COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 21.11.2025 N= 29023

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIOFO TIPEITAPATA 1004

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
AMUOJIAPOH BEJI®APM, 50 wmr/mi, KOHIIEHTpAT HJis IPUTOTOBJIEHHUS pacTBOpa s

BHYTPUBCHHOI'O BBCICHUA.

2. KAUECTBEHHBIM 1 KOJITMYECTBEHHBIA COCTAB

JelicTBytoliee BENIECTBO: aMUOAapOH.

Kaxxapiit M npenapata cogeput 50 Mr amuogapoHa (B BUJIE THAPOXJIOPUIA).

Kaxnpnii ¢uakon wmm ammyna o0wsemoMm 3 ma cogepkutr 150 Mr ammomapona (B Buje
TUAPOXJIOPUAA).

BcrnomoratenbHble BelIecTBa, HAJIMYKWE KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: O€H3UIOBBIN ciupT (cM. paszaei 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
KoHueHnTpar i npuroToBIeHNs pacTBOpa ISl BHYTPUBEHHOTO BBEICHUS.

[Tpo3payHblii pacTBOP C KEATOBATHIM WUJIN 3€JIEHOBATHIM OTTEHKOM.

4. KIMHUYECKHUE JJAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpemrapar AMUOJIAPOH BEJI®APM mnoka3aH kK IpUMEHEHHUIO y B3POCIBIX B Bo3pacte oT 18

JIeT.

KynupoBanue npucTynos napoKCU3MallbHON TaxXUKapANU:

— KYINUPOBaHUE MPUCTYIIOB KEIyI0YKOBON APOKCU3MAIIBHON TaXUKapInN;

— KYyNHMPOBAaHHWE MNPUCTYNOB HAPKEIYAOYKOBOW IMAPOKCU3MAIBHOW TAaXWKapIWHU C BBICOKOU
YaCTOTOW COKpAIIeHUH JKENyJI04YKoB, B OcoOeHHOcTH Ha ¢GoHe cuHApoma Bombda-
[TapxkuncoHa-VYaiira;

— KyINHpOBaHWE TNApOKCU3MaJbHOW M YCTOHYMBOM (OpMBI MeEpLATENbHOM apuUTMHU
(pubpmmnsAuYu npeacepanii) u TpeneTaHus npeacepamii.

Kapnuopeanmmaruss mpu  OCTaHOBKE CEpAIla, BBI3BAHHOW (QUOPHMIUIIIIUEH IKETyI0YKOB,

PE3UCTEHTHOH K 1e(hUOPHILISALMH.

4.2. Pe:kum 103MPOBAHNUS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHus

[Ipemapar AMMUOJAPOH BEJI®APM koHIEHTpaT [Jisi NPUTOTOBICHHUS pacTBoOpa IJist
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BHYTPHUBEHHOTO BBEACHHS, MPEIHA3HAYCH IS HDI/IMeH'QIQ;:l:'E E[‘g; %ﬁ;ﬁ%%?ﬂéﬂ ! :-e:%%/éTCH

OBICTpOE JOCTHIKEHHE aHTHAPUTMHUYECKOro 3(QeKTa, WM ecI HEBO3MOXKHO IMPUMEHEHHE
npernapara BHYTpb.

[Ipemapat mpumeHsieTcsl TOJNBKO B pa3BeleHHOM Buze. Jlyis pa3BeleHHs Npemnapara cleayeT
NPUMEHSTh TOJIBKO 5 % pacTBOp NeKcTpo3sl (TIoko3bl). Henb3s n06aBnsith B MH(Y3MOHHBIN
pacTBOp Apyrue npenaparsbi!

B cBs3u ¢ 0COOCHHOCTSMU JICKapPCTBEHHOH (DOPMBI Mpernapara, Hellb3si BBOAUTh HH(Y3MOHHBIN
pactBop ¢ KoHIeHTpanueil menbie 0,6 mr/mi (2 ammynsl B 500 ma 5 % pacTtBopa J1eKCTPO3bI
(TTIOKO3BI)).

Taoicenvie napyuieHus cepOedno2o pummad, 8 CIyuasx, K020a He8O3MOJICEeH npuem npenapama
BHYMPL (34 UCKTIOUEHUEeM CAy4ded KapouopeaHumayuu npu OCMAHOBKe cepoyd, Bbl36AHHOU
Gubdbpunsiyuert sHcery0ouKkos, pe3ucmeHmuol Kk 0egpuopuiisiyuu)

BHVmpMS@HHOe KaneibHoe 66e0eHue yepes MeHI’I’lDaJZbellZ 6EHO3HDbIU Kamemep

OOBIYHO HArpy304Hasi 1032 COCTABJIACT 5 MI/KI Macchl Telld, BBOAMTCS IO BO3MOXKHOCTH C
npuMeHeHueM uHpy3zomata B TeueHue 0,3—2 4. BHyTpuBEHHOE KallelbHOE BBEIEHUE MOKHO
NOBTOPSATh 2—3 pa3za B TedeHue 24 4. CKOpOCTh BBEJEHHUs IpernapaTa KOPPEKTHPYETCs B
3aBHCUMOCTH OT KJIMHHYECKOTO 3deKTa.

TepaneBTuyeckoe NEHCTBUE TOSBISETCS B TEUEHUE NEPBBIX MHUHYT BBEJICHHS, M MOCTEHEHHO
YMEHbILIAETCS TOCNe MpeKpalieHus HUHQY3UH, MO3TOMY IMPU HEOOXOJIMMOCTH MPOAOIKEHUs
JIEYEHUs TPENapaToM PEKOMEHIYETCsl NMEPEXOAUTHh HAa IOCTOSIHHOE BHYTPHUBEHHOE KalleJIbHOE
BBEJICHUE IIpenapara.

[MognepxuBaromee sedenune: 10-20 wmr/kr/cyt maccel Tena (B cpemnem 600-800 wmr/cyr,
MakcuMaibHas n03a — 1200 mr/cyt) B TeueHue Heckosubkux aHed. C mepBoro JHS MHQY3UH
clieflyeT HauMHaTh MOCTENIEHHBIN Mepexo/l Ha pHueM npenapata BHYTpb (3 Tabaetku no 200 mr B
cyTkn). Jlo3a MoXkeT ObITh yBeNHYeHa A0 4 WiIn Aaxe 10 5 TabJIETOK B CYTKH.

Buympueennoe cmpyunoe egedenue

BHyTpuBeHHOE cTpyliHOE BBeIE€HHE OOBIYHO HE PEKOMEHIYeTCS H3-3a pPHCKa pa3BUTHUS
TeMOJTMHAMHYECKIX OCIIOKHEHHUH (BO3MOKHBI PE3K0OE CHIKEHUE apTepuabHoro naieHus (A1)
Y KOJIJIAIIC).

BHyTpuBeHHOE cTpyliHOE BBEIE€HUE JOHKHO MPOBOJUTHCS TOJIBKO B HEOTJIOKHBIX CIIy4asX Ipu
HeA(p(EKTUBHOCTH APYTUX BUIOB JIEYEHHS] U TOJBKO B OTIEJIEHUM WHTEHCHUBHOW Tepamuu MoJ
HOCTOSTHHBIM MOHHTOPHHTOM 351eKTpokapauorpammbl (OKI) u AL

Jloza coctaBisieT 5 MI/Kr macchl Tena. 3a HCKIIOYEHHEM CIIydaeB KapIuOpeaHWMAIH MpU
GUOPIWILTANKA  JKETYI0YKOB, PE3UCTEHTHONW K AeQuOpUIUISAIMU, BHYTPUBEHHOE CTpPYHHOE

BBCACHHC IIpCriapaTta JOJKHO IMPOBOAWUTLECA B TCUCHUC HC MCHEC 3 MuH. HOBTOpHOG BBCACHUC
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npernaparta He JIOJDKHO TIPOBOAMTHCS paHee, YeM depes3 'llg';hnﬂlgri%gjﬁe“{é%g&#p;hgﬁuﬁpf"h'a;xe

€CIIM MEPBOHAYAIBHO BBOJUIIOCH COJICPKMMOE TOJILKO OJHOW aMIyJibl (BO3MOKHOCTh Pa3BUTHS
HeoOpaTUMOro KOJIJIanca).

Ecnu ecth HEOOX0AMMOCTB B ITPOJAOJDKEHUH BBEJICHHS IIPEIapara, OH J0JDKEH BBOJUTHCS B BHIIC
uHDy3HH.

Kapouopeanumayua npu ocmanoske cepoya, 6vi36aHHOU  uUOpULIAYUEL  HCETYOOUKOS,
pe3ucmeHmuoul Kk dehpubpuiiayuu

Buympueennoe cmpyiinoe ssedenue (cMm. pasnen 4.4)

PexomeHayeTcst mpUMeHEHHE LEHTPaJbHOIO BEHO3HOI'O Karerepa, B Cllydae ero OTCYTCTBUS
npenapar JI0JKeH OBITh BBEJICH CTPYIHO B CAMYIO KPYITHYIO IIEPH(EPUIECKYIO BEHY.

Havanenas no3a cocrasiser 300 mr (5 mMr/kr maccel Tena), mocie paspeneHus B 20 vt 5 %
pacTBOpa 1eKCTPO3bl (ITIIOKO3bI) 10 KOHLEHTpauu 15 mr/mi.

Ecmn ¢ubpunnsanus He Kynmupyercsi, BO3MOXHO JIOTOJIHUTENIHOE BHYTPUBEHHOE CTpYyHHOE
BBEZICHUE Tpenaparta B go3e 150 mr (v 2,5 MI/KT Macchl Tena) 10 KOHIGHTpauuu 7,5 Mr/miL.

Cnoco0 npuMeHeHus

3a UCKJIIOUEHUEM HEOTJIOKHBIX KIMHUYECKUX CUTYalUi mpenapaT AOJKEH IPUMEHSATHCS TOJIBKO
B CTalllOHape B 0JI0Ke MHTEHCUBHOM Tepanuu moj nocTossHHbIM KoHTposem DKI u A/l!

Bo u3bexxanne MECTHBIX peakiuii mpernapar JOJKEH BBOJAUTHCS Yepe3 IEHTPATbHBIA BEHO3HBIN
KaTeTep, 3a HCKIIOYCHHEM CJIydaeB IPOBEACHHUS KapAWOpEaHUMAIuu Tpu (UOPWILISIIUN
JKEIYJ0YKOB, PE3UCTEHTHON K AeduOpWULSIIMHU. KOTJa BO3MOXKHO BBEJIEHHE IIpermapaTta B
KpyIHble nepudeprudeckiue BEHbl — MPU OTCYTCTBUHU LEHTPATHLHOTO BEHO3HOTO JOCTyMa (CM.

pasnen 4.4).

4.3. IlpoTuBONOKAa3aHUS

Bce HmxenepeuncieHHble MPOTUBOIOKA3aHUS HE OTHOCATCA K NMPUMEHEHMIO MpenapaTa MHpu

NPOBECHUN KapAMOpPEaHWMAallMd TMPH OCTAHOBKE CEpAlla, BbI3BAHHOW (puOpmLIsAImei

JKEITYI0YKOB, PE3UCTEHTHOM K J1e(hnOpUILIALINH.

BuyTpuBeHHOE CTpylHHOE BBEAECHHE NPOTHUBOINOKA3aHO B Cllydyae apTEPUAIbHOM THMIIOTEH3HH,

TSDKEJION JIbIXaTeNIbHOW HEeOCTaTOYHOCTH, KapANOMHUONATUU WU CEPACYHON HEJOCTaTOYHOCTH

(BO3MOYKHO YTSDKEJICHHE 3TUX COCTOSIHUM).

— T'unepuyBcTBUTENBHOCTH K HONY, aMHOJAPOHY WU K JTFOOOMY U3 BCIOMOTaTeIbHBIX BELIECTB,
IIEPEYUCIIEHHBIX B paszaene 6.1.

— CuHIpoM c1aboCcTH CHHYCOBOTO y371a (CHHYcOBasi OpaauKapaus, CHHOATpuaibHas 0Jiokaa),
32 HCKIIOYEHHEM CIIydyaeB IPHUMEHEHHs  DJIEKTPOKApIUOCTUMYNIATOpa  (OMAaCHOCTh

«OCTaHOBKH» CHHYCOBOTO y3J1a).
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AIIEKTPOKAPIUOCTUMYIIATOPA.

— Hapymenus BHYTPHIKEIYIOYKOBOM MPOBOAUMOCTH (JIByX- M TPEXIyYKOBBIE OJOKajbl) B
OTCYTCTBHE IIOCTOSIHHOTO  dJEeKTpoKapauoctumyistopa. llpu Takux  HapymieHHsX
npoBoguMoctu npumeHenue npemnapara AMUOIAPOH BEJI®APM  BHYyTpUBEHHO
BO3MOXHO  TOJBKO B  CICHUAIM3UPOBAHHBIX  OTHACICHUSX  TOA  HPHUKPHITHEM
AIIEKTPOKAPIUOCTUMYIIATOPA.

— OpnHOBpeMeHHOE MPUMEHEHHUE C MpernapaTamu, CIOCOOHBIMHM YUIMHATH uHTepBan QT wu
BbI3bIBAaTh  Pa3BUTHE  IMAPOKCHU3MAIbHBIX  TaxXUKapAWW, BKIOYas  MOJIUMOPQPHYIO
JKEITYTOUKOBYIO TaXUKAPAHUIO TUIIA «ITHUPYIT» (CM. pazaen 4.5.):

— aHTHApUTMHUYEcKue mpemnapatsl |A kimacca (XMHUIWH, THUAPOXWHHUIWH, JAU30IMHUPAMUI
MpoKanHaMu[); aHTuaputMuyeckue mnpenapatsl Il kmacca (moderwnua, uOyTunum,
OpeTunus TO3ujar); CoTajo, APOHEIAPOH;

— Jpyrue (He aHTHapUTMUYECKHE) TpernapaThl, TAKHe KaK HEHPOJICTTHKU: (EHOTHA3HHBI
(xJopnpomMasuH, IMaMeMa3WH, JEBOMENPOMAa3uH, THOPUIA3UH, TpUdIyonepasuH,
bnydenasun), OeH3amMuAbl (aMUCYIBIPHUA, CYIbTONPHUI, CYJIBINPUA, THAIPUI),
OyTHpOo(EeHOHBI (IPOTEPHUIO0II, TATONEPUIOIN); CEPTUH/IOIN, TMMO3UI; AaHTHICIIPECCAHTHI:
TPULUKIIMYECKUE AHTHUJCTIPECCAHTHI, CEJEKTUBHBIE MHTHOWUTOPHI OOpaTHOTO 3axBara
CepOTOHMHA  (UMTAJoNpaM, JCIUTAIONpaM);  aHTHOAKTepUANbHBIE  CPEACTBA:
(TOPXUHOJIOHBI (eBodokcanuH, MOKCH(DIIOKCAIUH, cnapQIoKCcalyH,
UUIpodIoKCallH); MaKpOJUIbl (SPUTPOMUILIMH MPU BHYTPUBEHHOM BBEJICHUH,
A3UTPOMHIINH, KIAPUTPOMUIIMH, POKCUTPOMHIIMH, CHHPAMHIINH), KO-TPUMOKCA30];
IPOTHUBOIPUOKOBBIE CpPEJCTBA: a30Jibl (BOPUKOHA30J, HUTPAKOHA30J, KETOKOHA301,
(baykoHA30J); TPOTUBOMANAPUIIHBIE CPEACTBA (XWHUH, XJIOPOXHH, MeQIOXHH,
rajopanTpuH, JyMe(aHTPUH); MPOTUBONPOTO30MHBIC CcpeAcTBa (NCHTAMHIUH TPU
MapeHTePaTbHOM BBEICHUH); MPOTHUBOOIYXOJECBbIC CPEICTBA (BaHICTAHUO, MBIIIbIKA
TPUOKCHUJ, OKCAJHUIUIATHH); MPOTUBOPBOTHBIE CPEACTBA (AOMIEPHUIOH, OHJIAHCETPOH);
CpeICTBa, BIUSIONIME HA MOTOPUKY IKEIYAOYHO-KHIIEYHOTO TpakTa (LU3amnpun);
AHTUTUCTAMHUHHBIC CpeACcTBa (MHU30JAaCTHH, acTeMu3oll, Tep(eHaquH); MpoYne
JIEKapCTBEHHBIC CpeICTBA (MudemaHuIa METHII CylbdaT, OCTpUIn).

— Bpoxnaennoe uinm npuodbpetenHoe yaunenue nareppana QT.

— Bripaxkennoe camxenne AJl, KapIuOTeHHBIN MIOK, KOJIIATIC.

— T'unokanuemusi, runomMarHuemMusl.

—  JluchyHKIUS MUTOBUAHON Keye3bl (THIOTHUPEO3, TUTIEPTHUPEO3).

— bepemennocts (cM. pazaen 4.6).
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e 4.6). (MOCNEQCBATENEHOC T:u_ 0004)

— Ilepuop rpyaHoro BckapMiauBaHus (CM. pasj

— Bospact o 18 net (3¢ hpekTuBHOCTS U 6€3011aCHOCTh HE YCTAHOBIICHBI).
4.4. OcoOble yka3aHMsl 1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— Ilpu nexomMneHCHPOBAaHHOM WJIH TSDKEIION XPOHUYECKOH cepaeuHoi HeaoctarouHoctu (II1-1V
dyHKUMOHANBHBIH Kinacc mo kiaccupukanuu Hpio-Mopkckoil acconuammy KapauoNoroB
(NYHA)).

— IlIpu AV 6nokane I crenenu.

— Y nauuMeHToB MOXKUJIOr0 BO3pPACTa.

— Y [NamMeHToB C AIIEKTPOKAPAMOCTUMYISITOPOM/UMILIAHTUPOBAHHBIM ~ KapIHOBEPTEPOM-
NepUOPUILIATOPOM.

— Ilpu ogHOBpEMEHHO MPUMEHEHHUH C TMpenapaTaMu, CIOCOOHBIMH YAJIUHATH uHTepBan QT.

— Ilpu ogHOBpEeMEHHOM MpPUMEHEHUU ¢ cOPocOyBHPOM B MOHOTEpANHH UM B KOMOMHAIMH C
IPYTUMHU  TPOTHBOBUPYCHBIMHU IpenaparamMu MpsSIMOTO JIEUCTBHSL TPOTUB BUPYCHOTO
renaruta C (TakuMU Kak JaKji1aTacBUp, CUMEIIPEBUD, JIEIUIIACBUD).

— Ilpu HapymeHusx GyHKIMU IUTOBUIHOMN KeJle3bl B aHAMHE3E.

— Ilpu HapymeHusX GyHKINUN EUYCHU.

— Ilpu OGponxuanbHOI acT™me.

— Ilpm Tskenon IpIxareapHON HEAOCTaTOYHOCTH.

Oco0ble yKkazaHus

BuytpuBennoe crtpyitHoe BBeneHue mnpenapata AMUOJAPOH BEJI®APM o06biuHO He
PEKOMEHAYETCSl U3-3a TeMOJIMHAMUYECKUX PHUCKOB (pa3BUTHE BBIPAXXEHHOTO CHUKeHUs All,
COCYAMCTOTO KOJUIAICca), MPEANOYTUTENbHBIM SBJSETCS BHYTPUBEHHOE KallelbHOE BBEJIECHUE
npernapara.

3a MCKJIIOYEHHWEM HEOTJIOXKHBIX CIIy4aeB BHYTPUBEHHOE CTPYHHOE BBEICHME IIpernapara
AMUOAPOH BEJI®APM nomKHO NpOBOJUTECS TOJIBKO B OJIOKE MHTEHCUBHOM Tepanuu npu
noctostHHOM KoHTpose DKI' (B cBsA3M ¢ BO3MOXKHOCTBIO Pa3BUTHS Upe3MEpHON OpaauKkapauu U
apuUTMOTreHHOTO JieiicTBus) 1 A/l (B CBSI3U C BO3MOKHOCTBIO CHIKEHHST A/Jl).

Jns Toro, uytoObl M30eXkaTh BO3HUKHOBEHUS peakiuil B MecTe BBelAeHHMsS (cM. pasznen 4.8),
npenapat AMUOJIAPOH BEJI®APM pexomeH1yeTcs BBOAUTH Yepe3 LIEHTPAIbHbIM BEHO3HBIN
Karerep.

Tonbko B ciaydae KapJUOpeaHWMAIMM TPU OCTAHOBKE Cep/la, BbI3BAaHHOW (QuOpHILIAIuei
KEIyJTOYKOB, PE3UCTECHTHOM K NeGUOPHIUIALMHU, NMPU OTCYTCTBUH IIEHTPAJIHLHOI'O BEHO3HOTO
Jnoctyna (OTCYTCTBUM YCTAHOBJIEHHOTO IIEHTPAJBHOIO BEHO3HOIO KareTepa) Mpenapar

AMUOJIAPOH BEJI®APM MOXHO BBOIUTH B KPYNHYIO TepuPEpPUUIECKYI0 BEHY C
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AMUNOJIAPOH BEJI®APM 1nocine xkapauopeaHuManuu, Ipenapar cleayeT BBOJIUTH
BHYTPHUBEHHO KareJIbHO Yepe3 LIEHTPaIbHbIN BEHO3HBIN KaTeTep MO/ TOCTOSIHHBIM KOHTpoJieM A/l
u OKT.

Peaxyuu co cmoponwi cepoya

Coo01manoch 0 BO3HUKHOBEHWU HOBBIX HApYIICHHH PUTMA WM YTSDKEJICHUHU YXKE MMEIOIIMXCS
HapylIeHUH pUTMaA, HHOrJAa C JieTadbHbIM  HCcXOAoM. OueHb BaXXHO MPOBOJUTH
muddepeHIMaNbHbI AUMarHO3 MEeXAYy HeJ0CTaTOuHOM 3((EeKTHUBHOCTHIO Mpernapara H ero
APUTMOTECHHBIM JIEHCTBUEM, COUETAIOUIMMUCS WU HET C YCYryOJeHHEeM TSKECTH CepaeyHO-
COCYAMCTOM NaTOJOTHH.

[Tpu mpuMmeHeHHH amuojapoHa 00 apUTMOI€HHOM JEHCTBUU COOOIIANOCh 3HAYUTENIBHO PEXE,
YeM Mpu NPUMEHEHHH JAPYTUX NPOTUBOAPUTMHYECKHX IpEnapaTroB M, KaK MPaBHIIO, OHO
HAOJI0IAI0Ch MPU HAMMYUHU (DAaKTOPOB, YBEIMUYUBAIOIIUX MPOAOIKUTEIBLHOCTh uHTepBana QT,
TaKUX KaK B3aUMOJICHCTBUE C JPYTMMHU JICKAPCTBEHHBIMH CpPEICTBAMHU W/WIM HapPYIICHUS
COJICpKAaHUS DJICKTPOIMTOB B KpoBU (cM. pasmensl 4.5, 4.8). HecmoTps Ha cIocOOHOCTH
npenapata AMHUO/JJAPOH BEJI®APM yBennuuBaTh npoaomkuTesbHOCT, uHTEpBasia QT, oH
MOKa3aJl HU3KYI0 aKTUBHOCTb B OTHOILIECHUU IPOBOLUPOBAHUS MOIUMOPGPHON >KETyI0UKOBOU
TaxXUKaApJUHU TUTA «TAPYITH.

Buipasicennasn bpaouxapous

[Tpu npumeHeHnH aMmuo1apoHa ¢ cohocOyBUpPOM B KOMOMHAIIMHU C APYTUMU TPOTHBOBHPYCHBIMHU
npenaparaMy MpsIMOTO JIEWCTBHS MPOTUB BHpYyCHOro renatuta C, TaKMMHM KakK JaKJIaTacBHp,
CUMENPEBUp, JIEAUNACBUP, HAOMIOAATUCH CIydad pa3BUTHS BBIPAKEHHOM, MOTEHLUAIbHO
yrpoKarole >Ku3HM, Opaaukapauu, a Takxke Onokaael cepaua. [loaToMy omHOBpeMeHHOE
npuMeHeHne 3Tux npenaparos ¢ npenapatoM AMHUOIAPOH BEJI®APM He pekoMeHIyeTcs.
Ecnu Henmp3s wu30ekaTh OJHOBPEMEHHOTO MPHUMEHEHHS JTHX I[IpernapaToB C IIpernapaToMm
AMUOJIAPOH BEJI®APM, pexomeHayeTcs THIATeIbHOE HAOMIOJECHUE 3a MAIlUEHTaMH TTOCIIe
Hayaja npuema codocOyBHpa B KOMOMHAIMU C JAPYTUMHU MPOTHBOBUPYCHBIMH IpenapaTaMu
npsimoro neictBus. I[locne Hadanma ogHOBpEMEHHOTO MpUMeHeHUs codocOyBHpa TAIHEHTHI,
KOTOPBIE OTHOCSITCSI K TPYIITIE BBICOKOTO PHCKa Pa3BUTHUS OpaiuapuTMHUHU, TOJKHBI HETIPEPHIBHO
Ha0JI0/IaThCS B YCIOBUSIX CTAIlIOHApa B TEYEHUU He MeHee 48 JacoB.

BcenenctBue naMTensHOrO mepuosa IMONMYBBIBEICHUS aMHUOAApOHA, TAKKE CIEyeT MPOBOJIUTH
COOTBETCTBYIOIIMII MOHUTOPUHI Yy MAallMEHTOB, KOTOpbIE NPEKpaTHWId TpUEeM [penapara
AMUOJAPOH BEJI®APM B TedecHHE MOCICAHUX HECKOJIBKHMX MECAICB 10 Hadalla JICUCHUS
copocOyBUpOM B MOHOTEpamud WJIM B KOMOMHAIMM C JAPYTUMHU MPOTHBOBHUPYCHBIMU

npernapaTamu npsiMoro J1eHCTBUS.
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CTMEPTH!

renatuta C B coueranuu c npernapatroM AMUOJIAPOH BEJI®APM, kak OAHOBPEMEHHO C
JPYTUMH  JIEKapCTBEHHBIMU TIpenapaTaMi, 3aMEIJISIOIIMMHU CEepACYHBIH pUTM, Tak U 0e3
COYETaHUsl C TAaKUMH JIEKAPCTBEHHBIMU IIpernapaTtaMy, JOJDKHBI ObITh MPOMH(MOPMHUPOBAHBI O
CHUMIITOMAaX, YyKa3blBAaIOIIMX Ha pa3BUTHE Opagukapauu u Onokaisl cepaua. B ciyuae ux
HOSIBIICHUSI OHU JIOJKHBI HEMEUIEHHO 00PAaTUTHCS 38 MEAUIIMHCKOW MOMOIIBIO.

Jlecounvie napywenus

[TosiBneHHe OJBINIKK MM CYXOrO Kallljsl MOXKET OBbITh CBSI3aHO C JIETOYHOW TOKCHYHOCTBIO, B
YaCTHOCTH, C Pa3BUTHEM MHTEPCTUIMAIBHOIO THEBMOHUTA. B OueHb pelkux ciiydasx pa3BUTHE
MHTEPCTULMAIIBHOIO THEBMOHUTA HaOJI0OJAJIOCh OCJIE BHYTPUBEHHOI'O BBEICHHS IMpernapara
AMUOIAPOH BEJI®APM. IIpu noxo3peHun Ha pa3BUTHE HHTEPCTULMATIBEHOTO THEBMOHHUTA Y
HAIMEHTOB, Y KOTOPBIX BO3HUKAET CUJIbHAS OJIbIIIKA, KAaK U30JMPOBAHHAS, TAK U B COYETAHUU C
yXyJIIeHueM OOIIero COCTOSHUS (IOBBIILIEHHAs YTOMIISIEMOCTb, CHUXKEHHE MAaccChl TeJa,
JMXO0paJiKa), CIeAYeT IPOBECTH PEHTIEHOJIOIMUECKOE UcciieioBaHue Jerkux. Cnenyer npoBectu
NEPEOLEHKY HEOOXO0AUMOCTH IIPUMEHEHUSI aMUOJIapOHa, TaK KaK IpU paHHEH OTMEHE Ipernapara
UHTEPCTULMAIBHBIA [THEBMOHHUT OOBIYHO SBJSAETCS OOpaTUMbIM (KJIMHUYECKHE CHUMITOMBI
0OBIYHO pa3pelIaTcs B TeueHue 3—4 Heslenb ¢ MOCIeyIoIuM 0osiee MeIJICHHBIM YIIy4lIeHHEM
PEHTT€HOJIOTMYECKOM KapTUHBI U (YHKIUU JIETKUX B T€YEHHE HECKOJIBbKUX MecsueB). Cremyer
pPaccMOTPETh BOIPOC O JICUEHUH [NIFOKOKOPTUKOCTEPOUIAMHU.

Kpome Toro, y manueHToB, KOTOPHIM BBOJWIJICS aMHOAAPOH, B OUYEHb PEIKUX CIIydasX, OOBIYHO
HEMOCPEACTBEHHO TI0C/Ieé  XUPYPIMYEeCKOro  BMELIAaTelNbCTBA, HAOIIOJANOCh  CEpbE3HOE
JIBIXaTeJIbHOE OCIIOKHEHUE (OCTPBIH pEeCHUpPATOPHBIN AUCTPECC-CUHIPOM B3pOCIbIX), MHOIIA C
JIETaJIbHBIM MCXO0/I0M; MIPEIoIaraeTcs BO3SMOKHOCTD CBSI3U €T0 Pa3BUTHS C B3aUMOJECHCTBUEM C
BBICOKMMH KOHIIEHTpaLUsAMHU KUCIIopoJa (cM. pa3zaen 4.8).

Hapywenus co cmoponul nevenu

PexomMenayercs TIiaTeabHbIi MOHUTOPUHT (PYHKIIMOHAIBHBIX «TI€Y€HOYHBIX)» TECTOB (KOHTPOJIb
AKTUBHOCTH «II€UYEHOYHBIX» TpaHCaMHHA3) Iepe/l HayajJoM MPUMEHEHHs amHoJapoHa H
PETYJIIPHO BO BpEMs JIEUEHHS IIpenapaToM. B TeueHue nepBbix 24 4yacoB MOCI€ BHYTPUBEHHOTO
BBEJCHUS AaMMOJapOHAa MOXXET pa3BUThCS OCTPOE TMOpaKEHHE TeueHH  (BKIIoYas
renaToueUIIoNSPHYI0 HEJOCTaTOYHOCTh WJIM IE€YEHOYHYI0 HEJIOCTaTOYHOCTh, HWHOTAA C
JETaJbHBIM HCXOJIOM) M XPOHUYECKOe MopakeHue mnedyeHu. llosToMy mnpu MOBBIIEHUH
AKTUBHOCTH «II€YEHOYHBIX» TpPAaHCAMHHAa3, B 3 pa3a MPEBBIILIAIOLIEM BEPXHIOI IPAHULLY HOPMBI,
J103y IIpenapara ciaeayeT CHU3UTh WU IPEKPATUTh €r0 MIPUEM.

Knuauueckne u naGopaTopHble NPU3HAKM XPOHUYECKOM NEUEHOYHON HEJOCTATOYHOCTH NP

NPUMEHEHUH aMHUOJIapOHa BHYTPb MOTYT ObITh MMUHHMAJIBHO BBIPAKEHHBIMHU (Te€maTOMEraus,
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00paTUMBIMU TIOCJIE OTMEHBI Mpenapara, 0JJHaKO COO0MIaTIOCh O CIIydasx CMEPTEIBHOTO UCXOa.
Hapywenus co cmopoHul opeana 3penus

Ecmu naOmromaercst ocnabieHHe OCTPOTHI 3PCHUS WM BO3HMKHOBEHHUE HEUYCTKOCTH 3pPCHHS,
HEOOXOIMMO HEMEIJICHHO IPOBECTH IOJIHOE O(TaIbMOJIOTHYECKOE OO0CIEeIOBaHHE, BKIIHOYAs
byHIOCKOMHIO (OCMOTp THa3HOTO JaHA). [IposiBieHne HEHponmaTHUH W/WIM HEBPUTA 3PUTEIHHOTO
HepBa TpeOyeT OTMEHBI aMHOIapOHA M3-32 BO3MOXKHOTO Pa3BUTHS CIICTIOTHI.

Tsiocenvie 6WZJZ€3Hbl€ peakyuu

Jleuenue npenapatom AMUOJAPOH BEJI®APM crenyer HEMEUIEHHO MPEKPATUTh MpHU
MOSIBJICHHHA CUMIITOMOB ¥ TPOSIBICHUMN, YIPOKAIOIINX JKU3HHU WM J1axke (aTaabHBIX PEaKIvil B
Buje cuHapoma CruBeHca-/[)KOHCOHA, TOKCHUYECKOTO 3MUAEPMaIbHOIO HEKPOJIU3a, a UMEHHO:
MOSIBJICHUE MPOTPECCUPYIONIEH KOKHOMN CHIMH, YacTO ¢ 00pa30BaHUEM Iy3bIPEH, TN MOSIBICHUE
MOBPEXKACHUN CITU3UCTBIX 000JI0YEK.

Jlexapcmeennoe 83aumooeticmaue

He pexomennyercsi ogHoBpemennoe npumenenue npernapata AMUOJIAPOH BEJI®APM co
CIEIYIOIIUMU  JIEKAPCTBEHHBIMU  CpeACTBaMu: OeTa-aapeHoOJIokaTopamu, OJoKaTopamu
«MEJIJICHHBIX» KaJbI[UEBBIX KAHAJIOB, YPEKAIOUIMMH CEpACUHBIM PUTM (BeparaMuil, TUITHA3EM),
CIaOUTENbHBIMU, CTUMYJHUPYIOIIUMHU TEPUCTANBTUKY KHIIEYHHKA, KOTOpPHIE MOTYT BBI3BATh
TUTIOKATTUEMUIO.

Ilepsuunas oucgynxyua mpancnaianmama (I1T) é meuenue 24 uacos nocie mpancnianmayuu
cepoya

[Ipumenenne amuojapoHa mepesa TpaHCIUIAaHTAIlMEH CepJilla CBSI3aHO C TOBBIIIEHHBIM PUCKOM
passutus [I/IT (nanHBIE pETPOCIIEKTUBHBIX UCCIIEIOBAHUI).

I[IAT npencrasnsier coOOM KUZHEYTPOXKAIOIIEE OCIOKHEHUE MPH TPAHCIJIAHTAIIMU Ceplla,
MpOosIBIIsfOIIEeCs Kak AUC(YHKIINS JIEBOTO, IPABOT0 UIU 000X KETYAOYKOB, U Pa3BUBAOIIASCS
B TeueHHe 24 YacoB IOCJ€ TPAHCIUIAHTAllMU Ceplua, JJis KOTOPOH HE YCTaHOBJIEHO APYroi
MPUYHHBL. B cilydae manueHToB, BHECEHHBIX B OU€pe/Ib Ha TPAHCIUIAHTAIIMIO CEP/IIa, CIeAyeT KakK
MO>XHO paHbIll€ OLEHUTh BO3MOXXHOCTh NPUMEHEHUS albTEPHATUBHOI'O AHTHAPUTMHUUYECKOTO
npenapara.

T'unokanuemus

['mnokanuemuss 1MopKHAa OBITH CKOPPEKTHpPOBaHA JO Havalia MPUMEHEHHUs TMperapara
AMHMOIAPOH BEJI®APM.

Obwas u mecmuas anecmesus

[lepen xupyprudyeckuMm BMEIIATEIbCTBOM Bpaya-aHECTE3HOJOra CIEJyeT I[OCTaBUTh B

HN3BCCTHOCTH O TOM, YTO MMALIMCHTY BBOAHJICA aMHUOOapOH. JleueHnue mnmpemnapaTroM MOXET YCUIIUTDH



COOTBETCTBYET 2K
or 21.11.2025 N2

F€MOJMHAMUYECKUN PUCK, MPUCYIIUA MECTHOU MJIU d&g&%rjgi%&%ﬁll—l/ﬁj(_lztld$6&ﬁ{éc{%'am

CMEPTH

OTHOCUTCS K YPEXKEHUIO CEPJCYHOIO0 PUTMA, 3AMEJICHUIO IPOBOJUMOCTH W CHUKEHHIO
COKPaTUMOCTH CEep/Ilia).

Hapywenue ¢pynkyuu wumosuonoti scenesvl

AMHOIApOH MOXKET BbI3bIBaTh HapylleHUS (GYHKIUU I[IUTOBUAHON JKele3bl, OCOOCHHO Yy
MAIUEHTOB C HApPYIICHUSMH (DYHKIHUU IIUTOBHIHOM KENe3bl B COOCTBEHHOM WJIM CEMEHHOM
anamHuese. [loatomy, B cinydae mepexojia ¢ BHyTpeHHero BBeneHus npenapata AMUOJAPOH
BEJI®APM Ha npuem amMmuogapoHa BHYTPb, KaK BO BpeMsl JICUEHU S, TaK U B TCUCHUE HECKOJIbKUX
MECALIEB II0CJI€ OKOHYAHMS JICYCHMS, CJEeAYyeT IPOBOAUTH TUIATENIbHBIA KIMHUYECKUN H
1ab0paTOPHBIN KOHTPOJIh (DYHKIIMU IIUTOBUIHON *keie3bl. [Ipu mompo3peHnn Ha IUChYHKITUIO
LIIMTOBHIHOM KEJE3bI CIIENYET IPOBOAMUTH ONPEIEICHUE KOHLIEHTPAUU TUPEOTPOITHOTO TOPMOHA
(TTTI') B chIBOpOTKE KPOBH (C MOMOIIBIO CBEPXYYBCTBUTENbHOTO aHanmu3a Ha TTI).

[Ipenapar coaepXKUT B CBOEM COCTaBe HOJ W IO3TOMY MOXET HapyllaTb IOTJIOIIECHHE
pPaIMOAaKTUBHOTO MOJIa, YTO MOYKET HMCKa)XaThb PE3yJbTaTbl PAJUOU30TOIHOIO HCCIIEIOBAHUSA
IIMTOBU/IHOM KEJIE3bl, OJJHAKO €r0 NPUMEHEHUE HE BIMSET Ha JIOCTOBEPHOCTH OMNPEACIICHUS
KoHIeHTpanuu Tpuiioaruponuna (T3), tupokcuna (T4) u TTI B m1asmMe KpoBH.

BcnomorarenbHbIe BEIIECTBA

B makcumanbHOM cyTo4HOM J103€ mpenapaTa coaep:kutcs 480 mr 6ensminoBoro cnupra (20 mMr B
1 M), 9TO 3HAYUTENILHO MEHBIIIE MPEIETBHO JOITyCTUMOTO cosiepxkanus (90 mr/kr/cyt). UmeroTcst
JTaHHbIE, 4TO OEH3WIOBBIN CITUPT MOXKET BBI3bIBATh TOKCHUECKUE U aHA(UIAKTONIHbIE PEAKLIUH Y
MiazieHleB M jaereil 10 3 ner. BeH3WsnoBBIM CHOUPT MPOTHBOINOKAa3aH HEIOHOIIEHHBIM U
HOBOPOXKJICHHBIM.
eTH

VY nereii 6e3onmacHOCTh U 3((HEKTUBHOCTh aMHO/apOHa HE M3ydajach. B ammynax mpemnapata
cofiepxkuTcs OeH3MWI0BbIN cnupT. Coo0Ianoch 0 pa3BUTHH Y HOBOPOXKIEHHBIX PE3KOTO YAYIIbS
CO CMEpTENbHBIM HCXOJOM IIOC/IE BHYTPUBEHHOIO BBEACHHS PACTBOPOB, COJEPKaIIMX
OeH3m1oBbIil cupT. CUMOTOMaMHU Pa3BUTHUSL ATOTO OCIOKHEHUS SBIIAIOTCS: OCTPOE pa3BUTHE
yIylbsi, cHukeHue AJl, Opagukapus 1 KoJuiarc.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JIeKAPCTBEHHBIMH MNpenapaTamMM W [Jpyrue BHABI
B3aHMO/1eiCTBUA

dapmakogrHaAMHUYECKHE B3AUMOJIENCTBUS

Jlexapcmeennvie cpedcmea, cnocobHble 8bl3b18AMb NOTUMOPDHYIO HCENYOOUKOBYIO MAXUKAPOUIO
MUNAa «NUPYyImy» Uil y8eauyusams npoooaxcumenvHocms unmepsania QT

Jlexapcmeennvie CDQOC‘I’I’IGCZ, CNnocobHbLE BbI3LIEAND nOJZuMOD(bHVIO .?fCéJZV()OUKOGVIO maxukap()uio

muna «nupyani)
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MOJMMOP(HYIO KEIYJTOYKOBYIO TaXUKAPAHIO THIA «ITUPYIT» MPOTHUBOMOKA3aHA, TaK KakK IMPHU
ATOM YBEJIMYMBACTCA PUCK PA3BUTHS MOTCHUUAIBHO JICTATBHONW MOTUMOP(HON KETyT0UKOBOM
TaXUKapJIuu THIIA «THPYITH.

K HuM otHOCSTCS:

— aHTHApUTMUYECKue mpenaparel |A kinacca (XWHHIWH, TUAPOXUHUIWH, TU3OTHPAMU],
IIPOKaUHaMUL);

— antHaputMuueckue mnpenaparsl |l kmacca (moderwnma, mOyTuaua, OpeTHIvMs TO3WJIaT);
COTaJoJ, IPOHEApOH;

— gpyrue (HE aHTHAPUTMHUYECKHE) Tperaparbl, TaKUe KaK HEHPOICNTHUKH: (CHOTHAZHUHBI
(xJopnpomasuH,  [HMaMEMa3WH, JIEBOMENPOMAa3WH, THOPHAA3WH, Tpudayonepasus,
dbnydenazun), 6eH3aMuIbl (AMUCYIBIPU, CYTBTONPU, CYIBIPUL, TUATIPHU), OyTUPOPEHOHBI
(IpomepumoI, TATONEPUAON); CEPTHHION, MUMO3H[; AHTHACIPECCAHTHI: TPHUIHUKINYECKHE
AQHTHJICTIPECCAHTHI, CEJIEKTUBHBIE MHTHOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHMHA (LIUTATIONIPAM,
ACIUTAJIONpPAaM); aHTHOAKTEpPHAIbHBIC  CpeACTBa:  (TOPXMHOJOHBI  (JIEBOQIIOKCAIINH,
MOKCU(IOKCAlUH, crnapIoOKCcallH, HUMPO(IOKCANH); MaKpPOIUAbl (IPUTPOMHUIIMH TPHU
BHYTPUBEHHOM BBEJICHUH, a3UTPOMHUIIMH, KIAPUTPOMHUIINH, POKCHTPOMHUIIUH, CIIUPAMHUIIVH),
KO-TPHMOKCA30JI; TPOTUBOTPHOKOBBIE CPENCTBA: a30Jbl (BOPMKOHA30J, HWTPAKOHA30M,
KETOKOHAa3011, (hIyKOHA30J1); MPOTUBOMANSIPUIHBIE CPEICTBA (XHMHHH, XJIOPOXUH, Me(IOXHH,
ranodaHTpuH, JayMedaHTPUH); MPOTHBONPOTO30MHBIE cpeAcTBa (NMEHTAMUAWH TpU
NMapeHTepalb-HOM BBEJICHUH); TIPOTUBOOIYXOJEBBIE CpeACTBAa (BaHAECTAaHUO, MBIIIbIKA
TPUOKCHJ, OKCAJUIUIATHH); TPOTHBOPBOTHBIE CpEACTBA (IOMIIEPHIIOH, OHJIAHCETPOH);
CpPEICTBA, BIUAIOIIME HA MOTOPUKY IKEIYyJIOYHO-KUIIEYHOTO TpakTa (IU3anpHmI);
AHTUTHCTAMUHHBIE CPEJCTBA (MU30JIACTHUH; aCTEMU30], TepPEeHAINH); TPOUNE JTIEKAPCTBECHHbBIE
cpenctpa (nudemanmna MeTui cyabdat, OepuIII).

Jlexapcmeennvie cpe()cmea, cnocoobubvle yeeiudusaniov I’ll)OdOﬂ.?fcumefleOCI’nb urmepeauia OT

CoBMecTHBII ~ TpUeM  aMUOJapoOHa €  TpenapaTamMy,  CIOCOOHBIMH  YBEJIWYHMBATH
IPOJODKUTENBHOCTh HMHTepBasia QT, HOMKEH OCHOBBIBATHCS Ha THIATENBHOM OLIEHKE IS
Ka)KJ0r0 MalMeHTa COOTHOIIEHUS 0KMIa€MON MOJIb3bl U MOTEHLHUAIBHOIO PUCKa (BO3ZMOKHOCTh
BO3pacTaHUs pHUCKa Pa3BUTHS MOTUMOP(HHON KeITyT0UKOBOW TaXUKapIUHN TUIA «ITUPYIT»); IpU
NPUMEHEHUU TaKuX KOMOMHAINI He00X0AUMO peryisipHo KoHTponupoBaTh DKI' nanneHToB (s
BBISIBJICHUS yanuHeHus uHTtepBana QT), a Takxke cofepkaHue Kajlus U Marius B KPOBHU.

VY nanueHToB, NPUHUMAIONIUMX aMHOJAPOH, CleAyeT n30eraTb NMPUMEHEHHs (TOPXUHOJIOHOB,
BKJII04asi MOKCH(DJIOKCALIUH.

Jlexapcmeennvie cpedcmea, ypexcaroujue cepoeuHblli pumm UlU Gbl3bl8AlOWUe HAPYUIEHUS]
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KomOunupoBanHas Tepanusi ¢ STUMHU IpenapaTaMyu He peKoMeHayeTcs. bera-anpenodaokaTopsl,
0JIOKaTOpbl «MEAJIEHHBIX» KaJIbLIMEBBIX KAHAJIOB, YPEKAIOIIME CEPACUHBIM PUTM (Bepanamul,
JMIITHA3€M), MOTYT BbI3bIBaTh HapYIIEHUS aBTOMAaTHU3Ma (pa3BUTHE YpE3MEPHOI Opaaukapaun) u
IIPOBOAMMOCTH.

Jlexapcmeennvie cpedcmea, cnocobHbie Gbl3bl6aAMb SUNOKATUEMUIO

Hepexomenoyemvie kombunayuu

— €O CnaOUTeNbHBIMU, CTUMYJIUPYIOIIUMH TEPUCTATBTUKY KHUIICYHHKA, KOTOPHIE MOTYT
BBI3BIBATH TUIOKAIMEMHUIO, YBEIMYUBAsS DPUCK Pa3BUTHSA IOJUMOP(HON IKEITyJOYKOBOH
TaXWKapAWW TUNA «IupydT». OIHOBPEMEHHO C aMHOIApOHOM CIEAYeT IPHUMEHSTh
ciabuTeNnbHbIe PYruX (hapManeBTHUECKUX TPYIIT

KOM6uHauuu, mpe6w0u4ue OCmMoOpoOAHCHOCMU NPU NPUMEHEHUU

— C JIMypPeTHKAaMH, BBI3BIBAIOIIMMHU THIIOKAIMEMHIO (B MOHOTEpAIlMA WJIA B KOMOWHAIHMSIX C
JPYTHMU JISKAPCTBEHHBIMH CPEICTBAMH).

- ¢ CHCTEMHBIMHU KOPTHKOCTEPOUIAMH (TITFOKOKOPTUKOCTEPOUIAMH,
MUHEPAIIOKOPTHKOCTEPOHIAMH ) U TETPAKO3AKTUIIOM.

— camdorepuiiiHoM B (BHyTpuBEHHOE BBE/ICHUE).

HeobOxoauMo mpenoTBpaiiaTh pa3BUTHE TUIMOKATMEMHHM, a B Clydae €€ BO3HHKHOBEHHUSI

BOCCTAHABJIMBATh J0 HOPMAJbHBIX 3HAYCHUH CONEP)KAHUE Kalus B KPOBH, KOHTPOJIHPOBATH

cofiepkaHue AEeKTpoauToB B KpoBu u DKI' (Ha mpeaMeT BO3MOXKHOTO YUTMHEHHs WHTEpBaja

QT), a B cimyyae BOSHMKHOBEHUS TTOJTUMOP(HO# JKEITYT0YKOBON TaXUKAPJIUU TUIA «ITUPYIT» HE

Clle/lyeT TPHUMEHSITh aHTHAPUTMUYECKUE IMpenaparbl (J0oDKHA OBITh HavaTa IKeTyJI04KoBas

KapIHOCTUMYJISIUS; BO3MOXXHO BHYTPUBEHHOE BBEJCHUE COJICH MArHMUs).

Jlexapcmeennvie cpedcmea 05 obujeli anecmesuu

Coo0manoch 0 BO3MOYKHOCTH Pa3sBUTHUS CIEAYIOIIUX TSDKEIBIX OCIOXHEHWH Y MalleHTOB,

NPUHUMAFOIIUX AMHOJIAPOH, TIPU MPOBEICHIH 00IIeii aHecTe3nu: Opaaukapaus (Pe3UCTEHTHAS K

BBC/ICHHIO aTPOIMHA), apTepualibHas THIIOTEH3Ms, HAPYIICHHS MPOBOJAMMOCTH, CHIDKCHUE

Cep/IeYHOr0 BBIOpOCa.

HaOGnroanuce 04eHb pelikue Ciydad TSHKEITBIX OCII0KHEHHH CO CTOPOHBI IBIXaTeIbHOW CHCTEMBI,

WHOTJIA C JICTAIbHBIM HCXOJOM (OCTPBIA PECIUPATOPHBIA JAUCTPECC-CHHIAPOM B3POCIBIX),

KOTOPBIN Pa3BUBAJICS HETIOCPEICTBEHHO MOCIIE XUPYPIrHUYECKOTO BMEIIATEIbCTBA, BOSHUKHOBCHUE

KOTOPOTO CBSI3BIBAETCS C B3aUMOJICHCTBHEM C BHICOKUMH KOHIIEHTPALUSMH KUCIOPO/A.

Jlexapcmeennvie cpedcmea, ypedcaowue CcepoeuHvli  pumm  (KIOHUOUH, 2YAHDAYUH,

UHSUOUMOPBL XOTUHICMEPA3bl [OOHene3ul, 2alaHmMaMuHt, PUBACMUSMUH, MAKPUH, amOeHOHUs

X10pUO, NUPUOOCMUSMUHA OPOMUOD, HeOCMUSMUHA OPOMUO], NUTOKAPNUH)

11
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DdapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

Bruanue amuooapona na opyaue ieKapcmeeHubie cpeocmasda

AMHOJIapOH W/WJIM €r0 METa0OJIUT Ne33THIAMHOAApOH MHTHOUpYOT n3odepmentsl CYP1AL,
CYP1A2, CYP3A4, CYP2C9, CYP2D6 u P-rauxomporeun (P-gp) M MOIyT yBEIHYHBATh
CUCTEMHYIO JKCITO3HUIMIO JICKAPCTBEHHBIX CPEICTB, SIBISIFOIIUXCS MX cyOcTparamu. B cBsizu ¢
MPOJOKUTEIHLHBIM TIEPUOJIOM TIOTYBBIBEICHHS aMHOJapoHa JAHHOE B3aMMOJICHCTBUE MOXKET
HaOJIFOIaThCS TaXKe Yepe3 HECKOIBKO MECSIIEB TIOCIe TPEKPaIleHHUs ero pruema.

Jlexapcmeennvle cpeocmea, asisowuecs cyocmpamamu P-qgp.

AMuonapon sBisiercss uHruoutopom P-gp. Oskupaercsi, 4To €ro COBMECTHBIM IHpUEM C
JIEKapCTBEHHBIMU CPEICTBaMHU, SBIAIOIIMMUCA cyOcTparamu P-gp, mpHUBENET K YBEIMUYEHUIO
CHUCTEMHOM 3KCIO3ULIUY MTOCIETHUX.

— Cepoeynvle enuko3udvl (npenapamsi HaNEPCMAHKU)

B03MOXHOCTP BO3HHMKHOBEHHsI HapylIeHWH aBTOMaTu3Ma (BBIpaKCHHas Opamukapausi) u
IPEICEePAHO-KETYIOYKOBOW MPOBOAMMOCTH. Kpome TOro, mpum KOMOWHAIMM JWTOKCHHA C
aMHOJApOHOM BO3MOXKHO YBEJIMYEHHE KOHILIEHTPAllMM JMIOKCHHA B IIa3Me KpoBU (M3-32
CHIDKEHMs ero kiupeHca). I[losToMy mpu coueTaHuu TUTOKCHMHA C aMMOJApOHOM HEOOXOIMMO
OTpeAeNATh KOHLIEHTPALMIO TUTOKCUHA B KPOBU U KOHTPOJIMPOBATh BO3MOKHBIE KIIMHUYECKUE U
ANIEKTpOKapaAnorpaduyecKie MposBIECHUS TUTUTATUCHON HHTOKCUKAMKU. MoxXeT noTpedoBaThes
CHM)KEHHE JI03 IUTOKCHHA.

—  Habueampan

HeoOxonuMo mposiBISITH OCTOPOXKHOCTH IPU OJHOBPEMEHHOM INPUMEHEHHM aMHUOJAapOHa U
naburaTpaHa M3-3a pUCKa BO3HHUKHOBEHHS KpOBOTEUEHHs. MOKeT MmoTpeboBaThCsl KOPpPEKLus
J103bl 1TaburaTpaHa B COOTBETCTBUH C YKa3aHUSAMHU B €r0 HHCTPYKLIUHU MO IPUMEHEHUIO.

Jlexapcmeennwvle cpeocmsa, asnstowmuecs cyocmpamamu uzodhepmenma CYP2C9

AMHUOTApOH TIOBBIMIAET KOHIIEHTPAIIMIO B KPOBU JICKAPCTBEHHBIX CPENCTB, SBISTFOIIAXCS
cyocrparamu  m3odepmenta CYP2C9, rtakmx kak BapdapuH wWid (QEHUTOMH 3a CYeT
uHrn6uposanus uopepmenrta CYP2C9.

—  Bapghapun

[Ipu xomOuHauuu BapdapyHa C aMHOJAPOHOM BO3MOXKHO YycuiieHHe 3((EeKTOB HENpsSIMOro
AQHTHKOATYIISTHTa, YTO YBEJIWYMBAECT PHCK pPa3BUTHA KpoBoTeueHus. Cremyer damie
KOHTPOJMPOBAaTh  MPOTPOMOMHOBOE BpeMsl IyTeM ompeneneHus nokazareast MHO
(MeXIyHapOJHOE HOPMAJIM30BaHHOE OTHOIIEHHE) U MPOBOJIUTH KOPPEKIMIO 103 HEHPSIMBIX
AQHTHUKOATYJITHTOB, KaK BO BPEM JICUEHHUSI aMUOJIaPOHOM, TaK M MOCJe IPEKpaIEeHHsI €ro npremMa.

—  Denumoun
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YTO MOKET MPHUBOJHUTH K IMOSBICHUIO HEBPOJIOTUYECKUX CHUMITOMOB; HEOOXOAUM KIMHUYECKUN
MOHUTOPHHT W, TPU TEPBBIX K€ MPHU3HAKAX MEPEIO3UPOBKH, CHUKEHUE I03bl (DEHUTOMHA,
JKeJaTeJIbHO OIpeJleIeHue KOHIEHTpaluy GeHUTOMHA B IJIa3Me KPOBH.

Jlexapcmeennvle cpeocmaa, asistowuecs cyocmpamamu uzogpepmenma CYP2D6

—  @nexauruo
AMHOIapOH TOBBINIACT TUIA3MEHHYIO KOHIICHTpAIMio (IIeKanHUIa 32 CYEeT HHTUOMPOBAHUS
nzodepmenta CYP2D6, B cBsi3U ¢ ueM TpeOyeTcss KOppeKIus 103 (hiIeKanHuIa.

Jlexapcmeennvle cpeocmsa, asisowuecs cyocmpamamu uzopepmenma CYP3A44

[Tpu coueranuu ammonapona, naruouropa nzopepmenra CYP3A4, ¢ 3TuMu 1eKapCTBEHHBIMU
cpencTBaMu, sBISFOIUMUCS cyocTpatamu m3odepmenta CYP3A4, BO3MOXKHO MOBBIIICHUE HX
IUTa3MEHHBIX KOHILIEHTpPALMil, 4TO MOXET NPUBOJUTH K YBEJIMYEHUIO MX TOKCHUYHOCTH W/WIU
yCUJIEHHIO (hapMaKOJANHAMHUUECKUX YPPEKTOB, a TAKKE MOXKET MOTPeOOBAaTh CHUXKEHUS UX J103.
Hwxe nepeunciensl Takue JIeKapcTBEHHBIE CPEICTBA.
—  Luknocnopun
Coueranue IMKIJIOCTIOPUHA C AMUOJIAPOHOM MOXKET YBEIMYUTh KOHLIEHTPALMU LUKIOCIOPHHA B
IU1a3Me KPOBHU, HEOOXO0JMMa KOPPEKIIMS J03bl LIMKJIOCIIOPUHA.
—  Qenmanun
KombOunanus ¢ aMuogapoHOM MOXKET YBEIMUUTh (papMakoJuHamMuueckue 3 ¢GeKTsl peHTann1a u
YBEJIMYHUBATh PUCK PA3BUTHUS €TI0 TOKCHUECKUX IPPEKTOB.

Hueubumopvr  I'MI-KoA-pedykmaswer (cmamumnsi) (cumeacmamun, amopeacmamur U
J108acmamuHm,)
VBenuueHne pHUCKa MBIIIEYHOH TOKCHMYHOCTH (pabIomMHuoin3a) NpU  OAHOBPEMEHHOM
NPUMEHEHUH aMHOJapOHa M CTAaTHHOB, META0OJM3UPYIOIUXCA C TOMOUIbI0 H30(epMeHTa
CYP3A4.
PexomeHyeTcsi MpUMEHEHHe CTaTHHOB, HE METa0OIM3UPYIONINXCS C TMOMOIIBI0 M30(epMeHTa
CYP3A4.
— Hpyeue nexapcmeennvlie cpeocmea, Memaborusupyrowuecs ¢ HnoMowblo usogepmenma
CYP3A44: nudokaun (pycK pa3BUTHs CUHYCOBOW OpaJiMKapAUU U HEBPOJOTHUYECKUX CUMITOMOB),
maxkpoaumyc (puck HeDPOTOKCUIHOCTH), cundeHagun (PUCK YBETUYCHHUS €ro MOOOYHBIX
addexToB), Mmuoazonam (PUCK Pa3BUTHUSA TICUXOMOTOPHBIX d(PdeKToB), mpuazoram,
OUUOPOIP2OMAMUH, IP2OMAMUH, KOTXUYUH.

Jlexapcmeennoe cpeocmeo, asiaoweecs cyocmpamom usochepmenmos CYP2D6 u CYP3A4

—  Hexcmpomemopgan

Awmmonapon uaruoupyet nzopepmentsl CYP2D6 u CYP3A4 u TeopeTnueckn MOKET MOBBICHUTD
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MJIa3MEHHYIO0 KOHIICHTPAIHIO AeKCTpoMeTopdaHa B KDOB‘]I/;!

—  Knonuooepen

Knonuporpen, sSBIsOMUICS HEAaKTUBHBIM THEHONUPUMUMHOBBIM JIEKAPCTBEHHBIM CPEICTBOM,
MeTaboNu3upyercss B MEeYeHH ¢ 0Opa3oBaHMEM AaKTUBHBIX MeTa0oiaMTOB. B03MOXHO
B3aUMOJICHCTBHE MEXIy KIOMUIOTPEIOM W aMHOJAPOHOM, KOTOPOE MOXKET IPHBECTH K
CHIDKEHHIO 3()(hEeKTUBHOCTH KIIOMHIOTPETIA.

Bnusinue opyaux nekapcmeenHuix cpeocme Ha amMuooapoH

HUneubumopwl usochepmenmos CYP3A44 u CYP2CS

Nuru6utoper nzodepmentoB CYP3A4 u CYP2C8 moryr mmMeTh MOTCHIHMAT WHTHOWPOBAHUS
MeTaboaM3Ma aMHOIApOHa, YBEIMYCHHUS €r0 KOHIIEHTPAIMN B KPOBU M, COOTBETCTBEHHO, PUCKA
yBEIMYEHUS ero (hapMaKOIMHAMUYECKUX U TOOOYHBIX A (PEKTOB.

PexomenmoBano wu3berate nmnpuemMa uHruouTopoB uszopepmenra CYP3A4 (mampumep,
IpeingpyToBOro COKa M HEKOTOPBIX JIEKApPCTBEHHBIX CPEACTB, TaKUX Kak LHMMETHAUH U
uHruoutopsl BU4-niporeassl, B T. 4., ”HAMHABUP) BO BPEMsI JIEUEHUS] aMUOIapOHOM. IHTHOUTOPBI
BUY-nporea3sl npu OAHOBPEMEHHOM INPUMEHEHMM C aMUOJAPOHOM MOTYT IIOBBIILIATH
KOHIIEHTPALIMI0 aMHUO/IapOHa B KPOBH.

Unoykmoput usopepmenma CYP3A4

- Pugamnuyun

Pudamnummu sBusercs MomHbIM HHIYKTOpoM wn3opepmenta CYP3A4, mpu coBmMecTHOM

IIPUMEHEHUN C aMMOJApOHOM OH MOXET CHW)KATh IUIa3MEHHbIE KOHLEHTPAllMM aMHUOJApPOHA U

J€39TUIIAMHO/IAPOHA.

— Ilpenapamul 36epo60s npoOwbIps6IeHH020

3Bepo00¥i IPOABIPSABICHHBIN SBISETCS MOITHBIM HHAYKTOpoM n3odpepmernta CYP3A4. B cBsi3u ¢

OTUM TEOPETUYECKHM BO3MOXKHO CHIKEHHE IIJJa3MEHHOM KOHLEHTPALlMM aMHUOJapoHa U

yMeHblIeHne ero 3¢ deKra (KITMHUYECKUE JaHHbIE OTCYTCTBYIOT).

IIpouue nexapcmeennvie 83aumooecmeus

— C coghocbysupom 6 monomepanuu uiu 6 couemaHuu ¢ Opy2UMU NPOMUBOEUDYCHBIMU
npenapamamu npsamoz20 oelcmeus npomus eupycroco eenamuma C, maxkumu Kax
oaknamaceup, cumenpesup, 1e0unaceup.

He pekoMenyercst 0IHOBpEMEHHOE MPUMEHEHNE aMUOAapOHa ¢ cOPOCcOYBUPOM B MOHOTEPAITUU

WM B KOMOWHAIMKM C OPYTMMU MPOTHBOBHUPYCHBIMH IperapaTaMH MPsIMOTO JAEWCTBUS MPOTHUB

BHUpYycHOro renatuta C, TAKUMHU KaK J1aKJIaTaCBUP, CUMENPEBUP, JIEAUIIACBHUP, TAK KAK ITO MOKET

NPUBOIUTH K Pa3BUTHIO TSKEION MPOTEKAIOIIEH C KIMHUYECKOH CUMIITOMAaTHKONW OpauKapauy.

MexaHu3M pa3BUTHS dTOU OpaJrKapaNH HEM3BECTCH.

Ecnu ogHOBpeMEHHOro NpUMEHEHHUS 3THX MpernapaToB M30€KaTh HENb3s, PEKOMEHIYeTCs
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CMEPTH

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD U JIAKTALUS

bepemennoctb

JlocTynHasi B Hacrosiee BpeMs KIMHHYecKas MH(OpMalus HeJoCcTaTO4YHA Ul ONpeAeeHUs
BO3MOXHOCTH WJIM HEBO3MOXXHOCTH BO3HUKHOBEHHS IIOPOKOB pa3BUTUS y 3MOpHUOHA IpHU
NpUMEHEHUH aMHo/1apoHa B | TpumecTpe GepeMeHHOCTH.

[TockonpKy WIMTOBHAHAsA Kejle3a IUIOJa HAayMHAET CBA3bIBATH HOJ TONbKO ¢ 14-i1 Henenu
OepeMeHHOCTH (aMEHOpEeN), TO He 0XKUIAETCS BIMSHUS Ha HEe aMHUOJlapoHa B ciydae ero 0osee
paHHero npuMeHeHus. M30bITok foa npu NpUMEHEeHUH IIpernapara 1ocjie 3Toro nepuoia Moxer
IIPUBECTHU K MOSIBICHUIO JJA0OPATOPHBIX CUMIITOMOB TMIIOTUPEO3a Y HOBOPOXKAECHHOIO UIIH JaKe
K (pOpMHPOBAHUIO Yy HETO KIMHUYECKH 3HAYUMOTO 300a.

BBuy BO3MOXHOIO BO3JEHCTBYS Ha IATOBUAHYIO JKEJIE3y IIJI0Ja aMUOAAPOH MTPOTUBOIOKA3aH
BO BpeMs OEpeMEHHOCTH, 3a HCKJIIOUEHHEM CIllyyaeB, KOIJa OKHJaeMas I[oJib3a ero
UCIIOJIb30BaHUsl OEpEMEHHON KEHIIMHOMN MPEBBIIAET PUCKU Y 102 (MPU KU3HEYTPOXKAIOIINX
JKEITyZJ0YKOBBIX HapYyILIEHUSAX PUTMa CepALa).

Jlakrauus

AMHOIApOH BBIAEIAETCA C TPYIHBIM MOJIOKOM B 3HAUUTENIBHBIX KOJIMYECTBAX, IO3TOMY OH
IPOTUBONOKA3aH B MEPUOJ KOPMIIEHHUS Ipy/Ablo (Tpenapar cieayeT OTMEHUTh WU MPEKPaTUTh
Ipy/AHOE BCKapMJIMBAHHUE).

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAMHU M padoTaTh C
MeXaHHU3MaMH

OTCYTCTBYIOT J0Ka3aTelbCTBa TOTO, YTO aMHUOJAPOH HApylIaeT CIIOCOOHOCTh 3aHUMAThCS
NEeSTeNIbHOCThIO, TpeOyrolleld IMOBBIIIEHHOW KOHILIEHTpAallMM BHUMAaHUS U OBICTPOTHI
IICUXOMOTOPHBIX peakiuil. OmHako, B KauecTBE MeEpbl NPEJOCTOPOKHOCTH, IMALUEHTaM C
NApOKCU3MaMM TSDKEJIBIX HAPYIIEHUWH pPUTMA B IEPUOJ JIEUYEHMS IIPENapaToM >KeJIaTelIbHO
BO3/IEPKATHCS OT MOJI00HOMH 1eATEIbHOCTH.

4.8. HexkesaTeibHbIe peakuu

Pesrome npoduiist 0e3onacHoCTH

HaubGonee cepbe3HBIMH BO3MOKHBIMH HEXENATENbHBIMH  PEAKIUSIMU TPH MPUMEHEHUU
aMUOJapoHa SIBJISTFOTCS HEUTPONIEHUS, arpaHyJIONUTO3, aHapUIaKTUUECKHI 1IOK, oTeK KBuHKE,
T0OpOKaueCTBEHHAs] BHyTpUUYEPETHAS TUIIEPTEH3MUS, HEHPOIIaTHsl 3pUTEIIBHOTO HEPBA, CHIKEHUE
AJl BmIOTH A0 KOJUIANCa, ApPUTMOTEHHOE JEHCTBHE, OCTAaHOBKAa CHHYCOBOIO Y3Ia,
WHTEPCTUIIUANBHBI MHEBMOHUT WM (UOpPO3, TSDKENIbIe pPECIUpPaTOpPHBIE OCIOKHEHUS,
OpoHXOCTa3M HW/WJIM amHod, OCTpOe MOPaKECHHE TEYCHH, OYyJUIe3HbIE pEaKIuu, IepBUYHAS

nuc(yHKIMS TpaHCIUIAHTAaTa B TEUCHHE 24 YacoB IMOCJE TpaHCIUIaHTanuu cepiana. Hambomee
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aMHOJIapOHa, ObUIM HAPYIICHHS CO CTOPOHBI CEPJILa U COCY/IOB.

PesroMe HexxenaTeabHbBIX PEAKIINT

HexenaTenbHble peakiiy MpPECTaBICHb B COOTBETCTBUU C MOPAXKEHUEM OPraHOB U CHUCTEM
OpraHOB B TIOCJEIOBAaTEIbHOCTH MEIUIIMHCKOTO CJOBaps s HOPMaTHBHO-IIPaBOBOM
nesrenbHocT (MedDRA). Yacrora BO3HHMKHOBCHHS ONPEACISIaCh B COOTBETCTBUU CO
CIIEYIOIIUMHU KaTeropusiMu: o4eHb dacto (>1/10), gacto (>1/100, vo <1/10), HeuacTo (>1/1000,
Ho <1/100), peaxo (>1/10000, Ho <1/1000), ouenp peaxo (<1/10000), yacrora Hen3BecTHA (Ha
OCHOBaHUU UMEIOIINXCS JAHHBIX OIICHUTh HEBO3MOXKHO).

Hapywenus co cmopoHbl Kposu u tumpamuieckoi cucmembl.

Yacmoma neuzeecmna — HEUTPOIIEHUS, arPaHyJIOLUTO3.

Hapywenus co cmopoHvl UMMYHHOU cucmembl:

QOuenb peoxko — aHAPUITAKTUYECKUN ITOK.

Yacmoma neuzgecmna — aHTHOHEBPOTUYECKU OTeK (oTek KBuHKe).

OHOOKpUHHbBLE HAPYUIeHUSL:

OueHb pedxko — CUHAPOM HEaJeKBaTHOM cekpeunu aHTuanyperudeckoro ropmona (CHCATL).
Yacmoma HeuzsecmHa — TUNIEPTUPEO3.

lcuxuueckue Hapywenus:

Yacmoma neuzeecmna — COCTOSIHUE CITyTAaHHOCTU CO3HAHUS/IEUPHA, TaJUTIOLIUHALINH.
Hapywenus co cmoponul HepeHoll cucmemvi:

Ouenb pedko — MOOpPOKaUECTBEHHAS BHYTpUYEPETIHAS TUIIEPTEH3US (IICEBAOOMYXO0Ib TOJIOBHOTO
MO3ra), ToJI0BHas 00JIb.

Hapywenus co cmoponvl opeana 3penus:

Yacmoma HeuzsecmHa — HEUpONIaTUsL ~ 3PUTENBLHOTO  HEPBAa/HEBPUT,  KOTOpPbIE  MOTYT
MIPOTPECCUPOBATH IO CIICTIOTHI.

Hapywenus co cmoponvl cepoya:

Yacmo — 6pagukapaus, 0OBIYHO yMEpEHHasI.

OyeHnb pedko — apUTMOTEHHOE JecTBHE (BOSHHUKHOBEHHE HOBBIX HAPYIICHUNW pPUTMA, WIH
yCYryOJIeHHE CYIIECTBYIOIIUX HApYIICHHWH PUTMA, B HEKOTOPBIX CIyYasxX C MOCIeAYIoIIei
OCTaHOBKOH cep/ia). BeipakeHHas Opaaukapausi, OCTAHOBKA CHHYCOBOTO Y3Ja, TpeOyromue
MPEeKpaLEHUS JIEYEHNUS] aMHOJIapOHOM, OCOOEHHO y MAaIlMEHTOB ¢ AUC(YHKIIMENH CHHYCOBOTO y3Jia
W/WJIH TTAlMEHTOB MOXHIIIOTO BO3pacTa.

Yacmoma neuzsecmua — monuMopQHasi KeIyI09KOBasi TAXUKAPAMS THIIA «ITUPYIT» (CM. paszien
4.4,405).

Hapywenus co cmoponwl cocyoos:
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Yacmo — CHUKEHUE apTepUaIbHOIO JABJICHU, 065111'}II-J)I‘I:V1;1§[5%'1'¢[' E%T@Tlfildéigbgﬂnreewﬁpn

Y OTYETY

CTMEPTH!

NEepeO3UPOBKE WM CIUIIKOM OBICTPOM BBEICHMM IIpenapata HaOMIOAAINCh —Ciydyau
BBIP)KEHHOT'O CHIDKEHHSI apTEPHaIbHOTO IaBJICHUS MIIN KOJUIAIICa.

OuyeHb peoko — «IPUIUBBDY KPOBU K KOKHBIM ITOKPOBAM, COIIPOBOXKAAIOIINECS YYBCTBOM Kapa.
Hapywenus co cmoponbl ObixamenbHOU cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMEeHU!
Oyenb ped0ko — MHTEPCTUIMATLHBIA THEBMOHHT WK (UOPO3, HHOT A C JICTATLHBIM UCXOJI0M (CM.
paznen 4.4). Tsokenbple pecnupaTOpHBbIE OCIOXKHEHHMS (OCTpPBIM pecnupaTOpHBIA AHUCTpecC-
CHHJIPOM B3POCIIBIX ), HHOT/A C JIETAIbHBIM HCX00M (cM. paszzaen 4.4, 4.5). bpouxocmnasm u/uiu
amHOd y MAIMEHTOB C TSKEJION AbIXaTeNbHOM HEJO0CTaTOYHOCTHbIO, OCOOCHHO Yy IMAalUEeHTOB C
OpOHXUATBHOM aCTMOM.

Kenyoouno-kuuieunvie napyueHus:

Ouenb pedko — TOITHOTA.

Yacmoma HeuzsecmHa — NaHKPEATUT/OCTPHIN MAaHKPEATHUT.

Hapywenus co cmoponvl neuenu u s#cenuesbl8o0auux nymet.

Ouenb pedxko — N30IIMPOBAHHOE TIOBBIIICHUE AKTUBHOCTH «IIEYCHOYHBIX» TpaHCAMHHA3 B
CBIBOPOTKE KPOBH, OOBIYHO YMEPEHHOE (IIPEBBILICHUE BEPXHEH IpaHUIbl HOPMBI OT 1,5 110 3 pa3),
HaOI01aBIIIeecs B Hauase JeueHusl. AKTHBHOCTb «II€UCHOYHBIX» TPAHCAMHHA3 MOXKET BEPHYTHCS
K HOPMAJIbHBIM 3HAYEHUSIM TPU YMEHBIIEHUH JI03bl WM Jaxe CoHTaHHO. OcTpoe mopaxeHune
MICUYEHH C TOBBIIICHHEM aKTHBHOCTH «II€UYEHOYHBIX» TPaHCAMHHA3 W/WIIM JKEITYyXOH, BKIIIOUYAs
pa3BUTHE NEUYCHOYHOH HEOCTATOYHOCTH, MHOT/IA C JICTAIBHBIM HCXO/I0M (CM. paszen 4.4).
Hapywenus co cmoponsl kodtcu 1 NOOKONCHBIX MKAHELL:

Ouenb peoko — NMOBBILLIEHHOE TOTOOT/IETICHHUE.

Yacmoma Heuzgecmna — dK3eMa, KPAMBHUIIA, TSHKEIbIE KOXKHBIE PEAaKINU, WHOT/IA (paTanbHbIE,
BKJII0Yask TOKCUYECKUH 3MHIepMalbHbIi HeKpoiu3, cuHapoM CtuBeHca-/[oHcoHa, Oysie3HbIi
JIepMaTHT, JIEKapCTBEHHAs! PEaKIMsl ¢ 203UHO(PUINEN U CUCTEMHBIMH CUMITOMAaMHU.

Hapywenus co cmoponul mviuieynoul, ckeiemHou U coeOuHUmenbHot mKaHu:

Yacmoma neuzsecmua — OO B MIOSICHUIHOM H TTOSICHUYHO-KPECTIIOBOM OT/IEJIE TIO3BOHOYHHKA.
Hapywenue co cmoponul penpo0ykmugHot cucmembvl U MOTOUHBIX HCENE3:

Yacmoma neuzsecmua — CHUKEHUE TUOUTIO.

Obwue HapywieHus: u peakyuu 8 mecne 66€0eHUs.:

Yacmo — peakiuu B MECTe BBEICHHS, TaKHe Kak O0Jb, S)pUTEMa, OTEK, HEKPO3, IKCTpaBa3alus,
UHOQUIBTPAIUs, BOCMHAJCHUE, YIUIOTHEHHE, TpomMOoduedut, ¢uieduT, LeUTIoINT, HH(EKIusd,
U3MEHEHUS TUTMEHTALUU KOXKH.

Tpasmvl, unmoxcukayuu U 0CLOHCHEHUs Npoyeoyp:

Yacmoma Hneuzsecmna — nepBUYHAs AUC)YHKLMSA TpaHCIUIaHTaTa B TeueHUEe 24 4yacoB mocie
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TpaHCIUIAHTAIIMH CeP/IIIa.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmarb 0 10J03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX [OCIE€ PEruCTpaluu
JIEKapCTBEHHOTO IIpenapara ¢ LeIbl0 00ecreyeHnsl HePepbIBHOIO MOHUTOPUHIA COOTHOILICHHSI
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeIuIuMHCKUM pa0OTHUKAM PEKOMEH]yeTCs
cooluiate O JIOOBIX MOJO3PEBACMBIX HEKENATENbHBIX PEAaKIHIX JICKapCTBEHHOTO Ipernapara
Yyepe3 HAlMOHAIbHBIE CUCTEMbI COOOILICHHI O HEXENTAaTeNbHbIX PEAKLHUAX TOCYIapCTB — YWICHOB
EBpazuiickoro 3K0OHOMHUYECKOro COH03a.

Poccuiickas ®@eoepayus

109012, r. Mocksa, CraBsiHCKasl IIIoIIaab, 1. 4, ctp. 1

®denepanbHas cinyx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Temn.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMOTOMBI

WNudopmanuu 1o nepego3upoBKe aMHOAapoHa (KOHLEHTpAT Ul MPUTOTOBICHHS pacTBOpa s
BHYTPUBEHHOTO BBeACHMs) HeT. OINUCAaHO HECKOJIBKO CIIy4aeB OCTPOH Mepeao3upOBKU
aMHoJIapOHa, IPUHUMAEMOT'0 BHYTPb, IPOSIBIIABILEHCS CHHYCOBOM Opaukapanei, moJimMopdHoi
JKEIYAOYKOBOM  TaxWKapIued THUIA «IIHPY3T», OCTAaHOBKOW  cepAala, HapyLIEHUsIMU
KpoBOOOpaIeHus: 1 pyHKIUH [TeYEeHH, BBIPAKEHHBIM CHIDKeHUEM Al

Jleuenue

CumnromaTtnueckoe (mpu OpaaukapIuu — NIpUMEeHeHne 0eTa-aipeHOMUMETHKOB WM YCTaHOBKA
KapIMOCTUMYJIITOpA, MpU TOIMMOP(HON IKETyAOUYKOBOM TaXWUKapIuU THUMA <ITUPYIT» —
BHYTPUBEHHOE BBEJCHHE COJIEH MarHus, MpOBEIEHHE ypexarouled kapauoctumyssiuuu). Hu
aMHUOJIapOH, HU €0 MeTa0O0JINTHI HE YAANISIFOTCS B X0/€ reMoananu3a. Crennduueckoro aHTuaoTa

HET.

5. PAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHaAMHYeCcKHe CBOiicTBA

dapmakoTepaneBTHUeCKass Ipymnma: CpeAcTBa Uil  JiedeHHs  3a0o0jieBaHMM  cepAala;
aHTUApUTMUYECKUE cpeacTBa, Kiaccel [ u III; antuaputmuyeckue cpencrsa, knacc II1.

Kon ATX: C01BDO1

MexanusM aeiictsusl, papmakognHaMudeckue 3O HEKThI

Ammonapon oTHocuTcs K kiaccy [II aHTMapuTMuueckmx cpeactB (KJ1acc HHTHOUTOPOB
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Y OTYETY

MOMHMO CBOWCTB aHTHaputMukoB III kmacca (Onokama KanweBBIX KaHAJIOB), OH oOO0JagaeT
s dexramu aHTHApUTMUKOB | Kitacca (6710Ka a HATPUEBBIX KaHAJIOB), aHTHAPUTMUKOB IV Ki1acca
(6mokaa KaabIIMEeBBIX KaHAJIOB) K HEKOHKYPEHTHBIM OeTa-aJApeHOOJIOKUPYIOIUM JIEHCTBUEM.
[ToMyMO  aHTHAPUTMHYECKOTO  JEHCTBUS Yy HEro OTMEYAaeTcsl  aHTHAHTHHAIbHBIH,
KOPOHAPOPACIIUPSIIONINA, anbda- U 6eTa-aapeHoOIOKUpYromHiA 3(hHEKTHI.

Aumuapummuueckue ceoticmea.

— yBEJIMYEHHUE MPOJIOJDKUTENILHOCTH 3-i1 (a3l MOTeHIMana JEHCTBUS KapIHOMHOLIMTOB, B
OCHOBHOM 3a CcYeT OJIOKUPOBaHHMS HMOHHOTO TOKa B KajHeBbIX KaHanax (3¢dekt
anTnapuTMudeckux cpencts |1l kmacca o knaccuukamun Boran-BunbsmMca),

— CHI)KCHHE aBTOMaTHU3Ma CHHYCOBOTO Y371, IPUBOIAIICE K YMEHBIIIEHUIO YaCTOTHI CEPACYHBIX
cokpamienuit (UCC);

— HEKOHKypeHTHas O1okajia anbda- u OeTa-aApeHepruIecKuX perenTopos;

—  3aMe/JICHUE BHYTPHCEPJCYHON (CHHOATPHAIBHOMW, MPEICEPAHON U aTPHOBEHTPUKYIISIPHOM)
MPOBOJIMMOCTH. DTO JeiicTBHE O0Jiee BRIPAKEHO TPU TaXUKAPIIHH;

— OTCYTCTBHE U3MEHEHHI MPOBOJUMOCTH KENyJOUKOB;

— yYBEIIMYECHHE JJIUTENbHOCTH pedpakTEepHOro IMepuoja M YyMEHbIIEHHE BO30YAHMMOCTH
MHUOKApAHOIMTOB TMPEICEPANA M KEIyJOYKOB, a TAKXKE YBEIUYECHUE MPOIAODKUTEILHOCTH
pedpakTepHOTO MEepHoIa aTPUOBEHTPUKYISIPHOTO Yy37Ia,

— 3aMeJUIeHHEe CKOpPOCTH TMPOBEJICHHS M YBEIHYEHHUE MPOJIOLKUTENBHOCTH peppakTepHOro
Nepro/ia B IOTIOJIHUTENBHBIX MTyYKax MpeJICepAHO-KETYA0UKOBOTO TPOBEICHHUS.

pyeue s¢ghghexmur amuooapona:

— CHIDKCHHE TOTPEOJICHUS] KUCIIOpOJIa MHOKApJIOM 3a CYET YMEPEHHOTO CHWKEHHUsS OOIIero
nepudepudeckoro compotusienus cocygoB (OIICC) u UCC, a Takke yMEHbIICHHE
COKpaTMMOCTH MHOKap/ia 3a cueT 0eTa-aJApeHOOJOKUPYIOLIEro 1eiCTBHS;

— yYBeJHMYCHHE KOPOHAPHOTO KPOBOTOKA 32 CYET MPSIMOTO BO3/ICHCTBHUS HA TOHYC KOPOHAPHBIX
apTepui;

— COXpaHEHHE BEJIIMYMHBI CEPJAEYHOr0 BHIOpOCA, HECMOTPS HAa HEKOTOpOE YMEHbIICHHE
COKpaTUMOCTH MHOKap/a (3a cuet cHkeHust OIICC u noctHarpy3kun);

— BIMSHUE Ha 0OMEH TUPEOUJIHBIX TOPMOHOB: HHTHOMpoBaHue npesparienus T4 B T3 (6mokana
TUPOKCUH-5-NIEHOIMHA3BI) U OJIOKUPOBAaHHME 3aXBaTa dTHX TOPMOHOB MHOKAPAHOIMTAMHU U
rernaTouuTaMM, NPUBOJAIIEE K OCIA0JIEHUI0 CTUMYJIHPYIOUIETO BIUSHUS THUPEOUIHBIX
TOPMOHOB;

— BOCCTAHOBJICHME CEpJEYHOW JEeSATeNIbHOCTH TMpPH OCTAaHOBKE Cep/lla, BbI3BAaHHOU

GUOPpMILTALIMEH KETYTOYKOB, PE3UCTEHTHON K AePUOPUIIIAIINH.
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5.2. @apmakoKMHeTHYeCKHE CBOICTBA

AOGcopouus

BblpakeHHOCTHh [I€HCTBUS aMHOJApOHA JIOCTUraeT MaKCUMyMa uepe3 15 MUH 1ociie €ero
BHYTPUBEHHOT'O BBEACHHUSI, U IIPEKpaliaeTcs NpuOIN3uTENbHO yepes 4 u.

Pacopenenenue

[locne BBeaeHUsT amMUOJapOHA €r0 KOHIICHTPALMS B KPOBH OBICTPO CHHXKAETCS B CBSI3U C
MOCTYIJICHUEM TIpernapaTa B TKaHU. B 0TCyTCTBHE MOBTOPHBIX MHBEKIIUM MpernapaT MOCTENEHHO
BbIBOUTCS. [Ipy BO30OHOBJIEHHH €r0 BHYTPUBEHHOI'O BBEJCHUS WIH MPH NMPUMEHEHUH BHYTDPb
aMHUOJIapOH HAKAaIlJIMBAeTCs B TKaHAX. AMHOJApOH MMeeT OOoJbLIOW 00beM pacrpeaeneHus u
MOKET HaKaIIMBAThCS MOYTH BO BCEX TKAHSIX, B OCOOCHHOCTH B KUPOBOU TKAaHU M KpOME HEE B
II€YEHH, JIETKUX, CEJIE3EHKE U POTOBHULIE.

Cs3p ¢ Oenkamu IIa3Mbl KpoBH cocTaBisieT 95 % (62 % — c anpOymmuom, 33 % — ¢
OeTa-TMITONPOTCHHAMM ).

Buorpancdhopmariusa

Amuonapon Metabonusupyercs B redeHu ¢ nomomrsio uzopepmentoB CYP3A4 u CYP2CS. Ero
[JIABHBIA META0OJIUT — J€33THIIAMUOJAPOH — (PapMaKOJIOIMUECKU aKTHUBEH U MOXET YCHUJIMBATh
aHTHAPUTMUYECKUN 3PPEKT OCHOBHOI'O COCAMHEHMUSL.

AMHOTApOH ®  JE33THIAMHOMApPOH IN  VItro 001agaroT  CIOCOOHOCThIO HHTHOHMPOBATH
uzodpepmertel CYP1A1, CYP1A2, CYP2CY, CYP2C19, CYP2D6, CYP3A4, CYP2A6, CYP2B6
u CYP2C8. AMHomapoH M [€33TUIAMHOJAPOH TAKKE CIIOCOOHBI MHTMOMPOBAaTH HEKOTOPBIE
TpaHCHOPTEpHl, Takue Kak P-rmukonporenH (P-gp) M mepeHOCYMK OpraHMYecKHX KaTHOHOB
(TTOK2). In vivo Habmomanoch B3aUMOICHCTBHE aMHOJapOHa € CyOcTpataMu H30(hepMEHTOB
CYP3A4, CYP2C9, CYP2D6 u P-gp.

DJIMMUHALNS

BeiBoauTCS O4EHb MEUIEHHO, B OCHOBHOM C JKETYbIO M KaJIOM Yepe3 KHIICYHUK. AMUOJIApOH U
€ro MeTabOoJIUTHI ONPEAETAIOTCS B IJIa3Me KPOBU Ha MPOTSHKEHUU 9 MecALIEB MOCe MpeKpaleHus

nedeHusi. AMUOTApOH M €r0 METAaOOIUTHI HE MTOBEPTAOTCS JUATHU3Y.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB
[Tommcop6at 80 (TBuH 80)

ben3unosslil ciupt

Bopna nna nabekiui

6.2. HecoBMecTUMOCTH

[Tpenmapatr AMUOJIAPOH BEJI®APM Henb3g cMemMBaTh B OJHOM IIIPHUIE WA KaleJIbHUIIE C
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xKe TUHUI0 MHQY3noHHOM cuctembl, uto U npenapat AMUOJAPOH BEJI®APM (cm. pa3aen
4.2).

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 roja.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

B 3amumienHom ot cBera Mecte mpu temneparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

Ilpu npouzeoocmee nexkapcmeennozo npenapama na 000 «Benghapmy», Poccus

ITo 3 Mn mpenapata B aMIyjibl HEHTpPajabHOrO OECLIBETHOIO WJIM CBETO3ALIUTHOIO CTEKJIA C
KOJIBLIOM M3JI0Ma WJIM C HAJAPE30M U TouKkoi. Ha ammysibl JOMOIIHUTENBHO MOKET ObITh HAHECEHO
OJIHO, /IBA WJIM TPH LIBETHBIX KOJbIIA.

3 WK 5 aMITyJ1 MOMENIA0T B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 TUIEHKH MOJIMBUHIIIXJIOPHTHOM
U TUICHKH MTOJIMMEPHON MK 0€3 IUICHKH TOJTMMEPHOH.

1, 2 KOHTypHBIE AYEHKOBBIE YIIAKOBKH IOMEILIAIOT B UKy U3 KapTOHA.

B kaxxayro nmauky BKJIabIBAIOT JTUCTOK-BKIIAJBIII, CKApU(DUKATOP aMITyJIbHBIN.

20, 48, 50, 96, 100 KOHTYpPHBIX SYEHKOBBIX YIIAKOBOK MOMELIAIOT B Tapy U3 TOGPUPOBAHHOTO
KapTOHa C PAaBHBIM KOJMYECTBOM JIMCTKOB-BKJIAJAbIIIEH M CKapu(UKATOPOB aMITYJIbHBIX (s
CTaIMOHAPOB).

CkapudukaTop aMnysbHbII He BKJIAIbIBAIOT IIPH UCIOJIB30BAHUN aMITyJl C KOJIBLIOM M3JI0Ma WU
C HaApE30M U TOYKOM.

Ilpu npouzeoocmee nexkapcmeennozo npenapama na 000 «Beagpapm-M», Poccusn

I[To 3 mn mpemapata BO (uakoHbI U3 OECHBETHOrO CTeKiIa | TUApoIUTHYECKOro Kiacca,
YKYIOpEHHbIE NMPOOKaMU PE3UHOBBIMH, 00XAaTble ATIOMUHUEBBIMU WJIM KOMOMHHPOBAHHBIMU
KOJIMTAYKaMHU.

Ha ¢nakoH HakIenBaIOT AITUKETKY CaMOKJIESIIIIYIOCS.

1, 5 ¢rnakoHOB NOMENIAIOT B KOHTYPHYIO SUEHKOBYIO YNAKOBKY M3 IUIEHKU MOJUMEPHOM,
repMETUYHO YKPBITOW TUIEHKOH MomMepHoii min 6e3 Hee.

1, 2 KOHTYpHBIE sTYEHKOBBIE YIaKOBKH, 1M 1, 5 uiu 10 prakoHOB BMECTE C TMCTKOM-BKIIAJIBIIIEM
MOMEIIAIOT B AUYKy U3 KApTOHA, C MIEPEropoKaMu, JIO)KEMEHTaMU WK 0e3 HUX.

6.6. Oco6ble Mepbl NPEIOCTOPONKHOCTH TNPH YHUUYTOKEHHH MCIOJb30BAHHOIO
JICKApCTBEHHOI0 Npenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCIe NPHMEHEHHUs
JICKapCTBEHHOI0 Npenapara, ¥ Apyrue MaHuyJIsiiHU ¢ penaparom

Oco0bie TpeOoBaHMS OTCYTCTBYIOT.

21



COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 21.11.2025 N= 29023

7. TIEPJKATEJb PETUCTPALIMOHHOIO[YI0CTOBEPEHMS | =/ 1BHOCTS 0004)

Poccniickas @enepanus

OO011ecTBO ¢ OTPaHUYECHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
115184, r. Mocksa, niep. O3epkoBckuid, a. 12, atax 1, momem. |, kom. 9

Ten.: +7 (3522) 48-60-00

E-mail: fsk@velpharm.ru

7.1. IlpeacraBuTe b AepKaTesisi perucTPAIHOHHOIO YA0CTOBEPEeHH s

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Ilo sonpocam bezonacnocmu u 3¢ppekmuenocmu 1eKkapcmeenHo20 npenapama oopawjamsbcs K
oepacamento pecucmpayuoHHO20 YOOCMOBEPEHUSL!

Poccuiickas ®@enepanus

OO611ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)

640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturymuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

Ilo sonpocam kavecmea 20mogoii NPOOYKYuU 00pawamspcsi K npou3800Umento J1ekapCcmeeHHo20
npenapama.

Poccniickas @enepanns

O0111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)

640008, Kypranckas o0:., r. Kypran, npocnekt Koncturynuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

WIn
Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm-M» (OO0 «Bendapm-My»)

124460, r. MockBa, BH.Tep.I. MyHHLIMNAJIbHBIA OKpYr CWINHO, T. 3€J€HOrpaj, IMpPOCIEKT
I'enepana Anekceesa, 1. 50

Ten.: +7 495 780-00-70

E-mail: quality@velpharm-m.ru

8. HOMEP PEIT'UCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOJATBEPXJIEHHSI PETHCTPAILIMU,
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HEPEPET'MCTPALIUN) (NOCNEOCBATENEHOCTE 0004)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

Oo6mas xapakrepuctuka jekapcrsenHoro npenapara AMUOJJAPOH BEJI®APM nocrynHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3suiickoro »KOHOMHYECKOTO COr03a B HH(OPMALMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHeT» https://eec.eaeunion.org/.
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