPUMEHEHHE HEOMBOJIONA U JIEKAPCTBEHHBIX cpedcme 0isi obwel anecmesuu
MOJKET BBI3BIBATH MOJABICHUE PEQICKTOPHOU TaXWKApIUU W YBEIUYUBATH PUCK PA3BUTHUS
aprepuasibHON runoreH3ud. OOUIMM MPaBWIOM SBISETCS HEOOXOAMMOCTh H30eraTh pe3Koi
OTMEHBI OeTa-aJIpeHO0I0KaTOPOB. AHECTE3HOJIOT JOJIKEH ObITh MPOMH(OPMUPOBAH O MpUEME
HalreHToM HeOnBOJIOIa.

[Ipy OOHOBpEMEHHOM NPUMEHEHHWU HEOMBOJIONA C UHCYIUHOM W 2UNOSTUKEMUYECKUMU
cpedcmeamu O0nisi npuema eHymps HEeOUBOJION HE BIUSET HA KOHIUEHTPALMIO TIIOKO3bI, OJTHAKO
MO>KET MaCKHPOBATh CUMIITOMBI TUIIOTTIMKEMUU (OIIYIICHUE «CepALeOneHUs», TaXUKAPIUs).
[Ipy ongHOBpEeMEHHOM MPUMEHEHWUH HeOWBoNONa ¢ Oaxkiogenom (MUOpPENAKCAHT) U
amugocmunom (AaHTHHEOTUIACTHYECKHI Mperapar) BO3MOKHO CHI)KEHHUE JT036I HEOMBOJIONIA.
[Tpu ogHOBpEMEHHOM MPUMEHEHUU HEOUBOJIONA C uHe0AUMOOOM BO3MOKHO MOTCHLIMPOBAHUE
OTPUIATENILHOTO XPOHOTpOonHOro 3¢ddexra Oera-aapeHOOTOKATOPOB U Pa3BUTHE BBIPAKECHHON
Opamukapauu. llpm HEOOXOOMMOCTH OJHOBPEMEHHOTO TIPUMEHEHHUS CIIeAyeT COOII0IaTh
0COOYIO0 OCTOPOKHOCT.

Kombunayuu, komopwie ciedyem npuHumams 80 6HUMAHUE

[Ipy oOIHOBpPEMEHHOM MPHUMEHEHWU HEOUBOIONA U CepOeuHblX 2IUKO3UOO8 BO3MOKHO
yBenu4eHue BpeMeHn AB-mpoBeseHns. B KIMHUYECKUX UCCIIEIOBAHUAX HE MOJTYYeHO JaHHBIX O
HAJIMYMK B3aMMOJICHCTBHS NIByX mpemnaparoB. HeOmBonon He BiusieT Ha (apMaKOKHHETHKY
JTUTOKCHHA.

[Ipu onHOBpeMeHHOM mpuMeHeHuu HeOuBonona u BMKK ouecudoponupuounogozo psaoa
(Hampumep, aMJIOTUNUH, (EJIOJWITHH, JAlWIATNH, HUQESAUITHH, HUKAPJIUINH, HUMOJIHUIINH,
HUTPEH/IUTIH) BO3MOYKHO YBEIIMYCHUE PUCKA PA3BUTHS apTepUAIbHON TUIIOTEH3UH W CHUKECHUE
COKpPATHMOCTH JIEBOT'0 JKeNly10uKa y nanueHToB ¢ XCH.

[Ipy ogHOBpEMEHHOM MPHUMEHEHUU HEOWBOIONA C MPUYUKIUYECKUMU AHMUOENPecCaHmamu,
bapbumypamamu, NpPou3800HLIMU GeHOMUA3uHa MOXKET YCUIIUBATHCS aHTUTUTIEPTCH3WBHOE
neiictBue (aaAUTUBHBIN 3D PexT).

Hecmepouonvie  npomueogsocnanumennvole  npenapamsi  (HIIBII) He  Biausior Ha
AHTUTUIIEPTEH3UBHOE JIeiiCTBHE HEOUBOIIONIA.

Cumnamomumemuueckue cpeocmea MOTYT CHUXaTh dPGHEeKTUBHOCTh OeTa-aapeHO0I0KaTOPOB.

bera-anpeHOMUMETHKH MOTYT BECTH K HEOIPAaHHMYEHHOH aibda-aJpeHepruiueckoil aKTUBHOCTU
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pa3BUTHS apTEPHATIBHON TUIIEPTEH3HUH, TSHKEION OpaguKapIui U OCTAHOBKH CEp/IIa).

DdapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

[lpy  OXHOBpPEMEHHOM NPHUMEHEHHH HEOHMBOJONA C  JIEKAPCMBEHHbIMU — CPEOCMBEamu,
UHeUOUpYIOWUMU — OOpAMHBIL  3aX6am  CEPOMOHUHA,  UAU  OpYeUMU  CPpeoCmeamu,
ouompancgopmupyiowumucs ¢ yyacmuem uzogpepmenma CYP2D6 (manmpumep, MapoKCETHH,
(iIyOKCeTHH, THOPHIA3WH H XWHHUIMH), KOHILEHTpalus HeOWBOJIONAa B IUIa3ME KPOBHU
YBEIMYMBACTCSI ¥ METa0OJIM3M HEOWBOJIONA 3aMEMJISICTCs, YTO MOXET NPUBECTU K Pa3BHTHIO
BBIPAKCHHOU OpagrKapanu U HexenarenbHbiM peakiusm (HP).

[Tpu ogHOBpEeMEHHOM MPUMEHEHUH HEOMBOJIONA C YuMemuOuHOM KOHIEHTpanus HeOuBoJoa B
IU1a3Me KPOBU yBEIMYUBACTCS 0€3 BIUSHUS HA TEPAeBTUYECKUN AP PEKT.

OnHOBpeMEHHOE IPUMEHEHHE HEOUBOJIOJIA U PAHUTHIMHA HE BIUSACT Ha (PapMaKOKHHETUYECKUE
napameTpsl HeOuBosiosia. HeOMBOJION NPUHUMAIOT BO BpPEMsI €Ibl, & aHTAIUIHOE CPEICTBO —
MEXTy IIpUEeMaMU THIIH, TAKUM 00pa3oM, TperapaTbl MOXHO IMTPUMEHSITh OJTHOBPEMECHHO.

[Ipy ogHOBpEMEHHOM NpPHUMEHEHHH HEOWBOJIONA C HUKAPOUNUHOM KOHUEHTPAIMHA aKTHBHBIX
BEIIIECTB B IUIa3ME KPOBU HECKOJIBKO YBEJIIMYMBAKOTCS, OJHAKO HE BIIMSIOT HA TEPANICBTHYCCKHIA
¢ dexr.

OnHOBpeMEeHHBI TIpHeM HEOWBOJIONA W 3dMaHONd, Gypocemuda WIA 2UOPOXIOPOMUAZUOA
HE BIUSET HA (apMaKOKMHETUKY HEOMBOJIOIA.

Heb6uBomnon He BiuseT Ha papMaKOKMHETUKY U papMaKkOIUHAMUKY 6apdhapuHa.

4.6. ®PepTHIBHOCTD, 0PEMEHHOCTH U JAKTALUSA

bepeMeHHOCTB

He6uBomnon o6namxaer ¢papMakoIOrHueCKUMH CBOMCTBAMH, CITIOCOOHBIMHU OKa3bIBaTh HETAaTUBHOE
BIMSIHUE Ha TeueHHe OepeMEeHHOCTH W/WIM IUI0J/HOBOPOXKIEHHOTo. [y BCex mpemapaToB M3
Kjacca OerTa-apeHOOJIOKATOPOB XapaKTEPHO CHUKEHHME IUIAIEHTApHOTO KPOBOTOKA, YTO
ACCOIMHMPYETCS C YBEIMYCHUEM YacTOTHI CITy4aeB 3a/ICPKKH Pa3BUTHUS IJI0JA, BHYTPUYTPOOHOM
CMEpPTH, BBIKHJBIINICH WM TMPEKICBPEMEHHBIX POJMOB. BO3MOXKHO Takke pPa3BUTHE TaKHX
HE)KeNaTeNbHBIX SBJICHHM, KaK THIIOTTUKEMHUs M OpaguKapaus y TUI0Aa WM HOBOPOXICHHOTO
(pennoIoKUTETBHO B TeUEHHE MEPBBIX Tpex AHeH). B ciaydae HeoOX0oAMMOCTH HpOBEIEHUS
Tepanuu 0eTa-apeHOOIOKAaTOpaMH OT/AAETCs MPEIOYTeHNE OeTa1-CeIEKTUBHBIM IIperapaTam.
He6uBomon He qomKeH MpUMEHSTHCS BO BpeMs OepemeHHocTH. [Ipu GepemeHHOCTH HeOUBOIOI
HA3HAYarOT TOJBKO IO KU3HEHHO BAKHBIM TOKa3aHUSAM, KOTJA IMOJIb3a JIJIsl MaTepH MPEBBIMIAET
BO3MOXHBIH PUCK [T TUI0JIa MIIM HOBOpOXAeHHOro. Ecnu teyeHre HeOMBOI0I0M HEOOX0IUMO,
TO HY)XHO TIPOBOJHTH HAOIIOJCHUE 32 MAaTOYHO-TUIAIIEHTAPHBIM KPOBOTOKOM M POCTOM ILIOJA.

B cnywae orpunarenrHOTO BIMSHHS Ha TEYeHHE OCEPEMEHHOCTH W IUIOA JIODKHA OBITh

10
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MOHUTOPUHT COCTOSIHUSI HOBOPOXKJIEHHOro. [losiBIeHUsT CHUMITOMOB THUMOIJIMKEMHUH U
Opanukapauu 00bBIYHO MOXKHO OKUJATh B TCUCHHE MEPBBIX 3 THEH KU3HU.

JlakTamus

HccnenoBanusi Ha JKMBOTHBIX TOKAa3ajd, YTO HEOMBOJION BBIJACISIETCS C TPYIHBIM MOJIOKOM.
JlanHble O TOM, BBIACNSIETCS JIM Mpernapar ¢ TPYAHBIM MOJIOKOM Y 4YeJIOBEKa, OTCYTCTBYIOT.
BonpmmHCcTBO 0€Ta-010KaToOpoB, B OCOOCHHOCTH JUMO(HIBHBIC COCIUHEHHS, TaKhe Kak
HEOMBOJIOJ U €r0 aKTHUBHBIE METAa0OJIUTHI, B TOW WJIM WHOW CTENEHW MPOHUKAIOT B TPYAHOE
Mosioko. [loaTromMy BO Bpems MpUMEHEHHs HEOWBOJOJAa B TEPUOJ JIAKTAIMA TPYIHOE
BCKapMITMBAHKE HEOOXOIUMO MPEKPATHTD.

DdepTUabHOCTD

HebuBoon He oka3biBan BIUSHHUSA Ha (DEPTUIBLHOCTH KPBIC, OJTHAKO IMPH HMCIOJIb30BAHUH 103,
B 19 u Oonee pa3 MpeBBIIAIONINX MAaKCHUMaJbHYIO PEKOMEHAYEMYIO /03y HJsl 4YeJOBeKa,
OTMEUAJIOCh HEOJAronpHUsITHOE BO3ACHCTBHE HA PEMPOJYKTUBHBIC OPraHbl CaMIIOB M CaMOK Y
KPBIC ¥ MBIILIEH.

Bnusinue HeOuBoona Ha GepTUILHOCTD YeJIOBEKa HE YCTAHOBIICHO.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCNOPTHBIMH CpeACTBAMHM W padoTaThb €
MeXaHU3MaMH

B mnepuon nedeHmsi HEOWBOIOIOM CIEAyeT COOMIOAATh OCTOPOKHOCTH TIPH  YIIPABJICHHH
TPAHCIIOPTHBIMU CPEJCTBAMH, JAPYTUMU MEXaHH3MaMHU U 3aHATHUSX MOTCHIHUAIbHO OMACHBIMU
BUJAMH JESITENbHOCTH, TPEOYIOIIMMH TOBBIIICHHON KOHIIEHTPAllMd BHUMAHUS M OBICTPOTHI
MICUXOMOTOPHBIX PEAKIUH B CBSI3U C BEPOSTHOCTHIO PA3BUTHUS TaKUX MOOOYHBIX d(P(HEKTOB Kak
TOJIOBOKPY)KCHHE U TIOBBIIIICHHAS] YTOMIISIEMOCTb.

4.8. HexenaTtebHble peakiuu

Pe3roMe HeXeIaTeIbHbIX PEeaKInui

Bo3moxnble HexenatenbHble peakuuu (HP) mnpuBeneHsl Huke B COOTBETCTBHHM €
KJaccuukanuen cioBaps AJiE HOpMaTUBHO-TIpaBoBoil aestenbHocTH (MedDRA) 1 wactoToii ux
BO3HUKHOBEHHUs 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 — AHTMOHEBPOTHUYECKUI
OTEK, TUIIEPYYBCTBUTEIBHOCTb.

Tcuxuueckue Hapyuienus: HEYaCTO — «KOIIMAPHBIE» CHOBUJIEHUS, ETPECCHUS.

Hapywenua co cmoponvl Hepenoll cucmemvl: 4YacTO — TOJOBHAas O0JIb, TOJOBOKPYXEHHUE,

napecTes3usi; OUeHb PEIKO — OOMOPOK.

11
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Hapywenua co cmoponvl cepOya: HedacTo — Opaaukapius, cepleuHas HEeI0CTaTOYHOCTb,
3ameieHre AB-nipoBogumocTy.

Hapywenus co cmopoHbl cocy0o8: HEYaCTO — BBIpaXKeHHOe cHikeHune AJl, ycyryoOieHue
HepeMeKaIOIIEeHCs] XPOMOTEI.

Hapywenus co cmoponbl ObixamenvHou cucmemvl, 0peaHo8 epYOHOU KIemKU U CPeOOCmeHUs.:
9acTO — OJIBIIIKA; HEYACTO — OPOHXOCTIA3M.

JKenyoouno-kuweunvie Hapyuwienusa: 9acTo — TOIIHOTA, 3arop, AWApes; HEYacTo — JIUCIIEICHS,
METEOpH3M, PBOTA.

Hapywenus co cmopoHbl KoOd#CU U HNOOKOJMCHbIX MKAHeU: HEe4acTo — KOXHas ChINb
SPUTEMATO3HOTO XapakTepa, KOXKHBIA 3y/; OYEHb PEIKO — yCyryOleHHe TEe4eHHUs INCopuasa;
4acTOTa HEM3BECTHA — KPAIIMBHHULIA.

HapymeHuﬂ CO CMmMOpPOHbI penpodykmueﬂoﬁ cucmemsl U MOJOYHbIX OJfcene3” HEYaCTO —
SpEKTUIIbHAS TUC(HYHKIIHSA.

061/14146 HApYyweHnus u peakyuu 6 mecme 66e0ers. 4acTO — IOBBIIIEHHAS YTOMIIIEMOCTD, OTCKH.

OnwncaHue OTACIBHBIX HEKEJIATSABHBIX PeaKIIUM

[lpr mpuMeHeHHH HEKOTOPBIX OeTa-aApeHOOJIOKATOpPOB MOTYT HaOmomatbes cienyronie HP:
NICUXO03bl, TAUIIOIUHALUN, CIYyTaHHOCTh CO3HAHMA, TIOXOJIOJaHUE/IIMaHO3 KOHEYHOCTEH,
CUHIpOM PeliHO, CHHIPOM «CyXOro Triia3ay, OKYJIOMYKOTaHHBIM CHHIPOM IO IPAKTOJIOJIOBOMY
TUILY.

XpoHuueckas cepoeyHas HeOOCMamoyHoCms

Hauubie o HP y manuentoB ¢ XCH mnonydeHbl B pesyibTaTe IUIane00-KOHTPOJIUPYEMOTO
KIIMHUYECKOTO HccienoBaHuss ¢ ydactueM 1067 mManueHToB, MOMYyYaBIIUX HEOWBOION, U
1061 manumenTta, momy4aBmmx miane6o. I[lo pesynpraram wuccnemoBanus HP Bosnukmu y
449 mnanueHToB, noiaydaBmux HeOuBoson (42,1 %), u 334 manueHToB, MOJYYaBIIMX TIaebo
(31,5 %). HaubGonee uacteie HP Ha ¢QoHe Tepanuu HEOMBONOIOM TO pe3yiabTaTaM
WCCIIEIOBaHMs: OpaJuKapAus U TOJOBOKPYKEHHUE, BO3HUKIIKME cyMMapHO y 11 % manueHTos.
Cpenu manueHToB, MONMy4yaBIIMX Miarnedo, yactora BeimeonucaHnHbix HP Obia 2 % u 7 %,
coorBercTBeHHO. [lpyrue HP, Bo3MOXHO wHMeromue cCBsi3b C HpUMEHEHHEM HeOHBOJIOIA,
oTHocsimmecs K JedeHuto XCH, 3apeructpupoBaHHBIE 10 pe3ysibTaTaM HCCIEIOBaHMUS:
nekomnencarusas  XCH, oprocrarndeckass THNOOTEH3MS, HEMEPEHOCUMOCTh Ipenapara,
AB-6nokana | creneHu, OTeKH HIKHUX KOHEUHOCTEH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo coo01aTh 0 0J03peBaEMbIX HEXKENIATENIbHBIX PEAKIUAX MOCIIEe PErMCTPaLluU IIpenapara

C ICIBIO obecreueHus HCIIPEPLIBHOI'O MOHUTOPHHI'A COOTHOLICHUA <«I10JIb3a — PHCK»
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MOJI03PEBACMBIX HEKENATEeIbHBIX PEAKIHIX JICKQPCTBEHHOTO IMpernapara 4epe3 HaIllMOHaJbHBIC
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUsIX TOCYAapCTB — UJICHOB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®@enepanus.

@DenepanbHas ciry:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHUSI.

Anpec: 109012, r. Mocksa, CriaBsiHCKas miomiaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas rnovra: pharm@roszdravnadzor.gov.ru

Caiit B mH)OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: roszdravnadzor.gov.ru
4.9. Ilepeno3upoBka

CuMOTOMBI

JlanHble 0 epeno3upoBKe HEOUBOJIOJIOM OTCYTCTBYIOT.

CHUMIITOMBI TIEpEIO3UPOBKU OeTa-aIpeHO0IOKaTOpaMu: BeIpaKeHHOE CHIDKeHHEe AJl, cuHycoBas
Opaaukapans, OpOHXOCIA3M U OCTpas cepAeyHasi HeAOCTATOYHOCTb.

Jleuenue

B cayuyae mnepeno3MpoBKHM WM Pa3BUTHUSI TUIEPUYYBCTBUTEIBHOCTU CIEAYET O00ECIeYUTh
MOCTOSTHHOE HAOJIOJIEHNEe 3a TAIMeHTOM B YCIIOBUSX I1ajaThl HMHTCHCHUBHOH TEparvy.
PexoMeHyeTcss KOHTPOJIb KOHIICHTPAIIMU TIIOKO3bI B IIa3Me KpoBU. [l mpemoTBpalieHus
JMAIbHEWIET0 BCAChIBAHUS TMpernapara M3 JKeIyJOYHO-KHIIEYHOrO0 TpaKTa HEoO0XO0JUMO
MPOMBIBaHHE JKETyJaKa, MPUEM aKTUBUPOBAHHOTO YIJS U CIHAOUTENBHOTrO cpenctBa. Mosker
noTpeOOBaThCS WMCKYCCTBEHHAS BEHTWIIMS JICTKUX. [Ipn Opagukapauyd WM BBIPAKCHHON
BaroTOHUM CJeNyeT BBOJAUTH BHYyTpuBeHHO (B/B) 0,5-2 wmr artponuna. Ilpu AB-Onokane
(1111 ct.) pekomenayeTcs B/B BBelcHHE OeTa-aIpeHOMHUMETHKOB, MPH UX HEIPPEKTHUBHOCTH
CIIeTlyeT pacCMOTPETh BOMPOC 00 YCTAaHOBKE JIIEKTPOKapAHOCTUMYNATOpa. [Ipu BeIpakeHHOM
cHmwkeHnn AJl W IOKe pPEKOMEHIOBAaHO BHYTPHUBEHHOC BBEACHHE IIJIa3MO3aMEIIArOIIIX
PacTBOPOB U, IPH HEOOXOMMOCTH, KaTEXOJIAMHHOB. B cirydae oTCyTCTBUS kKemaeMoro dddekra
— BHYTPUBEHHOE BBEJICHHE TtokaroHa u3 pacueta 50—100 Mkr/kr maccel Tena. [Ipu cepaeuHoit
HEJOCTATOYHOCTH JICUEHUE HAUMHAIOT C BBEJCHUS CEPJCUHBIX TITHMKO3UAOB U JUYPETUKOB, MPU
oTcyTcTBHH d(deKTa 1emecooopa3Ho BBEACHUE T0NMaMUHa, J00OyTaMIHA WJIA Ba30IUJIaTaTOPOB.
[Ipm  OpoHxXocmazMe MNPUMEHSIOT  OpPOHXOIWJIATATOPBI, TaKHWe KaK  WHTATAIUOHHBIC
OeTaz-aIpeHOMUMETUKH KOPOTKOTO JEUCTBUS W/uiu aMuHOPWIINH. HeOuBoION, BEpOSITHO, HE
OyZeT BBIBOJIUTHCS MPU T'€MOJHANIN3E B CBSI3H C BBICOKOW CTEMEHBIO CBSI3BIBAHMS C OelKaMu

IJ1a3Mbl KPpOBH.
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5. ®APMAKOJIOTMYECKHUE CBOMCTBA (MOCHELOBATENBHOCTEL 0003)
5.1. PapmakoaMHAMHUYeCKHE CBOHCTBA

dapmakoTepanieBTHUYECKas ~ rpymnma:  0era-aJpeHOOJOKATOpbl;  CENCKTHBHBIC  Oera-
aJPeHO0II0KATOPEI.

Kon ATX: CO7AB12

Mexanuszm geiicTBus

HebuBonon mpencraBnser coboii pameMar aAByX dSHaHTHOMepoB: SRRR-neGuBomona
(D-uebuBoaoa) u RSSS-nebuBonona (L-uHeOuBOI0OM), coueTaromuii aBa (HapMaKOIOTHYECKHX
IEUCTBHUA:
- D-nebuBonon sBiseTcss KOHKYPEHTHBIM M CEJIGKTUBHBIM OJjokaropom Oerai-
a/IPEHOPELIEIITOPOB;
- L-HeOuBONON OKa3pIBa€T MSATKOE COCYAOpPACIHIMPSIONICE JCHCTBUE, CBSI3aHHOE C
BIMSHAEM Ha cHUCTeMy L-apruHHMH/OKCHII a30Ta, W MOJIYJIUPYET BBICBOOOXKICHHE
BazomuIaTupyromero gakropa okcuaa azora (NO) U3 sHIOTENNS COCYIOB.

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

OnHOKpAaTHBIM U MHOTOKPATHBINM MPUEM HEOMBOJIONA CHIXKAET YaCTOTY CEpACUHbIX COKpallleHUu
(UCC) u aprepuanshoe naBienue (AJl) B mokoe u npu pusnueckoil Harpy3Ke Kak y MmairueHTOB C
HOpMabHBIM AJl, Tak U y MAlMEHTOB C apTepUAIbHON TMIEpPTEeH3UEeH. AHTUTUIEPTEH3UBHbBIN
3¢ deKT coxpaHSIeTCs P TITUTESIILHOM JICUCHHH.

B TepaneBTHueckux m03ax HeOMBOJION HE oOnafaer anbda-aJApeHEPruuecKUM aHTarOHU3MOM.
Bo BpeMsi KpaTKOCPOUHOI U ATUTENBHOM Tepanuu HeOUBOJIOIOM y MAIIMEHTOB C apTepUATbHON
TUTIEPTEH3UENH OTMEUaeTCsl CHIDKeHHE ol1ero nepudepuyueckoro conpoTtusieHus. Hecmorps Ha
ymenbiienne YCC, cHWKEHUE CepJeYHOTO BHIOpOCa B TMOKOE W TpH (U3MUECKOW Harpyske
MOJKET OBITh OTPAHUYEHO U3-32 YBEIMUYEHUS YIAPHOTO 00BheMa.

Y namueHTOB C apTepHalbHOM rumnepreH3uel HeOuBonon yeenuuuBaeT NO-3aBuUCHMBIN
COCYJIMCTBIN OTBET Ha AalleTUJIXOJWH, KOTOPBIM CHWIKEH Yy MallMEHTOB C DHJIOTEIHAIBHOU
TUCHYHKITHEH.

B mnane0o-KOHTpOIUpyeMOM HCCIEIOBAaHUU TIO0 W3YYCHHIO 3a00JI€BAEMOCTH U CMEPTHOCTH Y
2128 mamuentoB crapme 70 et (cpemgHuil Bo3pacT cocTaBisii 75,2 roja) co CTaOWIbHBIM
TEYECHUEM XPOHHYECKOU cepaeunoil HepoctatouHOCTH (XCH) co CHM)KEHHON WM COXPaHEHHOM
dpakuueit BeiOpoca (PB) nesoro xkenynouka (JIXK) (cpennee 3nauenune OB JIK: 36 + 12,3 % co
cnenyromuM pactpeaenenrem: @B <35 % y 56 % nauuentos, @B mexnay 35 % u 45 % y 25 %
narueHToB U OB Gonbine yem 45 % y 19 % manueHToB), HAOMOIaeMbIX B CPEIHEM B TEUCHUE
20 mecsitieB, HEOMBOJION, JO0ABICHHBIM K CTAaHAAPTHOW TEpanvy, 3HAYMTEIHLHO YBEIWYWBAI

BpEMA OO0 BO3HHMKHOBCHHA CIIydacB CMCPTU WM TOCHHUTATIU3AIMKU 110 CEPACHHO-COCYIHCTBIM
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COOTBETCTBYET 3KCTIEPTHOMY OTHETY

OTHOCHUTENILHOTO pHucKka Ha 14 % (cHmKeHHne abCoMOTHOTO prcka coctaBmiio 4,2 %). CHKeHue
OTHOCHUTEJIBHOTO PUCKAa OTMEYAIOCh I10cie 6 MECSIEB JIEYEHUSI U COXPAHSIOCh Ha MPOTSKEHUU
BCEro Iepuoaa HaOmoaeHus (CpemHsisi MPOAOKUTENBHOCTh 18 MecsieB). DhdeKTHBHOCTD
HeOMBOJIOJIa B M3yYyaeMOM TOIMYJSIIIUU HE 3aBucena OT Bo3pacrta, noyna 1 @B JDK. CHumwkenue
CMEPTHOCTH OT BCEX IPUYMH HE JOCTUIVIO CTATUCTMYECKON 3HAYMMOCTU II0 CPABHEHMIO C
iane6o (abconroTHOE CHIKEeHHE 2,3 %).

BhIsiBJIeHO CHIDKEHUE ClyyaeB BHE3alHOM CMEPTH y MAIMEeHTOB, MOJY4YaBIIMX HEOWBOJIOM, MO
cpaBHeHuto ¢ 1iane6o (4,1 % u 6,6 %, COOTBETCTBEHHO, CHM)KEHHE OTHOCHUTEIBHOTO PHCKA
coctaBmiio 38 %).

DkcnepuMeHTHI IN VItr0 u iN VIVO Ha >KMBOTHBIX IOKa3ajid, 4TO HEOMBOJION He o0Jazact
BHYTPEHHEH CUMIATOMUMETUYECKOW aKTUBHOCTBIO U MEMOpaHOCTaOMIN3UPYIOMUM 3hdheKToM
B (hapMaKOJIOTUYECKUX J103aX.

Y 3710poBBIX J10OpPOBOJIBIIEB HEOMBOJION HE OKa3blBA€T CYIIECTBEHHOI'O BJMSHMS Ha
NEPEHOCUMOCTh (PU3UIECKUX HATPY30K.

Wmeromuecs: TOKIMHUYECKWE W KIMHUYECKUE JAaHHBIE HE BBIIBUIM HETaTUBHOTO BIUSHUS
HEOMBOJIOJIA HAa SPEKTIIIbHYIO (D YHKIUIO Y MAIMEHTOB C apTePUAIbHOMN TUIIEPTEH3UEH.

5.2. ®apMakoKHHeTHYeCKHE CBOICTBA

AOGcopouus

[Tocne mpueMa BHYTph HEOUBOJION OBICTPO BcachiBaeTcs. [Ipuem muiiy He OKa3bIBa€T BIUSHUS
Ha abcopOuMio, MOSTOMY HEOHMBOJON MOXHO NPUHHMMATh HE3aBHUCHMO OT MpHeMa MHIIH.
buopoctynHocTh HEOMBOJIOMIA MTOCIIE IPUEMa BHYTPb COCTaBIseT B cpeaHeM 12 % y manueHToB
C «OBICTpBIM» MeTa00IM3MOM (A(PPEKT «IePBOro MPOXOKACHHSI») U ObIBAET MOUYTH TOJIHON Y
MAIUEHTOB C «MEJUICHHBIMY METa00IU3MOM.

Pacnpenenenue

B mmazme kpoBm o00a »HaHTHOMEpa HEOHMBOJIONA TPEHUMYIIECTBEHHO CBSI3BIBAIOTCS C
anp0ymMmuHOM. CBsi3pIBaHUE ¢ OeNIKaMu IIa3Mbl KPOBH cocTaBisieT st D-nebuBonona — 98,1 %,
it L-uebusomomna — 97,9 %.

BI/IOTDaHC(bODMaHI/IH

HeGuBononm  akTUBHO  METa0OJM3UPYETCSA, YAaCTUYHO C  OOpa3oBaHWEM  aKTHBHBIX
TUAPOKCUMETAOOIUTOB TYyTeM AalMKINYECKOTO U apOMaTUYeCKOr0 THUIPOKCHIMPOBAHUS,
gactuyHoro  N-Ie3alKUIMpOBaHUS W TIIIOKYPOHHPOBAHUS, KpOMe TOro, oOpa3yroTcs
TIIIOKYPOHH]IBI THAPOKCUMETA00IUTOB. B paBHOBECHOM COCTOSHUM M TIPU OJMHAKOBBIX 032X
MaKCHUMaJIbHasi KOHIICHTPAIMsI HEM3MEHEHHOTO HEOMBOJIONA B TIIa3Me€ KPOBU Yy TMAIIUEHTOB C

«MEJUICHHBIM» METa0OJM3MOM NpUOIM3UTENbHO B 23 pas3a BbIllE, YeM Yy MalMEHTOB C
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HEOMBOJIONIA M €r0 aKTHBHBIX METAa0OJUTOB B IJIa3M€ KPOBH pa3IU4Me B MaKCHMAaTbHBIX
KOHI[EHTPAIIUSAX MEXKIY «OBICTPBIMU» W «MEUICHHBIMI» METa00IN3aTOpaMU COCTaBIISET
1,3-1,4 paza. C yyetoM pas3nuuuii B CKOpPOCTH MeTaboiu3Ma, /1032 HeOMBOJIOJAa JOJKHA
non0upaTbCsd HWHAMBUAYAJIbHO: Yy TMAalUEHTOB C «MEIJIEHHBIM» METaboIu3MOM MOTYT
IPUMEHSATHCS 00JIee HU3KUE JT03BI.

DJIMMHUHALMS

Yepes Hemento nmocie npuMeHeHus: HeOruBoiona 38 % 1036l BRIBOAUTCS Moukamu, 48 % — dyepes
KHIIEYHUK. BbiBe/ieHe HEM3MEHEHHOro HeOMBOIIOIa yepe3 nouku coctaniser Menee 0,5 % ot
JI03BI TIpenapara, mpuHsAToro BHYTpb. [lepron nomyssiBeneHus (T1/2) y maliueHTOB ¢ «OBICTPHIMY
MeTaboIM3MOM: THAPOKCUMETA00IUTOB — 24 4, JHAHTHOMEPOB HeOuBoJona — 10 4; y manueHToB
C «MEIJICHHBIM» METa0O0JIM3MOM: THIPOKCUMETA0OIUTOB — 48 4, SHAHTHOMEPOB HEOMBOJIONIA —
3050 4. VY mnmanMeHTOB ¢  «OBICTPBIM»  METAa0OJU3MOM  IUIA3MEHHBI  ypOBEHBb
RSSS-snanTnomMepoB  (L-HeOuBoOjONIa) Heckonbko Bhimie, YeM SRRR-ananTHOMeEpoB
(D-nHeOuBoMOa). Y MAIMEHTOB C «MEIJICHHBIMY» METa00JIM3MOM 3Ta Pa3HHUILA elie OOJIbIIIe.
PaBHOBecHass KOHIIEHTpamus HEOWBONIONA B IIa3Me KPOBU y OOJBIIMHCTBA ITAIIMEHTOB C
«OBICTPBIM» META00JIM3MOM JOCTUTAETCA B TeUeHue 24 4, a Juisi TUIPOKCUMETA0O0IUTOB — Yepe3
HECKOJIbKO CYTOK. [lna3MeHHble KOHIIEHTpalMK MPOMOPLUUOHANIBHEI J03aM OT 1 mr go 30 mr.

Bospact nanuenTa He BiusieT Ha apMaKOKHHETHKY IIperapara.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJILHBIX BElIECTB
[lemtroi03a MUKPOKPUCTAIUTHYECKAS

Kpaxman KyKypy3HBIH pexenaTnHU3UPOBaHHbIH
beranekc

Kpocnosunon

Marnus creapat

KpeMH¥Ust THOKCHT KOJITOUTHBIN

6.2. HecoBmMecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHUs1)

3 rona.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPHU XPAHEHUH

B 3ammménaomM oT cBeTa MecTe mpu Temrneparype He Boie 25 °C.
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6.5. XapakTep M cojep:kaHue NEPBUYHOH YNIAKOBKH

[To 10 wmm 14 TabmeTok B KOHTYPHOHM SYEHKOBOW YMAaKOBKE, COCTOSIIEH W3 IUICHKH
nonuBuHUIXI0puaHOH (IIBX) 1 onbru amoMUHUEBON TIEUaTHOM JTAKUPOBAHHOM.

ITo 1, 2, 3 unu 4 KOHTYpHBIE SYEHKOBBIE YIIAKOBKM BMECTE C MHCTPYKIIMEH MO MEIUIIMHCKOMY
IIPUMEHEHHUIO MIOMEIIAIOT B MAYKy KapTOHHYIO.

6.6. OcoOble  Mepbl  NPeJOCTOPOKHOCTH  NPH  YHUYTOKEHHM  HMCIOJH30BAHHOIO
JIEKAPCTBEHHOI'0 Npenapara ujiM 0TX0/10B, MOJYYeHHbIX M0CJ/Ie MPUMEHEHHs NMpenapara, u
ApPyrue MaAaHMIYJISIUM € IPenapaTromM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

000 «M3Bapuno ®apmar, Poccus

108817, r. Mocksa, paiion BuykoBo, km 5-i1 (BuykoBckoe mocce), asnn. 1, ctp. 1
Temedon: +7 495 232 56 55

®axc: +7 495 232 56 54

OnekrponHas noura: info@izvarino-pharma.ru

7.1. IlpeacraBuTe b Iep:KaTessl PericTPAlMOHHOIO Y/10CTOBEPEeHH s

[Iperen3uu norpedbuTeNed HAOPABIATE 110 aIPECY:

Poccuiickas ®@enepanus

000 «M3Bapuno ®apmay, Poccust

108817, r. Mockaa, paiton BuykoBo, km 5-if (BaykoBckoe mocce), asina. 1, ctp. 1
Temedon: +7 495 232 56 55

®axc: +7 495 232 56 54

OnektponHas noura: info@izvarino-pharma.ru
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. IATA NEPBUYHOM PETHMCTPAIIMM (ITOATBEPXJIEHWS PETHUCTPAIIWH,
HEPEPEI'NCTPALINN)

JlaTa niepBoii perucTpanuu.

10. JATA IIEPECMOTPA TEKCTA
OOmast  XapakTepuUCTHKa  JIeKapcTBEHHOro  mpemapara  HeOuBojona  AoCTynmHa  Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKAIIMOHHOM ceTu «HTepHeT» eec.eaeunion.org.
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