COQTBETCTBYET 3KCMEPTHOMY OTUETY
0T 16.05.2025 N2 12464
OBLIASI XAPAKTEPUCTUKA JEKAPCTBEHHOFPO TIPEITAPATA "004)

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Awmuomapos, 50 Mr/mi1, pacTBOp JUII BHYTPUBEHHOTO BBEICHHSI

2. KAUECTBEHHBII U KOJIMYECTBEHHBIA COCTAB

JleicTByroIIEE BEECTBO: aMUOAAPOH;

Kaxpiit M1 pactBopa cogepkut 50 Mr amuoapoHa (B BUIC THAPOXIOPH/IA).

Kaxnas ammyna o6semom 3 mit copepxut 150 Mr amuoapoHa (B BUAE THAPOXIOPHUIA).
BcenoMorarenbHble BellecTBa, HaIUYME KOTOPBIX HAJO YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: OeH3UIOBBINA CIIUPT (CM. paznen 4.4).

[TosHBI TTEepeyeHb BCIIOMOTATENbHBIX BEIIECTB IPUBEICH B pasene 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /U1 BHYyTPMBEHHOTO BBEJCHUS.

Hp03paqHaﬂ KOPHUYHEBATO-KCJITOI'0 WJIN 3CJICHOBATO-KEJITOI0 IBETA ) KUJIKOCTh.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxa3aHus K NPUMEHEHUIO

[IpenapaT AMuogapoH Noka3aH K IPUMEHEHHUIO y B3POCIIbIX MAMEHTOB cTapiie 18 et as:
KynupoBanus npucTynoB mapokCHU3MaibHON TaXUKapAUU:

— KYIHpPOBaHUE MPUCTYIOB KEIyJOUKOBON MapOKCU3MAILHOM TaXUKapIHH;

— KyNHpOBaHUE MPUCTYIOB HAHKETYJOUYKOBON MapOKCHU3MAbHOM TaxXxMKapIuU C BBICOKOM
YacTOTOM COKpallleHWH >KelyIoYKoB, B ocoOeHHocTH Ha ¢oHe cunapoma Boibda-
[Tapkuncona-VYaiira;

— KyNHpPOBaHUE MPHUCTYNOB TMAPOKCHU3MAIbHOW U TOCTOSHHOW (OopMbl MepuareabHOn
apuTMuH (GUOPHIUIAIIMY TIPEACEPANii) M TpEIeTaHus MPeACcCepInil.

Kapauopeannmanuu 1pu OCTAaHOBKE CEpAlla, BbI3BAaHHOW (QUOPHILISAIUEH KeTyT0YKOB,
PE3UCTEHTHOH K 1e(hUOPMILIALMH.
4.2. PesxuM 103MPOBaHNS U CIIOCO0 MPHMMEHEHHUS

Pexxum 1o3upoBaHus

AMI/IOI[apOH (paCTBop AJIs1 BHYTPHUBCHHOI'O BBC,[[CHI/IH) npeaHasHa4YCH JIs1 IMPUMCEHCHUA B TEX
clIydadx, Koraa Tpe6yeTcsI GBICTPOC JOCTUIKCHUC aHTUAPUTMHUUYCCKOT'O 3(1)(1)CKT2[ NI HEBO3MOXKHO
€T0 HAa3HAYCHUC BHYTPb.

B cBs3u ¢ 0COOEHHOCTSAMU JIeKapcTBEHHON (hOpMBI Ipenapata, Helb3s BBOAUTh MH(Y3MOHHBIH
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IpH pa3BesieHuu 2-yx amnyn npenapara B 500 mit 5% pacTBopa 1eKCTPO3bI (TIIOKO3bI).

Tsoxenple HApYIICHUS CEPACYHOTO PHTMA, B CIIy4yasx, KOTJa HEBO3MOXKEH IpHEM IIpemapara

BHYTPb (38, HCKIIIOYCHHEM CIIyYaeB KapAWOpPEaHMMAIIMK TP OCTAHOBKE CEpJIa, BBI3BAaHHOMU

buOpIUIILIMEN KETYIOYKOB, PE3UCTEHTHOMN K Ae(hUOpMILISALIMN).

Buympueennoe xanenvnoe 6sedenue uepes yenmpanbHulil 6eHO3HbIU Kamemep

OOBIYHO HArpy304YHAS /1033 COCTABISIET 5 MI/KT Macchl Tena B 250 M 5 % pacTBopa JEKCTPO3bI
(TFOKO3BI), BBOJIUTCS TIO BO3MOKHOCTH C TpHMeHeHHeM HH(py3omara B Teuenume 0,3-2 u.
BHyTprBeHHOE KareiabHOE BBEIEHHE MOKHO IMOBTOPATH 2—3 pasa B TedeHue 24 4. CKOpoCTbh
BBEJICHHUS IIperapara KOPPEKTHpPYeTCS B 3aBUCHMOCTH OT KIMHHYECKOTO d{deKra.
TepaneBTuueckoe NeiicTBUE TOSBISETCS B TEUCHHE INEPBBIX MHUHYT BBEACHHUS U TMOCTENEHHO
YMEHBIIAETCSl TOCIe TpeKpameHus: WHPY3UH, MOITOMY MPH HEOOXOJUMOCTH MPOIOIDKEHHS
JIeYeHUsl TIperapaTtoM AMHOAAPOH, PEKOMEHIYETCs TIEPEXOJUTh Ha TIOCTOSIHHOE BHYTPUBEHHOE
KareJIbHOE BBEJICHHE Tperapara.

[Moxnepxusaromiee sedenne: 10-20 mr/kr/cyt (B cpemaem 600800 Mr/cyT, MakcuMasbHas 103a
— 1200 mr/cyt) B 250 M1 5 % pacTtBOpa OeKCTpO3bl (TJIIOKO3bI) B T€UEHHE HECKOIbKUX AHel. C
MepBoro HsA MH(QY3UU CleyeT HaUYMHATh MOCTENICHHBIN Nepexo/] Ha MpUeM aMHUOJapoHa BHYTPb
(3 Tabnetku o 200 Mr B cyTkH). Jlo3a MOKeT OBITH YBeTHUYCHA JI0 4 WU JaXKe 10 5 TaOJIETOK B
cytku o 200 mr.

Buympusennoe cmpyiinoe sedenue

BuyTtpuBeHHoe CTpyiiHOE BBelIEHHE OOBIYHO HE PEKOMEHAYEeTCS M3-3a pPHCKa pPa3BUTHS
reMOJIMHAMHUYECKHUX OCJIOKHEHUH (BO3MOKHBI pe3KOe CHUKEHHE apTepuanbHoro nasienus (AJl)
u kosuanc). [IpennoururenbHbIM sBiIsieTcs HH(Y3MOHHOE BBEJICHHUE Mpenapara, €Ciu TOJIbKO 3TO
BO3MOXHO.

BuyTpuBeHHOe CTpyliHOE BBEACHUE JOKHO MPOBOIUTHCS TOJBKO B HEOTJIOXKHBIX CIydasX MpH
Her(pHEKTUBHOCTH APYTrUX BUIOB JICYCHHUS U TOJILKO B OTJEIIEHUU WHTEHCUBHOM Tepamuu Moj
MOCTOSIHHBIM MOHUTOPUHIOM 3JieKTpokaparorpamMmsel (OKT') u AL

Jlo3a coctaBisier 5 MI/KT Macchl Tena. 3a HCKIIOYEHHEM CIy4aeB KapIuOopeaHUMaluu Mpu
GUOPWIUTALIMN  JKETYA0UYKOB, PE3UCTEHTHOM K JepuOpHUIALnY, BHYTPHUBEHHOE CTpYyHHOE
BBEJICHME IpenapaTta AMHOJapOH JIOJDKHO MPOBOJUTHCS B TeueHHe He MeHee 3 MuH. [loBTOpHOE
BBEJICHME ITperapara He JO0JKHO MPOBOAUTHCS paHee, ueM uyepe3 15 MuH nociie nepBoii MHbeKIuH,
Jla’ke €CIM MEepBOHAYAIBHO BBOJHMIIOCH COJIEPKMMOE TOJBKO OJHOW aMmynbl (BO3MOXKHOCTb
pa3BUTHS HEOOPATUMOTO KOJUIAIICa).

Ecnu ectb He0o0X0IMMOCTh B MPOJOJDKEHWM BBEACHHUS Mpenapata AMHOJAPOH, OH JOJDKEH

BBOIUTHCA B BUAC I/IH(I)y31/II/I
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DPE3UCTEHTHON K JehUOPUILIALUA

Buympusennoe cmpyiinoe 66edenue (cm. pazoen 4.4.)

Hauanbnas no3a cocraiser 300 mr (5 mr/kr maccel Tena) nocie pasBeaeHus B 20 mun 5 %
pacTBopa ACKCTPO3bI (TIFOKO3BI) 10 KOHIICHTpAIUu 15 Mr/mit.

Ecmu ¢ubpumiuisiiisi HEe KynmupyeTcsi, BO3MOXKHO JOTIOJHHTEIHLHOEC BHYTPHBEHHOE CTPYHHOE
BBEJICHHE mpenapara AMUoIapoH B go03¢ 150 Mr (wiu 2,5 MIr/Kr Maccel Tejia) 10 KOHIICHTPAITHH
7,5 Mr/mi.

Croocob nnpuMeHeHust

3a UCKJIFOUEHUEM HEOTJIOKHBIX KIMHUYECKUX CUTYalMil Ipernapar J10JKeH IPUMEHSATHCS TOJIBKO
B CTallMOHApe B OJIOKE MHTEHCUBHOM Tepamnuu 1o nocTossHHbIM KoHTposieM DKI' u A/l!

Bo wusbexanue peakuuii B MecTe BBEAEHHUS NpenapaT AMHUOIApOH JOJHKEH BBOJIUTHCS depes
LEHTPAJIbHBIM BEHO3HBIH KaTeTep, 3a UCKIIOYEHUEM CIy4yaeB MpPOBEICHMS KapJuopeaHUMaluu

npu GUOPHILISAINK KEITyT0UKOB, PE3UCTEHTHON K epuOpUIIIALNU, KOT/1a BO3MOKHO BBEICHUE

npenapaTa B KpyIlHble nepudepuyeckue BEHbl — NPU OTCYTCTBUU IEHTPAIbHOIO BEHO3HOIO

noctyna (cM. pasnen 4.4.).

MHCcTpyKIMu 10 NPUTOTOBJICHUIO JIEKAPCTBEHHOTO Mpenapara nepe IpuMeHEHHEM CM. B pa3Jelie
6.6.

4.3. IIpoTuBONOKA3aHUA

Bce HmkenepednciaeHHbIE NPOTHBOIIOKA3aHUSA HE OTHOCATCS K IPUMEHEHHUIO Ipenapara Ipu
IIPOBEACHUU KapJUOpeaHMMalMK TP OCTAaHOBKE Ceplua, BbI3BAHHOW (uOpmsamen
KeIyJOUYKOB, PE3UCTEHTHOH K 1eprOpHILIALUY.

BHyTpuBeHHOE CTpyHHOE BBEICHHME IIPOTUBOIIOKA3aHO a Clydyae apTepUaIbHOM TI'MIIOTEH3HUHU,
TSDKEJION JBIXaTeIbHOW HEJOCTaTOYHOCTH, KapAMOMHUONIATHH WM CEPACYHOU HEJOCTATOYHOCTH
(BO3MOXKHO YTSIXKEJIEHHE 3THX COCTOSIHUI).

— T'unep4yBCTBUTENBHOCTh K HOAY, aMHOJApOHY WM K JIOOOMY M3 BCIOMOTATENIbHBIX
BEILECTB, IEPEYHUCIEHHBIX B paszene 6.1;

— CHHJPOM CJIab0CTH CUHYCOBOTIO y3J1a (CHHYCOBast OpaJuKap/usi, CAHOaTpualibHas 6J0Kaaa),
32  HCKJIIOYEHHEM CIy4aeB NPUMEHEHMS DIEKTPOKapIUOCTUMYJsATOpa (OMAaCHOCTh
«OCTaHOBKW» CHUHYCOBOTO Y3I1a);

— arpuoBeHTpukyasipuas (AV) Onokaga II-III cremeHn B OTCYTCTBHE IOCTOSIHHOTO
JJIEKTPOKAPAUOCTUMYIIATOPA;

— HapyIIEHUs BHYTPHUKEIYIOUKOBOM MPOBOJAUMOCTH ([BYX- M TPEXIIyYKOBbIE OJIOKa/bI) B

OTCYTCTBHC TIOCTOAHHOTO  S3JICKTPOKAPANOCTUMYJIATOPA. HpI/I TAKUX  HAPYHICHUAX
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CTHELUATM3UPOBAHHBIX OTACICHUAX MO0 IPUKPBITUEM 3JIEKTPOKAPAUOCTUMYJISATOPA;

OJTHOBPEMEHHOE TPUMEHEHHUE C MpernapaTamu, CIOCOOHbBIMH YIMHATH uHTepBan QT wu

BBI3BIBATH  PA3BUTHE MAPOKCH3MAJBHBIX  TaXUKapIui, BKIOYas MOJIUMOP(HHYIO

KEIYJIOUKOBYIO TAXUKAPIUIO TUIIA «ITUPYIT» (cM. paznen 4.5.):

—  aHTHApUTMHUYECKHe mpemapaTsl: [A kimacca (XMHHIWH, TUAPOXUHUINH, TA30MTUPAMHU/I,
poKanHaMH[); aHTHapuTMu4eckue npernaparsl 111 xmacca (modermmua, uOyTHIUA,
OpeTHIIHsl TO3WIIAT), COTANION, IPOHEIAPOH;

— Ipyrue (He aHTHAPUTMHUYECKHE) TpenapaThl, TaKhe KaKk HEHPOIeNTHKU: (DEHOTHAZHHBI
(xyopripoMasvH, NMAMEMas3WH, JIEBOMEIPOMAa3WH, THOPUIA3WH, TpHpIyornepasuH,
bnydpenazun), OeHzamMuAbl (aMUCYIBIPHUI, CYJIBTONPHUI, CYJABIUPHI, THAMIPUL),
OyTUpOhEHOHBI (mponepumon, rajgonepuao), CEePTHHJION, MTAMO3H/T;
AHTHJICTIPECCAHTHI: TPHUIUKINYECKUE AHTUICTIPECCAHTHI, CEJIEKTUBHBIE WHTUOHTOPHI
0o0paTHOTO 3axBaTa CEPOTOHWHA (IIUTAJIONPaM, SCIMTAIONpPaM); aHTHOAKTepUATbHBIC
cpenctBa: (GTOPXUHOJOHBI (JI€BOGIOKCAIIMH, MOKCHQIOKCAINH, crapgIoKcaIyH,
nunpoIOKCaIliH); MaKpOJIUAbl (SPUTPOMUILIMH TPH BHYTPUBEHHOM BBEICHUH,
A3UTPOMUILIMH, KJIAPUTPOMUIIUH, POKCUTPOMHUIIMH, CIHUPAMHIMH); KO-TPUMOKCA30J;
MIPOTUBOTPUOKOBBIE CPEJICTBA: a30Jbl (BOPUKOHA30JI, MTPAKOHA30JI, KETOKOHA30I,
(bayKkoHA30/1); MPOTUBOMASIPUHHBIE CpPEACTBA (XUHHWH, XJIOPOXHUH, ME(IIOXHH,
rasioaHTpuH, JTymMehaHTPUH); MPOTUBONPOTO30iHBIE cpeAcTBa (MEHTAMHUAWH MpPH
MapeHTepaIbHOM BBE/ICHUH); MIPOTUBOOITYXOJIEBBIE CPENICTBA (BaHIETAaHUO, MBIIIbIKA
TPUOKCH/]I, OKCAIIUIUIATHH); TIPOTUBOPBOTHBIE CPEACTBA (IOMIIEPUIOH, OHIAHCETPOH);
CpeICTBa BIUSIOLUIME HA MOTOPUKY IKEIYJIOYHO-KHIIEYHOTO TpakTa (LU3ampun);
QHTUTUCTAMUHHBIE CpelCcTBa (MH30JIACTUH, acTeMu30i, TepdeHaauH); MpouHe
JIeKapCTBEHHbBIE CPECTBA (IudeMaHuIa MeTUICYIb(at; OenpuIiI).

BPOKJIEHHOE WM MpHOOpeTeHHoe yunuHenne nurepsana QT;

BbIpaKeHHOE CHUXeHHe AJl, KapIMOTeHHBIN MIOK, KOJUIAIIC;

TUINOKAIMEMUsl, THIIOMAarHueMHus,

TUCQYHKIHS IIUTOBUIHOM Kese3bl (TUIIOTHPEO3, THIIEPTHPEO3);

OepemeHHOCTh (cM. pasnen 4.6.);

HEepHO/I TPYJHOTO BCKapMiIuBaHus (cM. paszen 4.6.);

Bo3pacT 110 18 net (3¢(hekTUBHOCTH 1 0€30MTaCHOCTh HE YCTAaHOBIIEHBI).
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

C 0CTOPOKXHOCTBIO

— Ilpm neKOMIIEHCHMPOBAaHHOM WIM TSKEIOW XPOHMYECKOM CEpACYHOM HENOCTATOYHOCTH
(NI-IV  pynxumonanbHblii kimacc mno kinaccudukanuu  Hero-Mopkekoit  accornmanuu
kapauosioroB (NYHA));

— 1pu AV o6nokane | crenenu;

— y HAI[MEHTOB MOXKWJIOT0 BO3pacTa,

— 'y TAIUEHTOB C 3JIEKTPOKAPAUOCTUMYIATOPOM/UMITJIAHTUPOBAHHBIM KapAHOBEPTEPOM-
neuOpUILIATOPOM;

— TIpH OJTHOBPEMEHHOM IPUMEHEHUH C IIpenapaTaMu, CliocoOOHBIMH yUTMHATH uHTepBan QT;

— TP OJHOBPEMEHHOM MPUMEHEHUH ¢ cOPocOYBUPOM B MOHOTEpANHH WM B KOMOMHALIUN
C JIpyrUMH NPOTHUBOBHPYCHBIMH IpenaparaMu NpsSMOTo JAEWCTBUS MPOTHUB BUPYCHOTO
renaruta C (TakuMU Kak Jakji1aTacBUp, CUMENPEBUD, JIEAUNIACBUD);

— TIpU HapyIIeHUsIX QYHKIMH [UTOBUIHOM jKeJe3bl B aHaMHE3E,;

— TIpU HapyHIEHUSX QYHKIUH ITEYEHHU,

— Tpu OpOHXHAITBHOU acTME;

— TPH TSOKEION AbIXaTeIbHOM HEAOCTATOUYHOCTH.

Oco0Onle yKa3zaHus

BuayrpuBeHHOE cTpyiiHOE BBeIEHHE Tpenapara AMHUOJApPOH OOBIYHO HE PEKOMEHIYETCS H3-3a
reMOJIMHAMHUYECKUX PUCKOB (pa3BUTHE BBIPAXKEHHOTO CHUKEeHHS AJl, cocyaucToro Kosarnca),
MIPEMOYTUTEIBHBIM SBJISICTCSI BHYTPUBEHHOE KalleJIbHOE BBEJCHUE MIpernapara.

3a HCKJIIOUEHHWEM HEOTJOXKHBIX CIIy4aeB BHYTPUBEHHOE CTpyWHOE BBEIEHHE IIpernapara
AMUOIAapOH JIOJKHO MPOBOJUTHCSA TOJIBKO B OJOKE MHTEHCUBHOM TEpanuu MPH MOCTOSHHOM
koHTpoJje DKI (B cBs3U C BO3MOKHOCTBIO PA3BUTHS YpE3MEPHON OpauKap I U ApUTMOTEHHOTO
nevicteust) 1 AJ] (B CBSI3U ¢ BO3MOYKHOCTBIO CHIKeHUST AJ).

Jlns Toro, 4roObl H30eKaTh BO3HHKHOBEHHUS peakiMii B MecTe BBelcHus (cM. pasgen 4.8.),
npemnapaT AMHOJApOH PEKOMEHIyeTCsl BBOJUTH Yepe3 LEeHTpaIbHbI BEHO3HBIN KaTteTep. Tonbko
B Cllyyae KapJIuopeaHuMalluu MPH OCTAHOBKE CEeplla, BRI3BAHHOU (hUOpUILIALIEH KeTyI0YKOB,
pe3UCTEeHTHOW K AeuOpUIUISIIINKM, TPU OTCYTCTBUM UEHTPAIBHOTO BEHO3HOTO JOCTyIa
(oTcyTCTBHMHM YCTAHOBJIEHHOTO IIEHTPAIBHOTO BEHO3HOTO KaTeTepa) mpemnapar AMHOAapOH MOXKHO
BBOJIUTH B KPYIHYIO MepUPEPUUECKYIO BEHY C MAKCUMAaTbHBIM KPOBOTOKOM.

I[Ipy  HEOOXOAMMOCTHM  TPOJOJDKEHUS  JIEYeHHs  MpernaparoM  AMHOJApOH  TOCIHe
KapAMOpEaHNMAaIllMK TIpenapar AMHUOJAPOH CIIEAyeT BBOJUTH BHYTPUBEHHO KamelbHO 4Yepes

LIEHTPAJIbHBIM BEHO3HBIN KaTeTep MoJ NOCTOAHHbIM KoHTposieM AJl u OKT'.
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Peaxyuu co cmoponwr cepoya

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

Coo0manoch 0 BO3HUKHOBEHWH HOBBIX HApyIICHHH PUTMA WM YTSDHKEICHUH YK€ MMEIOIMIMXCS
HapylleHHWd pUTMa, MHOIZAA C  JIeTAIbHBIM  UCX0AOM. (Od4eHb BaXXHO IPOBOAMTH
maddepeHInaNnbHBI  AUAarHO3 MEXIYy HEI0CTaTOYHOH 3(QEKTHBHOCTBIO Mpernapara U ero
APUTMOTCHHBIM JCHWCTBUEM, COYETAIONIMMUCS WM HET C YCYI'YOJCHHEM TSDKECTH CEepJeyHO-
COCYIMCTOM MAaTOJIOTHH.

[Ipy TnpuUMEHEHHWH TMpernapaToB aMuOJapOHa OO0 apUTMOTEHHOM JEWCTBUU COOOIIANOCH
3HAYUTENBHO peXe, YeM NpPU NMPUMEHEHHU JAPYIHMX MPOTUBOAPUTMHUYECKHUX MPENapaToB U, Kak
MIpaBUJIO, OHO HAOJIOJANOCh MPU HAIMUYUU (DAaKTOPOB, YBEIMUYMBAIOUIUX MPOJOKUTEIHHOCTh
untepBasia QT, Takux Kak B3aMMOJCHCTBUE C APYIMMH JIEKAPCTBEHHBIMU CpPEACTBAMM W/WIH
HapYIIEHHs] COJEP)KaHUs AIIEKTPOJIUTOB B KpoBU (cMm. pasmensl 4.5. m 4.8.). Hecmotps Ha
CrOCOOHOCTh TIpernapara AMHUOJAPOH YBEIMYMBATH MPOAODKHTENbHOCTh mHTEepBasa QT, oH
MOKa3ajl HU3KYI0 aKTUBHOCTh B OTHOIIEHMHU IPOBOLMPOBAHUSA MOIUMOP(GHON KemyI0uKoBON
TaxUKapJIuu TUIA «ITUPYIT.

Buvipasicennas bpaouxapous

[Ipu npumenennn Amuoaposa ¢ copocOyBupoM B KOMOMHAIMH C IPYTUMH TPOTUBOBUPYCHBIMU
npernapaTaMy MpsIMOTO JIEHCTBUSL MPOTUB BHpycHOro rematuta C, TakMMU Kak JakKjiIaTacBHp,
CUMENpPEBUp, JICAUNACBUP, HAONIONANHMCh CiIydaul pa3BUTHUSI BBIPAKEHHOW, MOTEHIHAIBHO
yIrpoKaIen >KU3HHU, Opagukapauu, a Takxke Onokansl cepaua. [losToMy oaHOBpeMeHHOE
MPUMEHEHHE JTUX IpernapaToB ¢ MpenaparoM AMHUOJAPOH He pekomeHiyercs. Ecinu Hemb3s
n30exarb OJHOBPEMEHHOTO TPUMEHEHHsS S3TUX I[IpernaparoB ¢ IpemapaToM AMHUOIAPOH,
peKoMeHayeTCs TIiaTelIbHOE HaOMI0IeHHE 3a MAlMeHTaMH [oclie Hadaja npuema codocOyBupa B
KOMOHMHAIMK C IPYTMMU MPOTUBOBUPYCHBIMU IpernapaTamMu npsimoro neiictus. Ilocie navana
OJIHOBPEMEHHOTO NMpUMeEHEHHsI coPocOyBUpa MALUEHTHI, KOTOPbIE OTHOCATCS K TPYIIE BBICOKOTO
pHUCKa pa3BUTHUS OpaJuapuTMUH, JOKHBI HEMIPEPhIBHO HAOIIOAATHCA B YCIOBUAX CTAllMOHApa B
TeueHue He MeHee 48 yacos.

BcenenctBue niutensHOTO MEpUoja TMONTYBBIBEICHUS aMHOJApOHA, TAKXKE CIEAYyeT MPOBOJAUTH
COOTBETCTBYIOIIMA MOHHUTOPUHI Yy TMAlMEHTOB, KOTOpbIE MPEKpPaTWIM MpUeM Mpernapara
AMHMOJapOH B TEUEHHUE MOCIECAHUX HECKOJIBKUX MECSIEB /10 Hayaja JiedeHus: cohocOyBUpOM B
MOHOTEpanuu WJIM B KOMOWMHALMM C JAPYTMMH TNPOTUBOBUPYCHBIMHU IpernapaTaMu MpsiMOTro
JNEUCTBUA.

[TareHThl, TPUHUMAIOLINE BbIIIEYKAa3aHHBIE JEKAPCTBEHHBIE MpenapaThl NPOTHB BHUPYCHOTO
renatuta C B codeTaHMU C npenapatoM AMHMOJApOH, KaKk OJHOBPEMEHHO C APYTUMHU
JIEKapCTBEHHBIMH TIperapaTaMy, 3aMeJISIONIMMUA CEepACUYHbI PUTM, Tak U 0e3 COueTaHus C

TaKUMHU JICKAPCTBCHHBIMHA TIIpCriapaTaMiu, IOJIKHBI OBITh HpOI/IH(I)OpMI/IPOBaHBI O CHUMIITOMAX,

6
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yKa3bIBAIOIINX HA Pa3BUTHE OpaguKapIud U f'noxamgl':@%E%@&%%Eb%giﬁaﬁ% orm

JOJIKHBI HEMEIJIEHHO 00paTUThCS 3a MEIULIMHCKOM OMOILBIO.

Jlecounvie napywenus

[losiBneHMe OABIILIKK WU CYXOT'O KallUlsl MOKET ObITh CBSI3aHO C JIETOYHON TOKCHYHOCTBIO, B
YaCTHOCTH, C Pa3BUTHEM MHTEPCTULMAIBLHOTO THEBMOHUTA. B 0YeHb pelKUX ciaydasx pa3BUTHE
MHTEPCTULMATIBHOIO ITHEBMOHMTA HAOJIOJAJIOCH MOCJIE€ BHYTPUBEHHOI'O BBEJIEHUS IIperapara
Amuonapos. Ilpu nono3peHun Ha pa3BUTHE WHTEPCTULUAIBHOTO ITHEBMOHMTA Yy NAI[UEHTOB, Y
KOTOPBIX BO3HUKAET CUJIbHAS OJBILIKA, KaK U30JMPOBAHHASA, TAK U B COYETAHUU C YXyAUIEHUEM
o011ero cocTosiHus (MOBBIIIEHHAs YTOMJISIEMOCTb, CHUKEHUE MACChl TeJla, JIUXOPaJKa), CIeayeT
IIPOBECTH PEHTIE€HOJIOTHYECKOE uccienoBaHue Jerkux. Creayer MNpoBECTH IEPEOLEHKY
HE0OX0IMMOCTH NMPUMEHEHMsI Mpenapara AMUOAAPOH, TaK KaK MpU paHHEW OoTMEHe mpernapara
MHTEPCTULMATIbHBIA MHEBMOHHUT OOBIYHO SBISETCS OOpaTHUMbIM (KJIMHHYECKHE CHMIITOMBI
0OBIYHO pa3periatoTcs B TedeHne 3—4 Helelnb ¢ MOCIeAYIOUUM 0ojiee MeAJICHHBIM YIyUYllIeHHEM
PEHTT€HOJIOTUYECKON KapTUHBI U (YHKIIMH JIETKUX B T€YEHHE HECKOJBbKUX MecsieB). Crenyer
paccMOTpeTh BOMPOC O JICYEHUHU TTIFOKOKOPTHUKOCTEPOUIAMHU.

Kpome Toro, y marieHToB, KOTOPHIM BBOJAMJICS AMHOJAPOH, B OUYE€Hb PEIKUX CIIydasiX, OOBIYHO
HEMOCPEJCTBEHHO TOCJ€ XHPYPrHUECKOro  BMEUIATEeNbCTBA, HAONIONANOCh  CEPbE3HOE
JIbIXaTeJIbHOE OCIOKHEHUE (OCTPBI pecHUpaTOPHBIN AUCTPECC-CHHAPOM B3pOCIbIX), HHOTA C
JIETAIbHBIM UCXOJ0M; MPEAINOIaracTcsi BO3MOKHOCTD CBSI3U €70 Pa3BUTHS C B3aUMOJEHCTBHEM C
BBICOKMMH KOHIICHTpPAIMSIMHU Krciopoaa (cM. paszen 4.8.).

Hapywenue co cmoponwl neuenu

PexkomenayeTcs THIaTeNbHBIM MOHUTOPUHT (YHKIIMOHAJIBHBIX «II€YCHOYHBIX» TECTOB (KOHTPOIIb
AKTUBHOCTH «II€YCHOYHBIX» TPAaHCAMMHA3) Mepel HaualoM IpUMEHEHUs rpenapata AMUOIapOH
U PETYJSIPHO BO BpeMsl JieueHus npernaparoM. B Teuenre nepBbix 24 4acoB 10cCiie BHyTPUBEHHOTO
BBEJICHUSI Tpernapata AMHOJAPOH MOXET Pa3BUThCA OCTPOE MOPAKEHHE TMeueHU (BKIIOYast
renaToUeJUTIONSPHYI0 HEJOCTaTOYHOCTh WJIM IEYEHOYHYI0 HEIOCTaTOYHOCTh, HWHOTIA C
JETalbHBIM HCXOJIOM) U XPOHHMYECKOE TMOpakeHHe meueHu. [lodToMy Mpu MOBBIIICHUN
aKTUBHOCTH «II€YCHOYHBIX» TPAaHCAMUHA3, B 3 pa3a MPEBbIIIAIOIIEM BEPXHIOI TPAHUILY HOPMBI,
703y npenapara AMHOAAPOH CIEAYET CHU3UTh WU IPEKPATUTh €T0 IPUEM.

Knuanueckre u nabopaTtopHble NMPU3HAKK XPOHUYECKON MEYEHOYHOM HEIO0CTaTOYHOCTH MpHU
IPUMEHEHUH Ipernapara AMMOJAPOH BHYTPb MOTYT OBITh MHHHMMAIbHO BBIPAXKCHHBIMU
(remaromeranusi, TOBBIIIEHHE AKTUBHOCTU TpaHCaMUHa3, B 5 pa3 NPEBBIIIAIONIEE BEPXHIONO
TPaHUIly HOPMbI) U OOpaTMMBIMU TOCJE€ OTMEHBI IpenapaTta, 0JHAaKO COOOIIAJIOCh O Cllydasx

CMCPTECJILHOI'O UCXOa.



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 16.05.2025 N= 12464
(MOCNEOOBATENEHOCTE 0004)

Hapywenue co cmoponvl opeana 3penus

Ecnu nHaGmromaercss ociiabiieHWe OCTPOTHI 3pEHHS WM BO3HHUKHOBCHHE HEUYETKOCTH 3PCHUS,
HEOO0X0/IMMO HEMEIJICHHO IMPOBECTH NOJHOE O(TAIBMOJOTHYECKOE 00CIeI0OBaHNe, BKIOYAs
bynnockonuio (0cMOTp TiazHoro aHa). IlposiBieHne HelponaTuy W/WIM HEBPUTA 3PUTEIHLHOTO
HepBa TpeOyeT OTMEHBI aMHUOIAPOHA U3-32 BO3MOKHOTO PA3BUTHS CIICTIOTHI.

Taoicenvie 6ynnesnvle peakyuu

Jleuenue npenapatoM AMUOJAPOH CIEAyeT HEMEIJICHHO MPEKPATUTH ITPH TOSIBICHUU CUMIITOMOB
U TPOSIBIICHUH, YrpOXKAIONIUX JKU3HU, WKW Jaxe (aTaabHbIX peakiuil B BHUIE CHHIpPOMA
CruBenca-J[>kOHCOHA, TOKCHYECKOTO SIUJIECPMAIBHOTO HEKpOJIN3a, a HWMEHHO: TOSBICHUE
MPOTPECCUPYIONICH KOXKHOW CBHIMK, YacTo C oOpa3oBaHMEM TYy3bIped, WM TIOSIBJICHHUE
MTOBPEKACHUHN CIM3UCTBHIX 000JI0YEK.

Jlexapcmeennoe 83aumooeticmsue

He pexomenayercs ogHOBpeMEHHOE NpHUMEHEHHE TMpenapara AMHOIAPOH CO CIEAYIOUTUMH
JIEKApCTBEHHBIMH  CPEJICTBAMH:  OeTa-aJpeHOOJIOKaTopaMu, OJOKaTopaMu  «MEJUICHHBIX)
KaJIBIIMEBBIX  KAaHAJOB, YPEKAMOIIMMHU  CEPJICYHBIM  PUTM  (BepamaMmml, JHJITHA3EM),
CIIaOUTENbHBIMH, CTUMYJIUPYIOUIUMHU NEPUCTANBTUKY KHUIIEYHUKA, KOTOpPHIE MOTYT BbI3BATh
TUIOKATUEMHUIO.

Iepsuunas oucgynxyusa mpancnaaumama (I14T) 6 meuenue 24 uacos nocie mpancnianmayuu
cepoya

[Ipumenenne amMuonapoHa mepe] TpaHCIUIAHTAlMel cepiila CBSI3aHO C MOBBIIICHHBIM PHUCKOM
pasButusa [IJIT (mamHbie perpocnekTuBHBIX wuccienoBanuii). I[IJIT mnpencraBiaser coboii
KU3ZHEYTpOXKAIOUIee OCIOKHEHHUE TMpH TPAHCIUIAHTALMK CepAlla, MpOSBIIAIONIEECS Kak
TUCQYHKIHS JIEBOTO, MIPABOTO MM 000UX KEJIYI0UYKOB, U pa3BUBAIOLIAsACSA B TeueHUe 24 4acoB
MOCJIe TPAHCIUIAHTALIUU CepIIa, UIsl KOTOPOil He yCTaHOBJICHO APYroil MPUYHUHBI.

B ciydae manueHTOB, BHECEHHBIX B O4Yepe/b HAa TPAHCIUIAHTALIMIO CEP/La, CIeAyeT KaK MOKHO
paHbIlle OI[EHUTh BO3MOKHOCTh IPUMEHEHUS allbTEPHATUBHOTO aHTHAPUTMHYECKOTO Mpernapara.
T unoxkanuemus

l'unokanuemus 1oJKHA OBITH CKOPPEKTUPOBAHA 0 Hayalla IPUMEHEHHUs MpernapaTta AMUOAAPOH.
Obwas u mecmuas anecmesus.

[lepen xupypruueckum BMEMIATEILCTBOM Bpaua-aHECTE3UOJIOra CJIEAYeT IOCTaBUTh B
M3BECTHOCTh O TOM, YTO MALMEHTY BBOAWJICA mpenapar AmuoaapoH. JleueHue mnpenapaTom
AMUOMIapOH MOKET YCHIUTh TE€MOJMHAMHYECKUN pHUCK, TPUCYIIUH MECTHOW WM OOmIei
aHecTe3un (B OCOOCHHOCTH 3TO OTHOCHUTCA K YPEKEHUIO CEPIECYHOr0 PHUTMA, 3aMEATICHHUIO

MMpOBOAMMOCTU U CHUIKCHUIO COKPATUMOCTU cepz[ua).



ot 16.05.2025 N= 12464
(MOCNEOOBATENEHOCTE 0004)

Hapywenus ¢ynkyuu wumosuonou dcenesvl

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

[Ipenapat AMHOJapOH MOKET BBI3bIBATh HApYIIECHUs (DYHKIHUU HIUTOBUIHON KeJe3bl, 0COOCHHO
y TMAIMEHTOB C HapYIIEHUSIMH (PYHKIIMH IIMTOBUIHOMN JKeJe3bl B COOCTBEHHOM WM CEMEHHOM
aHamHese. [loaTomy, B cityyae nepexojia ¢ BHyTpUBEHHOIO BBEJCHUS IpernapaTa AMUOIapOH Ha
IpueM Ipenapata AMHUOJAPOH BHYTPb, KaK BO BpPEMsl JICUEHHUS, TaK U B TEUEHHE HECKOJIbKUX
MECSLEB I0CIE€ OKOHYAHWUS JIEUEHUs, CJIEAyeT IPOBOAUTH TIIATEIbHBIA KIMHUYECKUN U
71a00paTOPHBIN KOHTPOIh (DYHKIHMM IMUTOBUIHOM Kenesbl. Ilpu momo3peHnn Ha IUCHYHKITUIO
LIUTOBUTHOM JKeJie3bl CelyeT MPOBOAUTD ONpeieIeHIEe KOHIEHTPAallui THPEOTPOITHOTO TOpMOHA
(TTT) B cbIBOPOTKE KPOBH (C MOMOIIBIO CBEPXYYBCTBUTENbHOTO aHanu3a Ha TTI).

[Ipenapat AMHOapPOH COIEPKUT B CBOEM COCTABE MO M TOATOMY MOXKET HapylIaTh MOTJIOIEHHE
PaZMoOaKTUBHOTO HOJAa, YTO MOXET HUCKa)XaTb pPE3YyNbTaThl PAaJIUOU30TONHOTO HCCIIEIOBAHUS
IIUTOBUTHOW JKEJe3bl, OJTHAKO €ro INPUMEHEHHE HEe BIIMAET Ha JOCTOBEPHOCTH OIpeAeTCHUS
KOHIIeHTpanuu TpuiioaruponuHa (T3), tupokcuna (T4) u TTT B mia3me KpoBH.

€T’

VY nereit GezomacHOCTh M 3(PPEKTUBHOCTH Mpenapara AMUOJAPOH HE H3ydanach. B ammyrnax
npenapata AMHOJApOH colepkuTcs OeH3uiaoBbld crmupT. CooOmanoch O pa3BUTHU Y
HOBOPOXJIEHHBIX PE3KOI0 YIYIIbS CO CMEPTEIbHBIM UCXOA0M IOC]I€ BHYTPUBEHHOI'O BBEACHUS
pacTBOpOB, COAEPXKALIMX OEH3UIOBBIM crnupT. CHMIOTOMaMHU pa3BUTUSI 3TOTO OCJIOKHEHHS
ABJIIOTCS: OCTPOE pa3BUTHE yAyIIbs, CHIbKeHHE AJl, Opaaukapaus v KoJularc.

BcnomorarensHbIC BEIIECTBA

B makcuMansHO# cyTouHOM 703€ npernapata cojaepxkutcs 480 mr 6enzunoBoro criupta (20 mrs 1
MJI), YTO 3HAYUTEJIBLHO MEHBIIE MPEeIbHO aomycTuMoro coaepxkanus (90 mr/kr/cytku). Ero
MPUMEHEHHE MOXET BBI3BIBATH OCTPOE pa3BUTHE YyAylibs, cHuxkeHue AJl, Opamukapauio u
KoJutarnc. beH3usoBbIi COUPT NPOTUBONOKA3aH HEOHOIIEHHBIM U HOBOPOXKJICHHBIM.

4.5. BzaumopeiicTBHe ¢ [PYrMMH JIEKAPCTBEHHBIMHM MNpenaparamMM H JApyrue BH/bI
B3alMMOJAEeHCTBUSA

dapMakoMHAMHYSCKOE B3aMMOACHCTBHE

Jlexapcmeennvle cpedcmea, cnocobHbvle 8b13b16AMb NOJUMOPDHYIO HCEYOOUKOBYIO MAXUKAPOUIO
MUNa «NUPY3m» UiU y8eaudusams npoooicumensrocms unmepganra QT

.]]eKaDCI’I’ZSQHHble CDQ&CWZGCI, CnocobHble 8bI3LIEATND I’lOJZMMODd)HVIO cheﬂVaOHKOBV}O maquapduio

muna «nupysm

KOM6I/IHI/IpOBaHHaﬂ Teparungd C JICKAPCTBECHHBIMU CPCACTBAMU, KOTOPLIC MOTYT BbBI3bIBATH
HOJ'II/IMOp(I)HyIO KCIIYAJOUKOBYIO TaXHUKApJAWUIO THIIA «IIUPYIT» IMPOTHUBOIIOKA3dHA, TaAK Kak
YBCIUYHUBACTCA PUCK Pa3BUTUA MMOTCHIUAIBHO JIeTaJbHOM HOJ’IHMOp(bHOfI )KeﬂyﬂOQKOBOﬁ

TaXUKapaAnuu TUIIA KITAPYITH.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
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(MOCNEOOBATENEHOCTE 0004)

— a”THapuTMuyeckue mnpenapatel: [A kmacca (XMHUAMH, TMIPOXUHWAWH, IU30IUPAMHUL,

IIpOKauHaMHUN);

— adTuaputMuueckue npenapatsl Il xmacca (modernnmn, uOyTuana, OpeTUIHs TO3WIIAT),

JPOHEHIAPOH, COTAJIOI;

— JApyrue (He aHTUapUTMUYECKHUE) MpenaparThbl, TAKUE KaK:

HeliposenTuky: (EHOTHA3UHBI (XJIOPIPOMa3HH, ITHAMEMAa3HH, JEBOMEIPOMA3HH,
THOpHUAA3uH, Tpuduyonepasut, G¢aydenasun); OeHzamMuabl (aMUCYIBIPUII,
CYABTOMIPHUJ, CYIBIUPH, THANPU); OYTUPOPEHOHBI (APOTEPHUI0J, TaJIOTEPUION),
CepTHHJIOJ, ITMMO3HI;

AHTHJICTIPECCAHTHI: TPUIMKINIECKHE aHTUICTIPECCAHTHI, CEIEKTUBHBIE HHTHOUTOPHI
00paTHOrO 3axBaTa CEpPOTOHMHA (LIUTAIONPaM, CLUTAIONPaM);
aHTHOAaKTepHATbHBIC cpexacTna: (TOPXUHOIOHBI (;meBookcaruy,
MOKCHU(]IIOKCAIHH, cnapdoxcaryH, IUIpodIOKCalH); MaKpOJIHUIbI
(3pUTPOMUIIMH TP BHYTPUBEHHOM BBEICHHH, A3UTPOMHIIMH, KIAPUTPOMHUIIUH,
POKCUTPOMMUIINH, CIUPAMHUILIMH ), KO-TPUMOKCA30J;

MIPOTUBOTPUOKOBBIE CPEJICTBA: a30Jbl (BOPHUKOHA30JI, UTPAKOHA30J, KETOKOHA30I,
haykoHa30M);

MPOTHBOMAJISIPUMHBIC CPEICTBA (XHMHUH, XJIOPOXUH, Me(IOXWH, TajohaHTPHH,
nymedaHTPHH);

MIPOTUBOIPOTO30MHBIE CPeACTBA (IEHTAMU/IMH MPU ApPEHTEPATbHOM BBEICHUN);
MIPOTUBOOITYXO0JIEBbIE CPEJCTBA (BaHIETaHUO, MBILIbSKA TPHOKCU]I, OKCATTUILIATHH);
MPOTUBOPBOTHBIE CPEACTBA (JIOMIIEPHIOH, OHIAHCETPOH);

CPEICTBA, BIUSIONINE HA MOTOPUKY >KETYJOUYHO-KUIIEYHOTO TpaKkTa (LU3anpun);
AHTUTHCTAMUHHBIE CPEJCTBA (MH30JIACTHH, aCTEMHU30.1, TepeHa uH);

MpoYue JIEKapCTBEHHBIE CPEICTBA (IupEeHUITaMUHA METHICYIb(haT, Oepuan).

.]]eKClpCI’I’ZSeHHble cpedcmea, cnocobuble yeeauduedaimsb nDO()OJZ.?fCMmeJZbHOCWZb uUHmepeaia OT

CoBMeCTHBIN aneM aMHuoZIapOHa € JICKAPCTBECHHBIMU CpCACTBAMU, CIIOCOOHBIMU YBCJINYUBATDb

MpOAOJIKUTCIIBHOCTE HMHTEpPBAJIa QT, JIOJDKEH OCHOBBIBATHCS Ha TIIATEIBHOM OIICHKE JI

Ka)XJOT0 MallMeHTa COOTHOIIICHUS 0XKUAAEMOM I0JIb3bl U IIOTEHIIUAIFHOIO pucka (BOBMO)KHOCTB

BO3pacCTaHUd PpUCKA PA3BUTHUA HOHHMOp(l)HOﬁ )Keﬂy,Z[O‘{KOBOﬁ TaxXuKapauu TUIIA «ITAPYIT» (CM.

pasznen 4.4.); npu NPUMEHEHUH TaKuX KOMOMHaLMl HEOOXOAWMO PETyISpPHO KOHTPOJUPOBAThH

OKI' maruenToB (a7 BbIABIEHUS yaiauHeHus uHTepBana QT), a Taxke coiep)kaHust Kajaus U

MarHus B KpOBH.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 16.05.2025 N= 12464

VY nmauveHToB, NPUHUMAIOIIUX aMHUOJAPOH, CIEAYET d@&;&E%%E%H%Eﬁ%% -IIIOB,

BKJTFOUYasi MOKCU(DIIOKCAIIHH.
Jlexapcmeennvie cpedcmea, cnocobOHbie 8bl3bl6aANb SUNOKATUEMUIO

Hepexomenoyemvie kombuHayuu

— Co crabuTenbHBIMH, CTUMYJIUPYIOMIMMHA TEPUCTATBTUKY KHIICYHUKA, KOTOPBIE MOTYT
BBI3bIBATH THIOKAIMEMUIO, YBEIWYHBAs PUCK Pa3BUTHS HOJIMMOP(HON KETymT0UKOBOIM
TaXUKapIUU TUIA «HIUPY3T». OJHOBPEMEHHO C aMHUOJAPOHOM CJENYeT NPUMEHSTh
cl1abuTeNbHbIe IPYruX GapMaKoJIOTUYECKUX IPYII.

KOM6I/IHaIH/II/I, TDC6VIOHII/IC OCTOPOXKHOCTH IIPHU IPUMEHCHUH

— C muypeTHKamu, BBI3BIBAIOIIMMH THTIOKATHEMHIO (B MOHOTEPAITUH WIIM B KOMOWHAITHSX C
JPYTUMH JICKAPCTBCHHBIMU CPEJICTBAMH).

- C CHCTEMHBIMHU KOPTHUKOCTEPOUIaMHU (TITFOKOKOPTHUKOCTEPOUIAMH,
MUHEPATOKOPTHKOCTEPOUIAMH) U TETPAKO3AKTUIIOM.

— C amporepunmHom B (BHyTpuBEHHOE BBEJCHHUE).

HeoOxomuMo mpemoTBpamare pa3BUTHE THUIOKATHEMHH, a B Cllydac €€ BO3HHKHOBEHHS —

BOCCTAaHABJIMBATh 10 HOPMAJIBHBIX 3HAYCHUI COACpIKaHUE Kalus B KPOBH, KOHTPOJIUPOBATH

coziepkanue AEKTpouToB B KpoBu U DKI' (Ha mpenMeT BO3MOXKHOTO YIUTMHEHHS] WHTEpBasa

QT), a B cirydae BO3HUKHOBEHUS TOJUMOP(HOH KETyA0UYKOBON TaXUKaAPAUH THIIA KITUPYIT» HE

CIIelyeT TPUMEHSTh AaHTHAPUTMHUYECKHE cpencTBa. JlokHa OBITh HadaTa >KETyI0YKOBas

KapIMOCTUMYJISIIINS; BOBMOKHO BHYTPUBEHHOE BBEJICHHUE COJICH MarHusl.

Jlexapcmeennvie cpedcmea, ypedicarowjue CepOeuHblll pumm Ul Bbl3blealowjue HApYUleHus

A8MOMAMU3Ma Uil nPOBOOUMOCMU

OnHOBpEMEHHOE NMPUMEHEHHE C TpernapaTaMi, OKa3bIBAIOIIMMHU YTHETAIOIIEe BO3JCHCTBUE HA

CHHYCOBBIM y3en u 3amemusiommMu AV TPOBOIUMOCTh (Hampumep, JIUTOKCUH, Oeta-

aJIpeHOOJIOKATOPBI, OJIOKATOPHI «MEUICHHBIX» KaJIbIIUEBBIX KAaHAJIOB, YPEKAIOIIUE CEpACUHBIN

pUTM [BepamammuJii, TUJITHA3eM|, WBaOpajMH), MOTYT YCHJIUBATh 3JICKTPO(DU3HOIOTUYECCKUE W

reMoJiMHaMu4eckue 3PQeKThl aMHOJapOHA M TMPHBOJUTh K BO3HHUKHOBEHHIO BBIPAKCHHOU

OpaaukapIuu, OCTaHOBKE cuHycoBoro ys3nma u AV Onokane. KomOuHupoBaHHas Tepamus

aMHUOJIapOHa C 3TUMU JICKAPCTBEHHBIMH CPEICTBAMU HE PEKOMEHIYEeTCS.

IIpouue nexapcmeennvie cpedcmea, ypedxcaroujue cepoeyHvl pumm (KIOHUOUH, 2yanHdayu,

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

XJI0pUO0, RUPUOOCMUSMUHA OPOMUO, HEOCMUSMUHA OPOMUOD], NUTOKAPNUH)

Puck pa3Butust upeamepHoi Opaaukapanu (KyMyiIsITUBHbBIE d((DEKTHI).
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 16.05.2025 N= 12464
(MOCNEOOBATENEHOCTE 0004)

Jlexapcmeennvie cpedcmea 051 0Owel anecmesuy

Coo0mmanoch 0 BO3MOXHOCTH Pa3BUTHS CICIYIOIIUX TOKEIBIX OCJIOKHCHHH Y TMAIMEHTOB,
MPUHUMAIOIIUX aMHUOJIAPOH, MIPH MPOBEACHUNA MM OOIICH aHEeCTe3WH, TaKUX Kak: Opajaukapus
(pe3ucTeHTHas K BBEACHUIO aTpPONMHA), CHUKeHue AJl, HapylieHus: MpoBOJUMOCTH, CHUKEHUE
CepJIeYHOTO BHIOpOCa.

Habmoanuch 04eHb peIKre CIIydau TsDKEIBIX OCIOKHEHH CO CTOPOHBI JBIXaTeIbHOW CUCTEMBI,
MHOTJa C JIETaJIbHBIM HCXOJOM (OCTpBIH pECIUPATOPHBIA TUCTPECC-CUHAPOM B3POCIbBIX),
KOTOpI)II\/JI Pa3BUBAJICS HEMMOCPECACTBCHHO IMOCJIC XUPYPIrui4€CKOT0 BMCHIATCIILCTBA, BOSHUKHOBCHHUEC
KOTOPOro CBA3bIBACTCH C BSaHMOHeﬁCTBHeM C BBICOKMMH KOHIOCHTpAOWsAMU KUCJIOPOaa.

dapMaKkOKHMHETHYECKUE B3ANUMOIEHUCTBUS

Bausanue amuooapona na opyzue nekapcmeennvie cpeocmeda
AMUOIapOH W/MIU €ro MeTaboIMT Je33THIIaMUOapOH MHruoupyrot nzodepmentsl CYPIAL,
CYP1A2, CYP3A4, CYP2C9, CYP2D6 u P-gp u Moryr yBenu4uBaTh CUCTEMHYIO SKCIO3UIUIO
JIEKapCTBEHHBIX IPENaparoB, SBISIIOMIMXCS UX cyOcTpatamu. B CBs3M ¢ NMPOJOKUTEIBHBIM
NIEPUOJIOM TIOJIYBBIBECHUSI aMHOJApOHA JAHHOE B3aMMOJCHCTBHE MOXKET HaOIIONaThCs Jaxe
4yepe3 HECKOJIbKO MECSIIEB MOCIIE MPEKPAILIEHUs €ro IpUeMa.

Jlexapcmeennvle cpedcmea, aenaouuecs cyocmpamamu P-enukonpomeuna (P'QD)

AMuomapoH sBisercss WHruomtopom P-gp. Oxumaercs, 4YTO €ro COBMECTHBIM TPHUEM C

JIEKapCTBEHHBIMU IIpernapaTamy, SBISIOIUMUCA cyOcTpatamu P-gp, mpuBenér K yBEIMUEHUIO

CUCTEMHOM AKCHO3UINH MOCIETHUX.

— Ceppeunble TIIMKO3U/IbI (TIpernapaThl HAEPCTSIHKH)
Bo3MOXHOCTh BO3HUKHOBEHUSI HApYIICHWI aBTOMaTu3Ma (BbIpakeHHasi Opalukapaus) U
MpeIcepIHO-KETYJOUKOBOI mpoBoauMocTi. KpoMe Toro, rnpu KOMOMHAIIMKM TUTOKCHHA C
aMHOJIapOHOM BO3MOKHO yBEJIMYEHHE KOHILIEHTpAllUU JUTOKCHHA B IUIa3Me KpOBH (M3-3a
CHIDKeHMsST ero kimpenca). llosTomy mnpu coueTaHMM JOWTOKCHHA C aMHUOJapOHOM
HEOOXOIMMO OIpeAessaTh KOHICHTPAIMIO JTUTOKCHMHA B KPOBHM M KOHTPOJIUPOBATH
BO3MOXHbBIE KIMHUYECKHE U JJIEKTpOKapAuorpaduyeckiue MPOsSBICHUS IUTHTATUCHOU
WHTOKCUKAIUU. MOXeT moTpeboBaThCsl CHIKEHUE 03 TUTOKCHUHA.

— Jlaburarpan
Heo6xo1uMo mposBAsITH OCTOPOKHOCTH MPU OJTHOBPEMEHHOM MPUMEHEHUH aMUOIapoHa U
naburatpaHa wu3-3a pHCKa BO3HUKHOBEHHUS KpOBOTeUeHHS. MokeT moTpeboBaThCs
KOPpEeKIHs J03bl JgaburarpaHa B COOTBETCTBUHU C YKa3aHHSIMH B €r0 HMHCTPYKIUHU IO
MIPUMEHEHHUIO.

Jlexapcmeennvie cpeocmea, aensiowuecs cyocmpamamu uzopepmenma CYP2C9

AMI/IO,[[apOH MOBBIIITACT KOHLUCHTPAIIUIO B KPOBU JICKAPCTBCHHBIX CPCIACTB (TaKI/IX Kak Bap(l)apI/IH
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1 (EHUTOMH), SBISAIOMIUXCA CyOCTpaTamMu W3 )d)epMeIi'ﬂl' "G’;ng@?'“ég%ﬁ Iﬁl;l;-ﬁgﬁgéa!HHﬂ

uzodpepmenra CYP2CI.

— Bapdapun
[Tpu xomOuHaIMK BaphapruHa C aMHOAaPOHOM BO3MOYKHO yCHiIeHHE Y3PPEKTOB HEMPSIMOTO
AQHTUKOATYJISTHTa, YTO YBEJIMYMBACT PHUCK pa3BUTUS KpoBoTeueHus. Cremyer wyarie
KOHTPOJMPOBaTh MNPOTPOMOMHOBOE BpeMs IyTeM ompeneneHus mnokazarenss MHO
(MeXIyHapOJHOE HOPMAJIM30BAHHOE OTHOIICHKE) U MIPOBOIUTH KOPPEKIIHIO 03 HEIPSIMBIX
AQHTHUKOATYJISTHTOB, KaK BO BpPEMs JICUCHHUS aMHOJAPOHOM, TaK M TOCIIE TPEKPAIICHUS €To
npueMa.

— ®eHHUTONH
[Ipu coderanun ¢GEeHUTOMHA C aMHOJAPOHOM BO3MOXKHO pPAa3BHTHE MEPEIO3HPOBKH
(EHUTOMHOM, YTO MOXET NPHUBOJUTH K TOSBICHUIO HEBPOJOTHYECKUX CHMIITOMOB;
HEOOX0IMM KIMHWYECKH MOHHTOPWHT W CHIDKEHHE J03bI ()CHHTOWHA TPU MEPBBIX XKe
MpHU3HAKAX TEPEIO3UPOBKH, JKEIATEIFHO OIpeaesieHHe KOHIICHTpalud (EHUTOWHA B
T1a3Me KPOBH.

Jlekxapcmeennwvle cpedcmaa, aeaarouuecs cyocmpamamu uzopepmenma CYP2D6

—  daexannug
AMUO/IapOH MOBBIIIAET IJIA3MEHHYIO KOHIIEHTpAIHIo GIIeKauHK 1A 332 CUeT HHIMOMPOBaHUs
modepmenta CYP2D6, B cBsa3u ¢ uem TpeOyeTcst Koppekuus 103 prekanHuaa.

Jlekxapcmeennvle cpedcmea, asaarowuecs cyocmpamamu uzopepmenma CYP3A4

[Ipu coueranum amuonapona, uHruOuTopa nzodepmenra CYP3A4, ¢ 3TuMHu JIeKapCTBEHHBIMU
cpenctBamu, sSBsStOIMKUMHUC cyocTpatamu nzodepmernTa CYP3A4, Bo3MOKHO MOBBIIMICHHE HUX
IJ1a3MEHHBIX KOHLIEHTPALUHA, YTO MOKET MPUBOJIUTH K YBEJIMYEHUIO MX TOKCHUYHOCTU H/WIIU
yCuJIeHUI0 (hapMaKoJInHAMUYECKHX dPPEKTOB, a TAKKE MOXKET MOTPeOOBATh CHUKEHUS UX J03.
Hwuxe nepeunciieHsl Takue JIEKApCTBEHHBIE CPEICTBA.
— [ukiocnopun
Coueranue UMKIOCIOPUHA C AaMHUOJAPOHOM MOET YBEJIIUYUTh KOHLEHTPAIUIO
LUKIIOCTIOPUHA B IJIa3Me KPOBH, HEOOX0IUMa KOPPEKITUS T03bI.
— ®eHTaHuI
KoMOuHammss ¢ amMuoZapoHOM MOXKET YBENWYUTh (apmakoanHamuueckue 3 eKTor
(eHTaHWIIa U YBEJMYUTH PUCK Pa3BUTHS €r0 TOKCUYECKUX dPPEKTOB.
— MWurubutoper ['MI'-KoA-penykra3zel  (cTaTuHbl) (CHMBAcTaTWH, aTOpBACTaTUH U
JIOBACTAaTHH)

YBenuueHue pHUCKa MBIIIEYHOH TOKCHUYHOCTH (pa6)10MI/IOJ'II/I3a) npu OJHOBPECMCHHOM
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MIPUMEHEHUU AMUOJAPOHA U CTATHUHOB, Mefra60111/13I/HJ}II;I(:)'IL[Wgi ﬁlﬁg]ﬁﬂgg%ﬂ)gﬂéﬁm

CYP3A4. PexomeHayeTcss IpUMEHEHNE CTATHHOB, HE METa0OIM3UPYIOLIUXCS C TIOMOIIBIO
nzodpepmenta CYP3A4.

— Jlpyrue nekapcTBeHHBIE CPEICTBA, META0OJU3UPYIOILUECS C IOMOIIBI0 H30(EepMEHTa
CYP3A4: mupnokamH (PUCK pPa3BUTHS CHHYCOBOH OpajuWKapIuud W HEBPOJOTHYECKHX
CHMIITOMOB), TAaKPOJMMYC (PHCK HE(PPOTOKCHYHOCTH), CHIIACHADII (PUCK YBETUUYCHUS €TO
HEeXeJIaTeNbHbIX PpEeakKlMii), Muja3ojiaM (PUCK Ppa3BUTHS INCUXOMOTOPHBIX 3(deKToB),
TpHa3oJiaM, IUTUAPOIPTOTAMUH, IPrOTAMUH, KOJIXUIUH.

Jlekxapcmeennuvle cpedcmea, seasaowuecs cyocmpamamu uzoghepmenmos CYP2D6 u CYP3AA4.

— JlexctpomeTtopdan
Awmuonapon unruoupyer uzopepmentst CYP2D6 u CYP3A4 u TeopeTHueckd MOXKET
MOBBICUTH TUTA3MEHHYIO KOHIICHTPAIUIO eKCTpoMeTopdaHa.

— Krnonunmorpen
Knommporpen, sBASIOMMNACS HEAKTHBHBIM  THEHOTIMPHUMHIMHOBBIM  JICKAPCTBEHHBIM
CPEACTBOM, METa0OJIHM3UPYyeTCsl B TeUYeHH C OOpa30BaHWEM AaKTHBHBIX METa0OJHTOB.
Bo3MokHO B3ammoJieiicTBHE MeXAy KIONUAOTIPEIIOM M aMUOJApOHOM, KOTOPOE MOKET
MPUBECTH K CHIDKCHHIO A((HEKTHBHOCTH KIJIOMHI0TpEa.

Brusnue opyaux nexapcmeennvix cpeocme Ha amuo0apoH

Uneubumopur usopepmenmos CYP3A4 u CYP2CS8

Nuruburtopsr n3odepmertoB CYP3A4 u CYP2C8 moryr mmeTh MOTCHIHMAT WHTHOUPOBAHUS
MeTaboaM3Ma aMHOJapoHa, YBEJIUYEHUS €ro KOHIIGHTPAIMH B KPOBU U, COOTBETCTBEHHO, PUCKa
yBeJIMUYEHUS ero hapMaKkoIMHAMUYECKUX U HEXeNIaTelbHbIX A3PPEKTOB.

PexomennoBano wu30Oeratb mnpuéma wuHruOutopoB wu3odepmenta CYP3A4 (manpumep,
rpeindpyroBoro coka M HEKOTOPBIX JIEKAPCTBEHHBIX CPEJICTB, TAKMX KaK LUMETHAUH U
unruburopsl BUY-nipoTeassl, B T.4. MHAUHABUP) BO BpeMs JeueHUs: aMuogapoHoM. THruOUTOpsI
BUY-npoTeassl mpu OAHOBPEMEHHOM MPHMEHEHUHM C AaMHOJAPOHOM MOTYT TMOBBIIIAThH
KOHIIEHTPALIMIO aMHUOIapOHA B KPOBH.

Unoykmopwl usohepmenma CYP3A4

— Pudamnunun
Pudamnunun sBrnsercs MomHbIM HHAYKTOpoM u3odepmenta CYP3A4, npu coBMecTHOM
MPUMEHEHUH C aMUOIAPOHOM OH MO3KET CHIDKATh MJIa3MEHHBbIE KOHIIEHTPAIIMH aMUOIapOHa
U Je33TUIIaMHUOIapOHa.

— IIpemapatsl 3Bep0060si TPOABIPSIBICHHOTO

3Bepo00ii MPOBIPSIBICHHBIN SABISETCS MOUIHBIM HMHIYKTOpoM u3zodpepmenta CYP3A4. B
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CBs3U C OTUM TCOPCTUUCCKHU BO3MOKHO CHUIKCHUC HJIQ%%’I;PEE’%%@%E@E%H%MQE%GH&

1 yMeHbIeHue ero 3ddekra (KTMHUYEeCKHE TaHHBIE OTCYTCTBYIOT).
Ilpouue nekapcmeenmuvie 63auMo0eUcmeus
— C cohocOyBUpOM B MOHOTEpANUU WIH B COYCTAHHH C JPYTUMHU MPOTUBOBUPYCHBIMHU
npenaparamu MpsMoro JAeUCTBUS MPOTUB BUPYCHOTO renatuta C, TaKUMU KakK JaKJIaTacBup,
CUMETIPEBUP, JICIUTIACBUD
He pexomeHmyeTcsi OJHOBPEMEHHOE IPUMEHEHHE amHojapoHa ¢ co(ocOyBUpOM B
MOHOTEPANHUH UM B KOMOMHAIIMU C APYTUMH MMPOTUBOBUPYCHBIMU TMpenapaTaMmu MpsiMoro
NENCTBUST TPOTUB BHpycHOro remaruta C, TaKUMU KakK JaKjiaTacBUpP, CHUMENPEBUD,
JIeIMTIACBUP, TaK KaK ATO MOXET MPUBOJIUTH K PA3BUTHIO TSHKEIOM, MPOTEKAIOIMIEH C
KIIMHUYECKOW CUMIITOMATUKOW OpagrKapauu.
MexaHu3M pa3BUTHS dTOH OpaguKapaAUi HEM3BECTEH.
Ecnu oHOBpEeMEHHOTO MPUMEHEHHUS 3THUX MPENapaToB U30ekKaTh HEJIb3sl, PEKOMEHIyeTCS
MPOBE/IEHUE MOHUTOPUHTA CEPICYHON JESITENbHOCTH (CM. paznen 4.4.).
4.6. DepTUWILHOCTD, 0€PEMEHHOCTDh M JIAKTALHSA
bepemeHHOCTB
JlocTynHasi B HacTosIee BpeMsl KIWHWYECKas WHGOpPMAIs HEIOCTaTOYHA IS OTpEIeieHUs
BO3MOKHOCTH WJIM HEBO3MOXXHOCTH BO3HHUKHOBEHHMsI TOPOKOB pa3BUTHS Yy SMOpHOHA MpH
MMPUMEHEHUH aMHOJIapoHa B | TpumecTpe OepeMeHHOCTH.
[Tockonbky HIMTOBHAHAS >Keje3a IUI0Ja HAYMHAET CBS3BIBATh HOJ TOJIBKO ¢ 14-i1 Hemenu
OCpEeMEHHOCTH, TO HE OKHJAeTCs BIMSHHUS Ha HEe aMHUOJapoHa B Ciydae ero 0ojiee paHHEro
npuMeHeHus1. MI30bITOK Hoaa Tpr NPUMEHEHUH Ipenapara mociie 3Toro neprojia MOXeT MPUBECTH
K TIOSIBJICHHIO JIAOOPAaTOPHBIX CHMIITOMOB THIIOTHPEO3a Y HOBOPOXKIACHHOTO WM JaXe K
(hOpMUPOBAHUIO Y HETO KJIMHUYECKH 3HAYUMOTO 3004.
BBuny Bo3aeicTBHS Ha IMMTOBHUJHYIO XKeJe3y IUI0Ja, aMHOJApOH MPOTHBOMNOKAa3aH BO BpPEMs
OepeMEHHOCTH, 32 UCKITIOYCHHEM OCOOBIX CITydaeB, KOT/1a 0OXKK1aeMasi T0Jb3a ero CIOJIb30BaHus
OepeMEHHOM KEHIIMHOM MPEBbIIaeT PUCKH Y TUIoAa (MIPH KU3HEYTPOKAIOUIUX KETYA0UKOBBIX
HapYIICHUSX pUTMA CEp/Ia).
JlakTanus
AMHOJIapOH BBIIETSAETCA C TPYJHBIM MOJIOKOM B 3HAQUUTENBHBIX KOJIMYECTBAX, MO3TOMY OH
MIPOTUBOTIOKAa3aH B MEPHOJ] KOPMJICHHS TPpyAblo (Tperapar clieayeT OTMEHUTh WM MPEKPaTUTh
TPyAHOE BCKapMIIMBAHHUE).

DepTUabHOCTD

HenocTtatoyHo JaHHBIX MCCIEOOBaHUS pCHpOILYKTI/IBHOﬁ TOKCHUKOJIOTHH, BJIMAIOIIHUX Ha

(bepTUIBLHOCTD.
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4.7. BausiHue Ha cNOCOOHOCTHL YNPABJSATh Tpchnbg'TﬁBMﬁﬁeﬁImWﬁ; Tp%&'d{'lﬁtr'b c

MeXaHU3MaMu
OTCyTCTBYIOT JOKa3aTeNbCTBA TOTO, YTO aMMOJAPOH HaApyLIaeT CIOCOOHOCTh 3aHMMAThCS
NEATeNbHOCThIO, TpeOyIOIIel MOBBIIICHHOW KOHIIGHTPAIMM BHUMAaHUS M OBICTPOTHI
IICUXOMOTOPHBIX peaKHHfI. OI[HaKO, B KaueCTBC MCPbI IMPEAOCTOPOKHOCTH, IMMALUCHTaAM C
MapOKCU3MaMH TSDKEJIbIX HapyIIEHUH puUTMa B IEPHUOJ JIEYEHMs] IpernapaTtoM AMHOAAPOH
KeNaTeIbHO BO3/IEP’KUBATHCS OT MOI0OHOM eI TEeTHHOCTH.

4.8. HexxennaresibHbIe peakInu

PesromMme nipodmiig 0e30macHoCTH

Haunbosiee cepbe3HBIMH BO3MOKHBIMH HEXKENATEIbHBIMH PEAKIUSAMH TIPU TPUMEHEHHUU
AmuoniapoHa SBISIOTCS HEUTPOINEHUS, arpaHy/IoLNTO3, aHapUIakTHIecKuil ok, oTek KBuHKe,
T0OpOKavYeCTBEHHASI BHYTpUYEepEHAst TUIIEPTSH3 M, HEHPOTIaTHs 3pUTEIIEHOTO HEPBa, CHIDKCHHE
AJl BIIIOTH 70 KOJUIANCa, AapUTMOTEHHOE [IEHCTBHE, OCTAaHOBKAa CHHYCOBOTO Y3IIa,
WHTCPCTHIIMAIBHBIA TTHEBMOHUT WM (GHUOPO3, TOKENbIe pPECUPaTOPHBIE OCIOKHEHHUS,
OpoHXOCHa3M W/WJIM afHo’, OCTPOE MOpPaKEHHWE NEYEHHU, OYIIe3HbIEe pPEaKIHUH, MEePBUYHAS
TUCQYHKIMS TPAaHCIUIaHTaTa B TeUeHUE 24 4yacoB MOCIE TPAHCIIAHTALIMK CEP/IIa.

HaubGonee uacto BO3HUKAIOIIMMHU HEXKENATENbHBIMU PEAKIUSMH, OTMEUYaBIIMMHUCA TpU
MpUMEHEHUH AMUOAapOHa, ObUIM HapYILIEHUs CO CTOPOHBI CEp/Lia U COCY/IOB.

Pesrome HexenaTenbHbIX PEAKIUT

YacTtoTa HeXenaTenbHBIX peakiuii Oblia ompenereHa B COOTBETCTBUHM C KiaccupuKanuen
Bceemupnoit opranmsanuu 3apaBooxpanenus (BO3): ouens uacro (>1/10), wacro (>1/100 u
<1/10); meuacro (>1/1000 u <100); peaxo (>1/10000 u <1/1000 %) u o4YeHb peaKO, BKIrOUAs
otaensubie coobmenus (<1/10000), gacroTa Hew3BecTHA (IO MMEIOMIUMCS JaHHBIM YaCTOTY
OTIPEICNIUTh HE MPEACTABISAETCS BO3MOXKHBIM).

HexenarenbHble  peakuMu  MPEACTaBICHbl B COOTBETCTBUM €  CHCTEMHO-OPraHHOM
KiaccuguKanuei B NopsaKe YMEHbIICHHS] 3HAYUMOCTH.

Hapywenus co cmoponul kposu u tumgamuieckou cucmemol

YacToTa HEU3BECTHA — HEUTPOTICHHUS, arpPaHyIOLUTO3.

Hapywenus co cmoponvl ummynnou cucmemol

OdeHb peako — aHaPUIAKTUYECKUH TIOK.

YacroTa HEeM3BECTHA — aHTHOHEBPOTHUECKHI 0Tek (oTek KBHHKe).

DOHOOKpuHHbIEe HapYUIeHUS

OueHb peaKo — CUHAPOM HeaJeKBATHON CEKpEeIMH aHTHIMYPETUYECKOTO TOPMOHA.

YacroTa HEU3BECTHA — TUIIEPTUPEO3.

Icuxuueckue HapyuieHusl
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YacTtoTa HEM3BECTHA — COCTOSIHHE CITyTaHHOCTH co3HaHdD%HM'f%I1%MHH b 0004)

Hapywenus co cmoponul nepenoti cucmemvl

OdeHb penko — NoOpoKaueCTBEHHAS BHYTPUYEPEITHAS TUTIEPTEH3US (TICEBIOOITYX0JIb TOJIOBHOTO
M03ra), ToJI0BHas 00JIb.

Hapywenus co cmoponul opeana 3penust

YactoTa HEW3BECTHA — HEWPONATHUS 3PHUTEIHHOTO  HEPBA/HEBPUT, KOTOPHIE MOTYT
IPOIPECCUPOBATH JI0 CJICTOTHI (CM. paszen 4.4.).

Hapywenus co cmoponul cepoya

Yacto — Opanukapausi, 0OOBIYHO YMEPEHHAS,

OdeHb pEeIKO — apUTMOTECHHOE JCHCTBHE (BO3HUKHOBEHHWE HOBBIX HAPYIICHWH PHUTMA, WJIH
yCyryOJieHHe CYIIECTBYIOIIMX HApYIICHWH pUTMa, B HEKOTOPHIX CIydasx C IOCIEAYIoIeH
OCTaHOBKOHM cepjla); BhIpaXEHHas OpaauKapus, OCTAaHOBKAa CHHYCOBOTO Y3ia, TpeOyrolmue
MpEeKpaIIeHus JISYeHUs] aMHOJTApOHOM, OCOOCHHO y TIAIIMEHTOB ¢ AUC(HYHKIIUEH CHHYCOBOTO y371a
W/WJIY TIAIIUEHTOB TTOXKMJIOTO BO3PACTa;

YacToTra HEM3BECTHA — MOJUMOPQHAS JKEITYyIOUYKOBas TaXUKapIUs TUTA «ITUPYIT» (CM. pasien
4.4., paznen 4.5.).

Hapywenus co cmoponul cocyoos

Yacto — camxkenune AJl, oObIYHO ymMepeHHoe U mpexosiiee. [Ipu nmepeno3upoBKe WM CIUIIKOM
OBICTPOM BBEJICHHUHU INpenapara HaOIroAamuch cirydan cHkeHus A/l mnu xosarca.

OueHb PeIKO — «IIPUIUBBD) KPOBH K KOKHBIM ITOKPOBaM, COMPOBOKIAIOIINECS YyBCTBOM XKapa.
Hapywenus co cmoponul OvixamenvHoti cucmembl, Op2anos8 2pyOHOU KIemKU U CPe0OCmeHUs
OueHb pellko — UHTEPCTUIMAIBHBIN THEBMOHUT WK (UOPO3, UHOTA C JIETaIbHBIM UCXOI0M (CM.
pasznen 4.4.); TsDKeNble pPECHUpaTOpHbIE OCIOKHEHHUS (OCTPhI pecHUpaTOpHBIA AucCTpecc-
CHUHJIPOM B3POCIIBIX), HHOT/IA C JIETATBHBIM UCX0I0M (cM. pazaen 4.4. u 4.5.); OpoHXocIa3m u/mim
arHoOd y MAllMeHTOB C TSHKEJION AbIXaTeIbHOM HEJOCTATOYHOCTHIO, OCOOEHHO Yy MAIMEHTOB C
OpOHXHAIBHOM aCTMOM.

JKenyoouno-kuwieunvie napyuienus

OdeHb peIKo — TOUTHOTA.

YacToTa HEU3BECTHA — MTAHKPEATUT/OCTPHIN MAaHKPEATHUT.

Hapywenus co cmopoHuvl neuenu u sncenyesvi8o0auux nymeti

OdeHb peaKo — HW30JMPOBAHHOE TMOBBIINICHHE AKTUBHOCTH «IEYEHOUYHBIX» TpaHCAMHHA3 B
CBIBOPOTKE KPOBH, 0OBIYHO YMEPEHHOE (IIPEBBILICHIE BEPXHEN TpaHUIlbl HOpMBI OT 1,5 110 3 pas),
HaOIoIaBIIeecs B Havase JeueHusl. AKTUBHOCTD «II€YCHOYHBIX)» TPAaHCAMUHA3 MOXKET BEPHYThCS
K HOPMAJIbHBIM 3HAYCHHSIM TPU YMEHBIICHUU 03Bl WU JaKe CIIOHTAHHO; OCTPOE MOpaKeHUE

MEYCHU C TOBBIMICHUEM AKTUBHOCTU «IICUCHOYHBIX» TpaHCAMHWHA3 W/WIH )KCHTY)(Oﬁ, BKJIrO4as

17



COOTBETCTBYET 3KCNEPTHOMY OTYETY
o7 16.05.2025 N2 12464
pa3BUTHE NEYEHOYHON HEJOCTATOYHOCTH, UHOT/[a C HeTaIJ‘EIHII;I'EZl E&UE‘O“&IE:QEBEXE@E%%}W

Hapywenus co cmoponul Kodtcu 1 NOOKOINCHbIX MKAHel

OdeHb peIKO — MOBBIIICHHOE MOTOOT/ACTICHHE.

YacTtoTa HEM3BECTHA — DK3€Ma, KPAIMBHHMIIA, TSDKEJIBIE KOXKHBIC PEAKIMH, MHOTAA (aTallbHEIC,
BKJIFOYAs] TOKCUYECKUN SMUACPMAIIbHBIA HEKpon3, cuHapom CtuBeHca-J>koHCOHA, OyIIe3HbIN
JICPMaTHUT; JIKAPCTBEHHAS PEAKIHS C Y03MHO(DHUITUCH U CHCTEMHBIMUA CUMIITOMAMHU.

Hapywenus co cmopoHvl mbluieunotl ckeiemuou u coeOuHUmeIbHolu MmKaHu

YacroTa HEM3BECTHA — OOJIH B MOSICHUYHOM H MTOSICHHYHO-KPECTIIOBOM OT/IEJIE TIO3BOHOYHHKA.
Hapywenue co cmoponvl penpodykmusHoul cucmemsl U MONOYHBIX Jicele3

YacroTa HEM3BECTHA — CHIDKEHHE JTMOHJIO.

Obwue napywenus u peakyuu 8 mecme 86e0eHUs.

Yacto — peakiiid B MECTE BBEJICHHUS, TaKhe Kak 00Jb, 3pUTeMa, OTEK, HEKPO3, IKCTpaBa3aIus,
WHpWIBTpanus, BOCHAJIEHWE, YIDIOTHEHUE, TpomOoduieOuT, (reduT, meuTonuT, WHOEKIus,
W3MCHCHHUS TUTMEHTAINN KOXH.

Tpasmsl, unmoxcukayus u OCLOHCHEeHUs npoyeodyp

YacToTa HewW3BecTHa — TMeEpBUYHAS MUCOYHKIMS TpaHCIUIAHTATa B TEYCHHE 24 YacoB IOCIE
TpaHCIUIaHTAIMH Cep/Lia.

Coo0111eHHEe 0 TOA03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUIX

Baxxno coo0mmath o mo1o3peBaeMbIX HeXKeNaTeNbHbIX PEaKIMsIX MOCTe pErucTpalyy npenapara ¢
LeNbl0 OOEeCHeueHus: HENpPEepbIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «I0JIb3a — PHCK»
JIEKapCTBEHHOT0 Tpernapara. MeIuIuHCKUM paOOTHUKAM PEKOMEHYeTCsl cOOO0IaTh O JIF0OBIX
MOJI03PEBAEMBIX HEXKEJIATEIbHBIX PEAKLUAX JIEKAPCTBEHHOIO Ipernapara 4epe3 HaluuOHaJIbHbIE
CUCTEMbl COOOIIEHHS O HEXeNaTeIbHBbIX peaklUsIX TIocyaapcTB-uieHOB EBpasuiickoro
SKOHOMHUYECKOT'O COI03a:

Poccuiickas @enepanust

@DenepanbHas ciryx0a 1o Haa30py B cdepe 31paBoOXpaHEHUS.

Anpec: 109012, r. Mocksa, CnaBstHcKas miomiaip, a. 4, ctp. 1.

Tenedon: +7 800 550-99-03

DnextpoHHas mouta: pharm@roszdravnadzor.gov.ru

Caiir B MH(OPMAIIMOHHO-TEIEKOMMYHUKAITUOHHO N CeTH «HTEepHeT:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CUMIITOMBI

Nudopmanuu mo mnepeno3upoBke amuogapoHa (pacTBOp Jjisi BHYTPUBEHHOT'O BBEJICHHSI) HET.

OnucaHo HECKOJIBKO CJIy4dacB OCTpOI71 nepCa03MpPpOBKU aMHUOAapOHa, MPUHHUMACMOTO BHYTPB,
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

«IUPYIT», OCTAaHOBKOW cepilla, HapyIIEHUSMU KpoBooOpamieHus u (YHKIUH TICUCHH,
BBIpa)KeHHbIM CHM)KCHHUECM AI[

Jleuenne

CumnromaTrueckoe (1mpu OpanukapIul — NIpUMEHEeHne 0eTa-aApeHOMUMETHKOB MM YCTaHOBKA
ANEKTPOKAPAUOCTUMYIISITOPA, MPU TOJIUMOPPHON KEITYAOUKOBOM TaXUKAPAUU TUIIA KITAPYIT» —
BHYTPUBEHHOE BBEJICHHME COJIEH MarHus, MPOBEJICHUE ypexarolled KapauocTumyisiuu). Hu
aMUOJIapOH, HU €ro METa0O0IUTHI HE YAAISIOTCS B X0/Ie reMoananu3a. Crienupuyeckoro aHTHI0Ta

HECT.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHeE CBOMCTBA

dapMakoTepaneBTUUYeCKasi TpyIna: CpeacTBa s JiedeHHs 3a0ojieBaHMM  cep.ua;
aHTHAPUTMHUYECKHUE CpeAcTBa, kiacc I11.

Kon ATX: C01BDO1

MexaHu3M JIEUCTBUS

Amuonapon otHocutcs kK Il kimaccy aHTHapuTMHUYECKHMX TpernapaToB (KJIacC MHTHOWTOPOB
penoisipu3anui) U o0JaJaeT YHUKAJIbHBIM MEXaHM3MOM aHTHApUTMHUYECKOTO JAEUCTBHUSA, T.K.
MOMUMO CcBOWCTB aHTHapuTMUKOB III kimacca (Onokaga KamuMeBBIX KaHAJIOB) OH OO0amaer
sddexkramMmu aHTHApUTMUKOB | Kitacca (6J10kaa HaTpUEBBIX KaHAJIOB), aHTHAPUTMUKOB [V Kitacca
(6mokaza KambIUEBBIX KAHAJIOB) M1 HEKOHKYPEHTHBIM OeTa-aapeHOOIOKHPYIOIIUM JICHCTBUEM.

dapmakogmaamuyeckue 3hheKTh

[loMuMO  aHTHApUTMHUYECKOTO  JEUCTBUA y  HEro  OTMEYAeTCs  AaHTHAHTUHAJIbHBIM,
KOpOHApOPaCIHIMPSIONIHH, alb(da- u 6eTa-aapeHoOTOKUPYIOMHA YPPEKTHI.

Anmuapummuueckue ceolicmaa:

— YBEJIHYCHHUE TPOJODKUTEIBHOCTH 3-¢ii (a3l MOTCHIMATA ICUCTBHS KapIHOMHOIUTOB (B
OCHOBHOM 3a C4YeT OJOKMpOBaHUS MOHHOIO TOKa B KaJIHEBBIX KaHamax — 3PQeKT
anTuaputTMudeckoro cpeacraa 1l knacca no kmaccudukanuu Boran-Bumbsmca);

— CHIDKEHHE aBTOMaTH3Ma CHHYCOBOTO Y3J1a, PUBOIAIIEEe K YMEHBIICHUIO YaCTOThI CEPICUHBIX
cokpamenuit (UCC);

— HEKOHKYpeHTHast O10kaia anbda- u 6eta- aApeHepruuecKuX perenTopoB;

— 3aMeJJICHHe BHYTPUCEPIEUYHON (CHHOATpUAIBLHOM, mpeacepaHoil 1 AV) MpoOBOAUMOCTH. ITO
neiicTBre 0oJiee BEIPAKEHO MPH TaXUKapIUH;

— OTCYTCTBHE U3MEHEHUN TPOBOAUMOCTH KETYA0YKOB;

— YBCIMUYCHUC MJINTCIILHOCTH pe(l)paKTepHor O nepruoia 1 YMCHBIIICHHUC B036YI[I/IMOCTI/I MHOKapaa
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MpeACepIui U KeNyI0YKOB, a TAKXKE YBEJIIMUECHUE Hpono%ge?gﬁgﬁdigmlﬁﬁg&%ﬁj I;Qf}il;ioz[a

AV y3na;

— 3aMeJICHHE CKOPOCTH MPOBEACHUS M YBEIMYCHHE MPOIOJDKUTEIBHOCTH pePpaKkTepHOTO
[epHo/Jia B IOTIOJHUTEIbHBIX Iy4KaX MPEACEPIHO-KEITYI0UKOBOTO TPOBEICHHUS.

Ipyeue s3¢pgpexmuvl amuooapona:

— CHIDKEHHE TIOTPEOJIEHUS KHUCIOpOJa MHOKApAOM 3a CUeT YMEPEHHOTO CHIKEHHs OOIIero
nepudepudeckoro comporuBiieHuss cocynoB (OIICC) m UCC, a Takke YMCHBIICHHE
COKPAaTHMOCTH MHOKap/ia 3a c4eT OeTa-aJpeHOOIOKUPYIOIIETo AeHCTBHUS;

— yBEJIMYEHHE KOPOHAPHOTI'O KPOBOTOKA 3a CUET MPSMOI0 BO3JEUCTBUS Ha TOHYC KOPOHApPHBIX
apTepui;

— COXpaHEHHE BEJIMYUHBI CEPJIEYHOro BBHIOpOCA, HECMOTpPSI HAa HEKOTOPOE YMEHbILIEHUE
cokparumocTu Muokapaa (3a cuet cumwkenus OIICC u naBieHus B aopre);

— BJIMSIHME HA OOMEH THPEOUIHBIX TOPMOHOB: MHrHOUpoBaHue npespauieHus T4 B Tz (6mokana
TUPOKCUH-5-1eHi0/IMHa3bl) M OJOKMpOBaHHME 3axBaTa J3TUX TOPMOHOB KapAHOLUTAMU U
renarouuTaMu, MPUBOAALIEE K OCTA0IEHUIO CTUMYIUPYIOIIETO BIUSHUS THPEOUTHBIX TOPMOHOB
Ha MHOKap/I.

— BOCCTAHOBJIEHUE CEPJCUHON AEATENbHOCTH IPU OCTAHOBKE CEpJilla, BEI3BAaHHOH (pubpmisauei
YKEITYTOYKOB, PE3UCTEHTHOM K TePuOpHIIISIIIIy.

5.2. ®apMakoKHHeTHYECKHE CBOMCTBA

Ancopbuus

BelpaxkeHHOCTh JIefiCTBHS aMuoJapoHa JOCTMraeT MakcHMyMa yepe3 15 MHHYT mocie ero
BHYTPUBEHHOT'O BBEJICHUsSI M IIPEKpaIaeTcs MpUOIN3UTENbHO uepes 4 u.

Pacopenenenue

KoHIieHTpanusi B KpOBH MapeHTEPaIbHO BBEICHHOTO aMHOJIApOHA OYEHBb OBICTPO CHIDKACTCS B
CBSI3U C MHTCHCUBHBIM pacIipe/ie/IeHUeM Mpenapara B TKaHsIX. AMHOIapOH UMeeT 00JIbIION 00beM
pacrpeesiecHus] 1 MOXKET HAKaIIMBAThCS TOYTH BO BCEX TKAHIX, B OCOOCHHOCTH B >KUPOBOM
TKaHH, a TAK)XE B MIEUYCHHU, JICTKUX, CEIIE3EHKE U POTOBHIIE.

Ces3p ¢ Oenkamu I1a3Mbl KpoBU cocTaBisgeT 95% (62% — c anpObymunom, 33,5 % — c Oerta-
JTUTIOTIPOTEUHAMH ).

EI/IOTDaHCd)ODMaI_[I/IH

AmmonapoH merabonusupyercs B nedeHu ¢ yuactueM uzopepmentoB CYP3A4 u CYP2CS8. Ero

TJIAaBHBIA METa0O0JIUT — AE33THIAMHOIAPOH — (PAPMaKOJOTHUECKH aKTHUBEH U MOXKET YCHUJIMBATh

aHTUAPUTMUYECKUN FPPEKT OCHOBHOTO COCAMHEHHUS.

AMHOJIapOH M JIE33TUIAMHMOJApPOH in  vitro o00najgaroT  CrOCOOHOCThIO MHTHOMPOBAThH

uzopepmentel CYPIAL, CYPIA2, CYP2C9, CYP2C19, CYP2D6, CYP3A4, CYP2A6, CYP2B6
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u CYP2CS. AMHOIApOH M JIE33THIIAMHOAPOH TAKKES NAGIBESD %IT{-IF-E&J-DH]IZQIEJ b, D0 DBIC

TpaHCIIOPTEPHI, Takue Kak P-gp u nepeHocunk opranndeckux katuoHos (ITOK2).

In vivo Habmoganocs B3auMojelicTBUE aMHoAapoHa ¢ cybctparamu uzodepmentoB CYP3A4,
CYP2C9, CYP2D6 u P-gp.

DIMMHUHAIIS

BrIBoMTCSI OUeHh MEIJICHHO, B OCHOBHOM C KEITYbI0 M KaJIOM Yepe3 KUIICYHUK. AMHOIAPOH H
€ro MeTaboJIMTHI ONPEACISIIOTCA B IIa3Me KPOBH Ha IPOTSDKEHUH 9 MeCALIeB MOCIIe MPEKPaIIeHUs

JedeHusl. AMUOJAPOH U €ro METa0O0JIUTHI HE TIO/IBEPTAOTCS JTUATU3Y.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. Ilepeuenb BcoMOraTe/ibHbIX BelIECTB

ben3unoBelil ciupt

[Tommucopbat 80

Bonma mist uHBeKImin

6.2. HecoBmecTHMOCTH

JlaHHBII JE€KapCTBEHHBIM MpernapaT HE CIEAyeT CMEIIMBaThb C JAPYTHMH JIEKapCTBEHHBIMU
MpenapaTamu, 3a UCKIIIOYEHUEM YIOMSHYTHIX B paznene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHU)

2 rona.

6.4. OcoOble Mepbl PEIOCTOPOKHOCTH NMPU XPAHEHUH

B opurunanpHOM ymakoBKe (aMIysibl B TaUYKe KAPTOHHOM ), TP Temreparype He Boie 25 °C.
6.5. XapakTep u cojepkaHue NMePBUYHON YIAKOBKHU

ITo 3 mu npemnapara MOMENIAOT B aMITyJIbI U3 O€CLBETHOTO CTeKIa 1-ro rujpoiuTHYecKoro Kiacca
C KOJIBLIOM WJIA TOYKOM U3JI0MA.

Ha xaxayro ammysiy HaHOCHUTCS STUKETKa U3 OyMaru 3TUKETOYHOM WM MHUCYEH, UITU 3TUKETKa U3
Oymaru caMoKJesiiiencs.

[To 5 ammyn momemiarOT B KOHTYPHYIO STYEHKOBYIO ynakoBKY W3 IuieHku [IBX wnu u3 mienku
[I9T®.

I[To 1 unu 2 KOHTypHBIE SYEUKOBBIE YMAKOBKHM BMECTE C WHCTPYKIHMEH MO MEAULUHCKOMY
MPUMEHEHHIO TOMENIAIOT B MAaYKy U3 KapTOHA 7Sl MOTPEOUTETHCKOM Taphl.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TPH  YHUYTOKEHHHM  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 NMpenapara Uil 0TX0/0B, MOJYYEeHHBIX N0cJe IPUMEHeHUs npenapara u
Apyrue MAHUITYJISIHMU € IPenapaToM

Het oco0bIx TpeGoBaHUH K YTUIH3AIMH.
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(MOCNEOOBATENEHOCTE 0004)

IIpaBuia IpUrOTOBJIECHUS pacTBOPA

IIpenapar npuMeHseTCA TOJIBKO B pa3BeACHHOM Buzae. [[ns pasBeneHus mnpenapara ciemyer
NPUMEHSATH TOJBKO 5 % pacTBOp AEKCTPO3bl (IIH0K03bI). [Ipy BHYTpUBEHHOM BBEICHHH TpPETIapaT
AMHOapOH HENb3s CMEIMBaTh C JAPYrUMH Ipenaparamu. He cienyer BBOAMTH Jpyrue

IperapaTsl B OJIHY M TY e JTUHUIO HH(Y3HOHHON CHCTEMBI, YTO U aMHOJIapOH (cM. pazzaen 4.2.).

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

000 «b-®APM»

143026, MockoBckas 00:1., T. 0. OnuHIoBCKui, p. . HoBonBaHOBCKOE, yi. ATPOXUMHUKOB, CTp.
2A, koM. 2.

Ten.: +7 (499) 145-59-99

OnektpoHHas mouta: iNbox@b-pharm.ru

7.1. IlpeacraBure/ib AepsKaTessi pericTPAlMOHHOI0 YA0CTOBEPEHUS

IIperen3uu noTpeduUTEIer HAIPABIITE 10 AAPECY:

Poccuiickas @enepanust

000 «b-®APM»

IOpuouuecxuii aopec: 143026, MockoBckas 0011., . 0. OnuHIIOBCKUH, p. . HoBOoMBaHOBCKOE, YII.
ATpOXHMUKOB, CTp. 2A, KOM. 2.

Iloumoswiii adpec: 143026, MockoBckas o0i., T. 0. OauHIIOBCKHM, p. . HOBOoMBaHOBCKOE, YII.
ATpOXuUMUKOB, 1. 2, a/s 80/1039.

Ten.: +7 (499) 145-59-99, ren. I'opsiueit muaun: +7 (926) 601-20-45.

DnexkrponHas moura: iNbox@b-pharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. IATA TEPBUYHON PETMCTPALIMU (TOJTBEPKIEHUSI PETUCTPALMU,
MEPEPETUCTPALIMN)

JlaTa miepBO¥ perucTpaLumu:

10. JATA IIEPECMOTPA TEKCTA
OOmast  xapakTepucCTHKa  JICKapCTBEHHOIO  mpemapata  AMHOJApPOH  JOCTylIHA  Ha
MH(POPMAIIMOHHOM TopTaje EBpa3uiicKoro 5KOHOMUYECKOTO co03a B HH(POPMALMOHHO-

KOMMYHUKAIIMOHHOM cetn «HTepHeT https://eec.eaeunion.org.
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