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COOTBETCTE 'Z{ET SKCNEPTHOMY OTUYETY

ot 08.08.2025 N= 19776

KAPCTBEHITOPOTIPEIAPATA 17U°)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Amuonapos, 50 Mr/mi1, KOHIIEHTPAT AJIs1 IPUTOTOBICHHSI PACTBOPA JIJIsl BHYTPUBEHHOTO BBE/ICHUS.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrol€€ BEIECTBO: aMHOJAPOH.

Kaxnpiit Mmi pactBopa copepxkut 50 Mr amuonapona (B BHIE THAPOXJIOpUAA) (B mepecueTe Ha

100 % BemiecTRBO).

Kaxnas amnyna oobemom 3 mut coxepxkut 150 mr amumonmapona (B Buae ruapoxsiopuzaa) (B

nepecuere Ha 100 % BemiecTBo).

BcnomorarennsHblie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: OCH3WIOBBIN cUPT (cM. pasnen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

KOHIIGHTpaT JJI1 IIPUTOTOBJICHUA pacTBOpa AJid BHYTPUBCHHOI'O BBEACHUA.

[Tpo3pauHblii C )KEITOBATHIM OTTEHKOM PacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. IlokazaHusl K IPUMEHEHHUIO

[Tpenapat AMHOAApOH NMOKa3aH K IPUMEHEHHUIO Y B3pOCIIbIX NAMEHTOB cTapuie 18 net mis:

— KynupoBanus mnpucTynoB MNapoOKCU3MaJIbHOM TaxXWKapAuu (KyNHpOBaHHE IPUCTYIIOB

)KeHYHOQKOBOIZ Hap0KOH3MaHLHOﬁ TaXUKapaAun, KyImupoOBaHUEC IIPUCTYIIOB HaH)KeHYHOqKOBOﬁ

MIApOKCU3MAIBHONM TaxXWKapJAWMM C BBICOKOM 4YacTOTOM COKpPAIleHWM JKEIyJO4YKOB, B

ocobeHHocT Ha (one cunapoma Bonbda-Ilapkuncona-Yaiita; KynupoBaHu€ NPUCTYIIOB

NapOKCU3MalIbHOW M TOCTOSHHOH  (hOpMbI

npeacepauil) U TpereTanus npeacepanii);

MepuaTenbHOW  apuT™Muu  (GUOPHILIALUN

— KapAuop€aHuMaluu Ipu OCTAaHOBKEC CCpAla, BBI3BaHHOM (I)H6pHJ'IJIHLIHCfI JKCIIYA04YKOB,

PE3UCTEHTHOM K 1e(hUOPHILIALMH.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

PexuMm no3upoBanus

AMHOMapOH (KOHILIEHTpAaT MJisi NPUTOTOBJIEHUS PAacTBOpa JJs BHYTPUBEHHOI'O BBEICHMS)

npeaHasHauyCH i1 MPUMCHCHUA B TCX ClIydadX, KOrJa Tpe6yeTc;[ 6LICTpOC JOCTHIXKCHHC

AHTUAPpUTMHUYCCKOT'O B(I)(I)GKTa HJIM HCBO3MOXHO €TI0 Ha3HAYCHUC BHYTPb.
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o 100 B HiOC L Oan&s. . .
B cBsi3u ¢ 0COOCHHOCTSIMH JICKAPCTBEHHOW (POPMBI npe'ljllpa'[‘*;l,EF;'n H‘E@Mk mI(b'yslnom'{Lm

pacTBOp C KOHIIEHTpALKEH MEHbIIe, YeM KOHICHTpauus MH(PY3MOHHOTO pacTBOpa, Mojydaemas
IpH pa3BeqeHuu 2-yx amnyn npemnapara B S00 M 5 % pactBopa 1eKCTpO3bl (TJIIOKO3bI).

Tsoxenple HApYIICHUS CEpACYHOrO pHTMa B CAyYasx, KOrJla HEBO3MOXKEH IIpHEM IIpenapara

BHYTPb (38 HCKIIIOYCHHEM CJIYJ4aeB KapJAHOpEaHMMAallMd IIPpH OCTAHOBKE CEpJIla, BBI3BAHHOMU

GuOpWIUIILIMEN XKETYIOYKOB, PE3UCTEHTHON K 1eUOPUILIALIMNA)

Brympueennoe kanenvHoe gedenue uepes yeHmpanbHblii 6eHO3HbI Kamemep

OOBIYHO HArpy304Has /1033 COCTaBIsIeT 5 MI/KT Macchl Tena B 250 min 5 % pacTtBopa JeKCTPO3bI
(TJ1IOKO3bI), BBOJMTCS 1O BO3MOXHOCTH C NpuMeHeHueM uH@py3zomara B Tedenue 0,3-2 u.
BuytpuBenHoe KamenbHOE BBEJACHHE MOXKHO MOBTOPSATH 2—3 pa3a B TeueHue 24 4. CKOpOCTh
BBEJICHUS TIperiapara KOPPEKTHPYETCs B 3aBUCUMOCTH OT KIMHHYECKOTO P deKTa.
TepaneBTuyeckoe NEHCTBHE MOSBISAETCA B TEUEHHE NEPBBIX MUHYT BBEJICHUS U MOCTEIEHHO
YMEHbILIAETCSl TOCNe MpeKpameHus UHPY3UH, MOSTOMY IMPU HEOOXOIUMOCTH MPOAOIKEHUS
JICYCHUS TpernapaToM AMHOJAPOH PEKOMEHAYETCs MEPEXOAUTh Ha MOCTOSSHHOE BHYTPUBEHHOE
KaIleJIbHOE BBEJICHUE Mperapara.

[TonnepxkuBatomiee neuenue: 10-20 mr/kr/cyt (B cpennem 600—800 mr/cyT, MakcuMallbHas 1032
— 1200 mr/cyt) B 250 mu 5 % pacTBOpa AEKCTPO3bI (TJIFOKO3bI) B T€YEHUE HECKOIbKUX THEH. C
MepBOTO JAHS MH(DY3UH ClIelyeT HAUMHATH TTOCTETICHHBIN MepEeX0/1 Ha IPUEM aMUOJapoHa BHYTPh
(3 Tabnerku no 200 Mr B cyTkn). Jlo3a MOXKeT ObITh yBeJIMYEHA A0 4 WM Ja)ke 0 5 TabJIeTOK B
cytku 1o 200 mr.

Buympusennoe cmpytinoe ggederue

BuytpuBenHoe cTpyiiHOE BBEJACHHE OOBIYHO HE PEKOMEHIYETCS H3-3a pUCKA PA3BUTHUS
TreMOJIMHAMHUYECKUX OCITOKHEHHH (BO3MOXHBI pe3KOe CHIDKEHHE apTepraabHoro aaBiacHus (AJ])
u Koiarc). [IpeanoyTuTensHbIM SBIseTCs MHPY3UOHHOE BBEACHUE IIpenapara, €Clid TOIbKO 3TO
BO3MOKHO.

BryTpuBeHHOE CTpyiiHOE BBEJEHHE JOJKHO MPOBOJAUTHCS TOJBKO B HEOTJIOKHBIX CIydasx MpU
Hed((PEKTUBHOCTH JPYTUX BHUJIOB JICUCHUS M TOJIBKO B OTJEICHUH WHTEHCHBHOW TEpParUH O]
MOCTOSIHHBIM MOHUTOPHHIOM 3JiekTpokapauorpammsl (OKI) u Al

Jlo3a coctaBiser 5 MI/KT Macchl Tela. 3a UCKIIOYEHHEM CIy4aeB KapAHOpEeaHWMAIluu TpU
GUOPIWILTAINYA  JKETYI0YKOB, PE3UCTEHTHONW K AeQuOpUIUISAINU, BHYTPUBEHHOE CTpPYHHOE
BBEJICHME Npenapara AMHOIAPOH JOJKHO MMPOBOAUTHCS B TeUeHHE He MeHee 3 MuH. [loBTOpHOE
BBEJ/ICHME IIpenapara He 10HKHO MPOBOAUTHCS paHee, yeM uepe3 15 MuH rnocie nepBoil UHbEKIINH,
JaXe €CIM TEPBOHAYAILHO BBOAMIOCH COACPKUMOE TOJBKO OIHOW aMITylbl (BO3MOXHOCTH

pa3BUTHsI HEOOPATUMOTO KoJuIarca).
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Ecnmu ecth HEOOXOAMMOCTH B TPOJIOJDKCHHUH BBe,I[eHI/If}F Q&H%%'AME%BETGE I[I'(I)JIIM(GH

BBOJHUTHCS B BHJIC HH(Y3UU.

Kapauopeanumauus Opyd  OCTAHOBKE CEpAlld, BBI3BAHHON (QUOpWILISLMEN  KEIVIOYKOB,

PE3UCTEHTHON K aehUOpUILIALINT

Buympueennoe cmpyiinoe ssedenue (cm. pazoen 4.4)

Havanenas no3a cocrasiser 300 mr (5 Mr/kr maccel Tena), mocie pasenenus B 20 ma 5 %
pacTBopa JIeKCTPO3bl (TIFOKO3bI) 10 KOHIIEHTpAauu 15 Mr/miL.

Eciu ¢ubpumiauus He KynupyeTrcsi, BO3MOXHO JIOMOJHUTEIBHOE BHYTPUBEHHOE CTpYHHOE
BBeJICHHE TIpenapara AMuoaapoH B go3e 150 Mr (wam 2,5 MI/Kr Macchl Tejla) 10 KOHIICHTPAlUK
7,5 Mr/MmiL.

Cnoco0 npuMeHeHus

3a UCKJIIOUEHHUEM HEOTJIOKHBIX KIMHUYECKUX CUTYallUi MpenapaT AOJKEH IPUMEHSATHCS TOJIBKO
B CTaIlllOHape B 0JI0KE MHTEHCUBHOM Tepanuu moj noctossHHbIM KouTposiem DK u A/l!

Bo u3bexanue peakuuii B MeCTe€ BBEIEHHUS NpemapaT AMHOJIAPOH JODKEH BBOJIUTHCSA uepe3
LEHTPaAIbHBIA BEHO3HBIA KaTeTep, 3a MCKIIOYEHUEM CIIy4aeB MPOBEICHUS KapJIHOpeaHUMAaIluu
npu GUOPUIUISILIMK KEJTyT0UKOB, PE3UCTEHTHOH K ehuOpUIUIIINM, KOTJa BO3MOKHO BBEICHUE

npemnapara B KPYIHBIC HepI/I(bepI/I‘leCKI/Ie BCHBI — IIPU OTCYTCTBHMH LCHTPAJIBHOI'O BCHO3HOI'O

nocrymna (cM. pasgaen 4.4).

WHCTpyKIIMU 110 MPUTOTOBIIEHUIO JIEKAPCTBEHHOTO Mpenapara rnepej NpuMEeHEHHUEM CM. B pa3ielie

6.6.

4.3. IlpoTuBONOKA3aHUSA

Bce HmxenepeunciieHHBIE MPOTHBOIIOKA3aHMsI HE OTHOCATCS K TPUMEHEHUIO Iperapara IpH

NPOBEICHUN KapJUOpeaHUMAllMd TPU OCTAHOBKE CEpAlla, BBI3BAaHHOH (GUOpHLIIINEH

KeIyJOUYKOB, PE3UCTEHTHOHN K AepUOpUIIAIMH.

BHyTpuBeHHOE CTpyiliHOe BBEJECHHE NMPOTUBOIOKA3aHO B Cllyyae apTepHalIbHON T'MIIOTEH3MH,

TSDKETION JBIXaTeIbHOW HETOCTaTOYHOCTH, KApAMOMHONIATAN WM CEpACYHON HEIOCTATOYHOCTH

(BO3MOYHO YTSDKEJICHHE dTUX COCTOSIHUN).

— T'unep4yBCTBHTENBHOCTh K HOMY, aMHONAPOHY WM K JOOOMY W3 BCIIOMOTAaTEIbHBIX
BEIIIECTB, IEPEUUCIICHHBIX B pazjene 6.1;

—  CHHJPOM Cc1abOCTH CUHYCOBOTO y37a (CHHyCcOBasi OpajuKapaus, CHHOaTpuaabHas 0J0Kaa),
32 HCKIIOYEHUEM CIyyaeB MPUMEHEHUS dJIEKTPOKAPAHOCTUMYJSATOpa (OMacHOCTh
«OCTaHOBKH» CUHYCOBOTO Y371a);

— artpuoBeHTpuKyisipHas (AV) Omokama |-l cremeHn B OTCYTCTBHE TOCTOSIHHOTO

IIEKTPOKAPINOCTUMYJIATOPA;
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HapyILIEHUs BHYTPUKEIYJOUYKOBOU IMPOBOIUMOCTH. I}JEB&E*&:I%GJIJRQE Ble 63'131;2;2';13'1) B

OTCYTCTBHE TOCTOSIHHOTO  3JEKTpOKapAHOCTUMYyJsTopa. llpu Takux HapylieHHsIX
IPOBOJUMOCTH TPHUMEHEHHE Ipernapara AMHOAAPOH BHYTPUBEHHO BO3MOXKHO TOJBKO B
CHELUATU3UPOBAHHBIX OTACICHHUSAX MOJI HPUKPBITHEM JIEKTPOKAPAUOCTUMYISATOPA;
OJTHOBPEMEHHOE TMPHUMEHEHHE C IpernapaTtaMi, CIIOCOOHBIMH YANMHATH uHTepBan QT u
BBI3BIBATh  PA3BUTHE  MAPOKCHU3MAIBHBIX  TaxXUKapAWi, BKIOYass  MOIMMOP(HHYIO
KEITYT0YKOBYIO TAXMKAPAUIO TUIIA «ITUPYIT» (cM. paszaen 4.5):

— aHTHapuTMHueckue mpemaparel: [A  kimacca  (XMHUAMH, THAPOXUHUIMH,
TU30MUpaMu]], MpOKaWMHaMUJ), aHTHapuTMuyeckue mnpemnaparsl [II  kracca
(moderunun, uOyTUINA, OPETUIIHS TO3UIIAT); COTAJION; APOHEIAPOH;

— gapyrue (He aHTHApUTMHUYECKHE) TIpernaparbl, TaKhHe KaK HEeHpOIENTHKU:
(deHoTHa3uHBI (XJIOPIPOMAa3HH, NHAMEMAa3HH, JIEBOMEIPOMa3uH, THOPHIA3WH,
Tpuduryoriepasut, ¢uydeHasuH), OCEH3aMHABI (aMHUCYIBIPHUA, CYJIbTONPHU]I,
CYIBIPUJI, THANPUA), OYyTUPODEHOHBI (IPONEPUION, TajlONepHI0), CEPTUHAOM,
MUMO3U/I; AaHTUJEIPECCAHTHI: TPUIIMKINUYECKUE aHTUICTIPECCAHThI; CEICKTHUBHBIC
MHTHOUTOpPHI OOPAaTHOTO 3axBaTa CEPOTOHHMHA (LIUTAJOINpPaM, 3CLUTAIONPaMm);
aHTHOAKTepUaIbHbIE CpeJICTBa! (TOPXHUHOJIOHBI (J1eBoOKCalLIMH,
MOKCHU(IIOKCAIIHH, cnapiokcayH, IUIpoQIOKCalH); MaKpOJIUIbI
(OpUTPOMUIIMH TPpU BHYTPUBEHHOM BBEJACHUU, a3UTPOMHIIMH, KIAPUTPOMHMIIMH,
POKCUTPOMMIIMH, CIUPAMUIIMH), KO-TPUMOKCA30JI; IPOTUBOTPHOKOBBIE CPE/ICTBA!
a30JIbI (BOpUKOHA30I1, WUTPAKOHA30, KETOKOHA30J1, (hbmykoHazon);
IPOTUBOMAJIIPUITHBIE CpEJICTBA (XMHUH, XJIOPOXHH, Me(IOXHUH, ranodaHTpHH,
aymMehaHTpUH);  MPOTHBOIPOTO30IHBIE cpeactBa  (MEHTaMUIUH  TIPHU
NapeHTEepalbHOM BBEJCHUH); MPOTUBOOIYXOJEBBIE CpeJCTBa (BaHIETaHUO,
MBIIIbSIKA TPUOKCH]I, OKCAIUTUIATHH); TIPOTUBOPBOTHBIE CPEICTBA (IOMIEPUIOH,
OHJIAaHCETPOH); CPEJICTBA, BIHSIONIME HAa MOTOPHUKY JKEITYIOYHO-KHUIICYHOTO
TpakTa (UM3anpua); AHTHUTUCTAMUHHBIE CpeAcTBa (MHU30JIACTHUH, AacTeMHU307,
Tepenaann); mpoune JEKapCTBEHHbIE CpeAcTBa (IudemMaHuia METHICYIbdar,
oenpuann);

BpOXKJIEHHOE WU PUOOpeTeHHoe yruHenue nurepsaia QT;
BhIpa)KeHHOE CHIKeHHEe AJl, KapJMOTeHHBIH 10K, KOJUIAIIC;
TUIOKAIIMEMUsl, THITIOMAarHUEMHUS;

TUCHYHKIMS IMIUTOBUIHOMN Kele3bl (THIOTHPEO3, THIIEPTHPEO3);

OepeMeHHOCTH (CcM. paznen 4.6);
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e 4.6):\[TOCNEQOBATENBHOC Tk 0006)

—  IepuoA rpyAHOIr0 BCKApMIIMBAaHMS (CM. pa3)

— Bospact 70 18 neT (3P PeKTUBHOCT U OE30MACHOCTD HE YCTAHOBJICHBI).
4.4. OcoOble yka3aHHus U MePbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

C 0CTOPOKHOCTBIO

e [lpu AeKOMIICHCHPOBAHHOW WM TSDKEIIOW XPOHUYECKOH cepacunoi HemoctatounocT (11—
IV (yHKIHOHAIBHBIH Kiace 1o ki1accupukanui Hpio-MopKkckoil accoluanuy KapaHoioroB
(NYHA));

e 1pu AV Onokane I crenenu;

® Yy MAIMEeHTOB MOXKUJIOTO BO3PacTa;

® Yy TMAalHMEeHTOB C 3JIEKTPOKAPIUOCTUMYISATOPOM/UMILUIAHTUPOBAHHBIM KapIUOBEPTEPOM-
neuOpUILIATOPOM;

®  [pU OJHOBPEMEHHOM MPUMEHEHHH C MpernapaTaMmu, CIOCOOHBIMU y/UTMHSTH uHTepBas QT;

®  [IpU OJHOBPEMEHHOM MPUMEHEHUU C cOPOCOYBHPOM B MOHOTEPANUU WM B KOMOMHALIUU C
JIPYTMMH IPOTHBOBUPYCHBIMU IMIpemapaTaMy IPsIMOTO IEHCTBUS IPOTUB BUPYCHOTO renaTUuTa
C (TakuMMU KaK JaKji1aTacBUp, CUMETPEBUP, JICAUITACBUD);

®  [puU HapyIIEHUAX (YHKIMH IIUTOBUIHOM >KeJIe3bl B aHAMHE3E;

®  [puU HapyIIEHUSAX (PYHKIUU [ICYCHH;

e 1pu OpPOHXHUATHHON acCTME;

®  IIPU TSDKEJION ABIXATENIbHOW HEJOCTATOYHOCTH.

Oco0ble yKkazaHus

BHyTpuBeHHOE cTpyiliHOE BBeIeHHE Mpernapara AMHOIAPOH OOBIYHO HE PEKOMEHIYeTCsl H3-3a
reMOIMHAMUYECKUX PUCKOB (pa3BUTHE BBIpAXXEHHOTO cHWXeHus AJl, cocyaucToro koJsiarca),
MIPEAMOYTUTENHHBIM SIBIISIETCS] BHYTPUBEHHOE KaleIbHOE BBEJCHUE TIpemnapara.

3a UCKIIOUYEHHE HEOTJOXKHBIX CIy4aeB BHYTPUBEHHOE CTPYHHOE BBEIECHHME IIpernapara
AMHOIApOH JTOJDKHO TPOBOJUTHCS TOJIBKO B OJOKE MHTEHCHUBHOUN Teparuu MPH MOCTOSTHHOM
koHTposie DKI (B cBsI31 ¢ BO3MOKHOCTBIO Pa3BUTHS Upe3MEPHON OpaiuKapIuu U apUTMOTE€HHOTO
neiictBus) u AJl (B CBSI3M ¢ BO3MOXHOCTBIO CHIDKeHUS AJT).

Jns Toro 4toObl M30EKaTh BO3HUKHOBCHHS pEakiMii B MecTe BBeneHUs (cM. pasmen 4.8),
npenapar AMHOJIapOH PEKOMEHIYETCSl BBOJIUTh Y€pe3 LIEHTPaIbHbIN BEeHO3HBIN Karerep. ToapKo
B cllyyae KapJuopeaHUMaIlH IPU OCTaHOBKE ceplla, BhI3BAHHOW (GuOpMIIALUen KeTyq0YKOB,
PE3UCTEHTHOW K JeuOpWUIANNKA, TPH OTCYTCTBHU IIEHTPAIHHOTO BEHO3HOTO JIOCTYIIa
(OTCYTCTBMU YCTaHOBIEHHOTO IIEHTPAIHLHOTO BEHO3HOTO KaTeTepa) mpenapat AMHOAAPOH MOKHO
BBOAWTh B KPYIHYI MEpUPEPUUYECKYI0 BEHY C MAaKCUMAJIbHBIM KpOBOTOKOM. [Ipu

HEOOXOUMOCTH TMPOJOJDKEHUS JIeUEeHHUsl MpenaparoM AMHOJIAPOH IOCIE KapAWOpeaHUMaluu

5



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 08.08.2025 N= 19776

npenapatr AMUOJAPOH CIEAYET BBOAUTH BHYTPHUBEHHO ﬁéﬁgﬁ;g%ék“ﬂégbﬁf;}'m 171_"1'3%-1:{';')'::3:‘%{51171

KaTeTep MoJ MOCTOAHHBIM KoHTposaeMm AJl u OKT'.

Peaxyuu co cmoponwi cepoya

CooOmranioch 0 BOSHUKHOBEHHH HOBBIX HAPYLICHUIH PUTMa WJIM YTSKEJICHUU YK€ HUMEIOIIUXCS
HapylIeHUH pUTMa, MHOTJAA C  JeTalbHbIM HcXogoM. OueHb BaXHO MPOBOJAUTH
muddepeHraIbHbIl  AMarHO3 MEXAy HeIoCTaTOYyHOH 3((EeKTUBHOCTBIO Ipernapara U ero
APUTMOTCHHBIM JCWCTBUEM, COYETAIOMIMMUCS WM HET C YCYI'YOJCHHEM TSDKECTH CepAeyHO-
cocyauctoii natonoruu. [Ipu npruMeHnenuu nmpemnapaToB aMmuogapoHa 00 apuTMOT€HHOM JIEHCTBUU
COO0IaJOCh 3HAYUTENBHO peXe, YeM MpH MPUMEHEHHH JPYTUX MPOTHBOAPUTMHYECKUX
npenapaToB M, Kak MPABWIO, OHO HAOMIONANOCh NMPH HAIWYHH (DAaKTOPOB, YBEITMYMBAIOIIMX
IPOIOJDKUTEIBHOCTh MHTepBaia QT, Takux Kak B3aUMOJCHCTBUE C IPYTUMH JIEKAPCTBECHHBIMU
CpEe/ICTBAMHU W/WJIM HAPYIICHUS COJCPIKaHHs 3JICKTPOJIMTOB B KpoBU (CM. paszaeinl 4.5 u 4.8).
Hecmotps Ha cmocoOHOCTh mpemnapata AMHOIAPOH YBEIHUYMBATH MPOJAOKUTEIBHOCTh
unTepBasia QT, OH MoKa3an HU3KYIO aKTUBHOCTh B OTHOIIEHUH IMPOBOIIUPOBAHHUS ITOJIUMOPPHOI
KEITyTOYKOBOU TaXUKAPIUH TUTIA ITHPYITH.

Buipasicennasn bpaouxapous

[Tpu npumenennn AmMuoaapona ¢ copocOyBUPOM B KOMOMHAIIUU C APYTUMU MPOTHUBOBUPYCHBIMH
npenapaTamMH TpsSIMOTO JEHCTBUS MPOTHB BUPYCHOTO Tematuta C, TaKUMHU Kak JakKjIaTacBup,
CHUMETIPEBHp, JICTUNIACBHD, HAOIIOMATINCh CIIydal pPa3BUTHS BBIPAKEHHOW, IMOTEHIIHAIHHO
yrpoXKawome >Ku3Hu Opalukapiuu, a Takxke Onokaabl cepiaua. [loatomy ogHOBpeMeHHOE
NPUMEHEHHE 3TUX MpernapaTroB ¢ IMpernaparoM AMHOAAPOH HE peKkoMeHayeTcs. Eciau Henmb3s
n30eKaTh OIHOBPEMEHHOTO TIPUMEHEHHUS OJTHUX IMpernapaTroB ¢ MpernapatoM AMHOJApPOH,
PEKOMEHIyeTCsl TIIATeIbHOE HAOMI0CHUE 3a TTAlMEHTaMHU TOCJIe Havasa nmpuema cohocOyBupa B
KOMOUHAIMK ¢ APYTMMHU IPOTHBOBUPYCHBIMM IpenaparamMu npsimoro aewctus. [locne Havana
OJTHOBPEMEHHOT'0 IpUMeHeHUs co(pocOyBHpa NAIUEHThI, KOTOPbIE OTHOCSTCS K IPYIIE BBICOKOTO
pHICKa pa3BHUTHUs OpagrapuTMUH, JOJDKHBI HEMPEPHIBHO HAOIIOIATHCS B YCIOBHSIX CTallMOHAapa B
TeYeHue He MeHee 48 4acoB.

BenenctBue 1MTenbHOTO MepHoja MOJNYBBIBEACHUS aMHOJApOHA, TAKKe CIeAyeT MPOBOIHUTH
COOTBETCTBYIOIIMII MOHMTOPUHI y TMAIMEHTOB, KOTOpblE MPEKpaTWIM NpUeM Ipernapara
AMHUOJAapOH B TE€YEHHUE MOCIEAHUX HECKOJIBKHX MECSIEB 10 Hadaya JiedeHus coGpocOyBHpoOM B
MOHOTEpANuyd WIH B KOMOWHAIMK C JAPYTMMH TPOTHBOBUPYCHBIMHU TIpETapaTaMu IMPSMOTO
JIEHUCTBHS.

[TanMeHThl, MPUHUMAIOIINE BHINICYKAa3aHHBIE JIEKAPCTBEHHBbIE NpenapaThl NPOTUB BHUPYCHOTO
renatuta C B coYeTaHWU C TpernapatoM AMHOJApOH, KaK OJHOBPEMEHHO C JApPYTUMHU

JICKapCTBEHHBIMU TpenaparaMu, 3aMeJIIOIIMMU CEpJCYHbI pUTM, TaKk U O3 CoyeTaHus ¢
6
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{noc als }
TaKUMH JICKAPCTBEHHBIMH IIpenapaTaMy, HOJDKHEI 6BITD 'Hp(;m &J&%ﬂr o0 CI/IMIITOMaX

YKa3bIBAIOIUX HA pa3BUTHE Opamukapauu U OJOKanael cepiana. B cioydae mX MOSBICHUS OHU
JOJI?KHBI HEMEAJICHHO O6paTI/ITBC$I 3a MGHHHHHCKOﬁ IIOMOIIIBIO.

Jlecounvie napyuenus

[TosiBeHHE OJBIINIKK MM CYXOTrO KAl MOXKET OBITh CBSI3aHO C JIETOYHOW TOKCHYHOCTHIO, B
YaCTHOCTU C Pa3BUTUCM HHTCPCTULUAIILHOTO ITHCBMOHHWTA. B ouenn PCAKHX ClIydadX pPasBUTHC
HHTCPCTUIIUAJIBHOTO ITHCBMOHUTA Ha6JIIOI[aJIOCB IMOCJIC BHYTPUBCHHOI'O BBCACHHA IIpCIiapara
Awmuonapos. [Ipu momo3peHnu Ha pa3BUTHE MHTEPCTHIIMAIBHOTO ITHEBMOHHTA Y TAIUEHTOB, Y
KOTOPBIX BO3HHMKAET CHUJIbHAS OJIBINIKA, KaK U30JUPOBAHHAS, TAaK M B COYETAHUH C YXYIIICHUEM
o01m1ero coctosiHus (TIOBBIICHHAS YTOMIIIEMOCTh, CHU)KEHUE MAaCChI Tella, JTUXOPaJKa), CIeayeT
IPOBECTH PEHTIEHOJOTHUECKOe HccienoBanne Jerkux. Creayer MpOBECTH MEPEOICHKY
HEOOXOIMMOCTH TPUMEHEHUS TpenapaTa AMUOJIAPOH, TaK KakK IPH PaHHEH OTMEHE Iperapara
UHTEPCTULMAIBHBIA THEBMOHUT OOBIYHO SIBIISIETCS OOpPaTUMBIM (KIMHUYECKHE CHUMIITOMBI
0OBIYHO pa3pelIaloTcs B TeueHUe 3—4 Helelb ¢ MOCISAYIOMUM 00JIee MEJICHHBIM YIy4YllIEeHuEM
PEHTTEHOIOTUYECKON KapTUHBI U (DYHKIMH JIETKUX B TEUCHHE HECKOJIBKUX MecsieB). Crnemyer
paccMOTPETh BOMPOC O JICYCHUU TITHOKOKOPTHKOCTEPOHIAMH.

Kpome Toro, y manueHToB, KOTOPHIM BBOAMJIICS AMHUOJAPOH, B OUYEHb PEIKHUX CIIydasx, OOBIYHO
HETIOCPEACTBEHHO TIOCJIE  XUPYPIHMYECKOTO  BMEIIATEIbCTBA, HAONIONANIOCH  CEPhE3HOE
JIBIXaTebHOE OCJIOXKHEHHE (OCTPBIA PECTIMPATOPHBINA JUCTPECC-CUHIPOM B3POCIBIX), HHOT/IA C
JETaNbHBIM HCXO/I0M; MPEIOoIaraeTcs BO3SMOXKHOCTD CBSI3U €r0 Pa3BUTHS C B3aUMOJICHCTBUEM C
BBICOKMMH KOHIIEHTpAIMAMH KHciaopoa (cM. pasaen 4.8).

Hapywenus co cmopoHbl neyenu

Pexomenyercs THiaTenbHBIM MOHUTOPUHT (PYHKIIMOHATIBHBIX «[1€4€HOYHBIX» TECTOB (KOHTPOJIb
AKTUBHOCTH «TI€YCHOYHBIX» TPAaHCAMHMHA3) Mepe]] HauajaoM MpUMEHEHHs mpenapata AMHOJapOH
U PETYJISIPHO BO BpeMs JIeUeHHs MpernapaTtoM. B Teuenue nepBoix 24 4acoB Mocjie BHYTPUBEHHOTO
BBEJICHUS Ipenapata AMHOJApOH MOXKET DPa3BUTHCS OCTPOE IMOPAKEHHE MEYeHH (BKIIOYas
TeMaToOEIUTIONIAPHYI0 HEJIOCTATOYHOCTh WJIM TICUCHOYHYIO HEJOCTATOYHOCTh, HHOTJA C
JETalbHBIM HCXOJIOM) W XPOHHMYECKOE TMOpakeHue meueHu. [lodToMy TMpu MOBBIINICHUU
AKTUBHOCTH «II€YEHOYHBIX» TPaHCAMHUHA3, B 3 pa3a MPEBBIIIAIOIIEM BEPXHIOK TPAHUILY HOPMBI,
03y TIperapaTa AMHOAAPOH CIIeAYeT CHU3UTh WU MPEKPATUTh €T0 MPHEM.

Knuanueckne u mabopaTOpHBIE TPU3HAKK XPOHHYECKOW IMEUEHOYHOW HEJO0CTATOYHOCTH TP
NPUMEHEHUU TMpemapata AMHOJApOH BHYTPh MOTYT OBITh MHUHUMAIBHO BBIPAKECHHBIMU
(remaToMerainusi, MOBBIIICHHE AKTUBHOCTU TPaHCAMHHA3, B 5 pa3 MPEBBIIIAIONICE BEPXHIOKO
TPaHUILy HOPMBI) U OOpaTHMBIMHU TIOCJIE€ OTMEHBI Mperapara, OJHAKO COOOINaJoCh O CIydasx

CMECPTEJIBHOI'O UCXO0Oa.
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Hapywenus co cmoponvl opeana 3penus

Ecnu HaOmromaercst ocnaOlieHHe OCTPOTHI 3pEHHS WIM BO3HHMKHOBEHHE HEUYETKOCTH 3pPEHUS,
HEOO0XOIMMO HEMENJICHHO IMPOBECTH IMOJHOE O(PTATBMOJOTHYECKOE 00CIe0BaHne, BKIIOYAs
dbyHnockonuio (0OCMOTp Tia3Horo AHa). [IposiBieHue HelponaTuu W/WiIM HEBPUTA 3PUTEIHLHOTO
HepBa TpeOyeT OTMEHBI aMUOIaPOHA M3-32 BOZMOXKHOT'O Pa3BUTHS CIICHOTHI.

Taoicenvle 6ynne3nvie peakyuu

Jleyenue npenapatoM AMUOAAPOH CIEAYET HEMEAJICHHO MPEKPATUTD IIPU TOSIBJICHUU CUMITTOMOB
U TpPOSBICHUM, YIpOXKAIOIIMX >KU3HHM, WM Jaxke (aTaibHBIX peakluii B BUAE CHHIpPOMA
CruBenca-/[>)KOHCOHA, TOKCHYECKOT0 ASMHAEPMAIBHOIO HEKpOJIM3a, a HMEHHO: IOSIBICHUE
MPOTPECCUPYIONIE KOXXKHOM CBHIMK, YacTO C OO0pa3oBaHWEM Iy3bIpeil, WM TMOSBIICHUE
MOBPEXKICHUM CIM3UCTHIX 000JI0YEK.

Jlexapcmeennoe 3aumodeticmaue

He pexomennyeTrcsi OIHOBpEMEHHOE MPUMEHEHHE MpernapaTta AMHOIAPOH CO CIEAYIOIIUMU
JIEKApCTBEHHBIMU ~ CpPEJCTBaMU: OeTa-aipeHOOIOKaTopamMu, OJIOKaTOpaMu  «MEIJICHHBIX)
KAJIBIIMEBBIX  KaHAJOB, YPEXKAIIMMH  CEPIACYHBIA  PUTM  (BepamaMuil, JUITHAZEM),
CITaOUTENbHBIMU, CTUMYIUPYIOIUMH MEPUCTAIBTUKY KHUIIEUYHUKA, KOTOpPHIE MOTYT BBI3BATh
TUIIOKAIIMEMHUIO.

Ilepsuunas oucynxyus mpancnianmama (I1T) 6 meuenue 24 uacos nocie mpancnianmayuu
cepoya

[lo gaHHBIM PETPOCHEKTUBHBIX MCCIEAOBAHUI, NPUMEHEHUE aMUOAApOHA MAalUEHTAMH TEpen
TpaHCIUIaHTAIMeH cep/ilia ObLIO CBSA3aHO C MOBBIIEHHBIM puckom [1J]T.

[IAT npencrtaBnsier coOOM >KU3HEYTPOKAIOIIEE OCIOKHEHHME TMPH TPAHCIUIAHTAIMU CEpJla,
MIPOSIBIISIONIEECS KaK AUCHYHKIIUS JIEBOTO, TPABOTO UM O0OMX JKENYIOYKOB, U pPa3BUBAIOIIASICS
B TeueHHe 24 4YacoB MOCIE€ TPAHCIUIAHTALlMU CEepAUa, JUIsi KOTOPOW HE YCTAHOBIIEHO JPYroi
npu4uHbl (cM. pazzen 4.8). Tsokenasa popma ITIIT MoxkeT ObITH HEOOpATUMOIA.

[TaninenTaM, HAXOIAMMMCS B JINCTE OXKHJIAHWS TPAHCIUIAHTAIIUU CEPIIla, CIEAyeT KaK MOXKHO
paHbIlE PACCMOTPETh BO3MOXKHOCTH TPUMEHEHHUS albTePHATUBHOTO aAHTHAPUTMHUYECKOTO
npenapara.

T'unoxanuemus

[M'unoxanuemust 1omkHA OBITH CKOPPEKTUPOBAHA 10 HavYasia MPUMEHEHHUs Ipenapara AMHOIAPOH.
Obwas u mecmuas anecmesus

Ilepen Xupypruueckum BMENIATEILCTBOM Bpada-aHECTE3UOJIOra CleAyeT IOCTaBUTh B
M3BECTHOCTH O TOM, YTO MAalMEHTY BBOJWJCS mpemnapar AmuonapoH. JledyeHue mpenaparom

AMHOJIAPOH MOXKET YCHUJIUTh TEeMOJWHAMHUYECKHH PHUCK, MPUCYIIHA MECTHOW WM OOIIeH
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IPOBOJMMOCTH U CHU)KEHHIO COKPAaTUMOCTHU CEpJIIa).
Hapywenus ¢pynxyuu wyumosuonotl scenesul
[Tpenapat AMHOAAPOH MOKET BbI3bIBATh HApYyIIEHUS (GYHKLNHU IIUTOBUIHOMN *kKele3bl, 0COOEHHO
y MAaLMEHTOB C HapyIIEHUSAMH (YHKLUUU IMUTOBUIHON XKeJe3bl B COOCTBEHHOM MJIM CEMEHHOM
anamHese. [Toatomy, B cityyae nepexoza ¢ BHyTPUBEHHOTO BBEACHMS Ipenapara AMHOAApOH Ha
IpueM Ipenapara AMHOJApPOH BHYTPb, KaK BO BpEMs JICUEHMS, TaK U B TEUEHUE HECKOJBKHUX
MECSIIEB I10CJ€ OKOHYAHUS JIEYEHMs, CleQyeT IPOBOAUTH TUIATEIbHBIM KIMHUYECKUH U
71a00paTOPHBIM KOHTPOJIb (PYHKUMU IIUTOBUIHOMN *kene3bl. IIpu momo3peHun Ha JUCHYHKIUIO
IIUTOBUTHOM JK€JIE3bI CIIEyET MPOBOIUTH OIPEIEICHUE KOHIIEHTPALMN THPEOTPOITHOTO FTOPMOHA
(TTT') B chIBOpOTKE KPOBH (C MOMOIIBIO CBEPXUYBCTBUTENbHOTO aHanu3a Ha TTI).
[Tpenapat AMHOJApOH COAEPIKUT B CBOEM COCTaBe HOJI U TO3TOMY MOXKET HapylIaTh MOIJIOLICHUE
pPaJMOAaKTUBHOIO #O/Aa, 4TO MOXET HCKaXaTb pe3yJbTaThl PaJMOM30TOIHOIO MCCIEIOBAHUS
IIMTOBUHOW JKEJIE3bl, OJHAKO €ro INPUMEHEHHE HE BIMSET Ha JOCTOBEPHOCTb ONIPEIEIICHUS
koHueHTpauun Tpuiioaruponuna (Tz), Tupokcuna (Ts) u TTI B mazme KpoBwu.

eTu
VY nereil GezomacHoCTh M 3((HEKTUBHOCTH IpenapaTa AMHOJApOH HE M3yyaiack. B ammynax
npenapara AMHOJApPOH COACPKUTCA OeH3mwioBbli cnupT. Coo0Ianoch O pPa3BUTHH Y
HOBOPOJKJCHHBIX PE3KOr0 yIYIIbs CO CMEPTENIbHBIM MCXO0JI0OM MOCJ€ BHYTPUBEHHOI'O BBEJIEHUS
pacTBOpPOB, CoAEp)KAIIMX OeH3WIOBbIH cnupT. CHUMITOMAaMU pPa3BUTHUS 3TOTO OCIIOKHEHMS
SBIISIIOTCSI: OCTPOE Pa3BUTHE YAYIIbs, CHIKeHHe AJl, OpaauKapans U KOJUIaIC.

BcnomorarennHble BelecTBa

B MakcumanbpHOI cyTouHOM 103€ npenapara coaepkutcs 180 mr 6ensunosoro crupta (20 mr B 1
M), 4TO 3HAYUTEIHFHO MEHbIIE MPEAeNbHO AOMycTUMOro conepxkanus (90 mr/kr/cytku). Ero
IPUMEHEHHE MOJKET BBI3bIBaTh OCTPOE pa3BUTHE YAYyIbs, cHIKeHHe AJl, Opagukapauio u
KoJITarc. BeH3WIOBBIN CIUPT MPOTHBOITOKAa3aH HEJOHOMICHHBIM W HOBOPOKICHHBIM.

4.5. B3aumMojgelcTBME C JAPYIHMMHM JIEKAPCTBEHHbIMH IIpenaparaMM W JApyrue BH/bI
B3aMMO/EHCTBHUA

dapMakoJUHAMHYSCKHE B3aUMOIACHCTBHUS

Jlexapcmeennvie cpedcmea, cnocobHble 8bl3bl8aAMb NOIUMOPDHYIO HCEYOOUKOBYIO MAXUKAPOUIO
MUNAa «NUPYIM» Uiu Y8eauyusams npoooaxcumenvHocms unmepsaia QT

Jlexapcmeennvlie CD@OCI’I’I@CI, CNOCOOHbBLE BbI3bIEAND nwzwwoqunwo :»cejzvdmmoewo maxukapduio

muna «nupysmp

KomOunupoBanHast Tepanusi ¢ JI€KapCTBEHHBIMU CpPEJICTBAMHU, KOTOpPbIE MOTYT BbI3bIBATh

NOJUMOP(HYIO JKEITYAOYKOBYIO TaxXWKapIuI0 THUIA «IHPY3IT» MNPOTUBONOKAa3aHa, TaK Kak
9
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TaxUKapJUU TUIA «IIUpy3T». K HUM OTHOCSTCS:

— AHTHApUTMHYCCKHUEC IIpCriapaThbl IA xmacca (XI/IHI/I,Z[I/IH, TMAPOXUHUIHWH, OU3O0IIUpaAMUI,

IIPOKaUHaMUL);

— anTuaputMmuueckue npenapatsl |l xmacca (modernnmun, nOyrunun, OpeTunus TO3UIAT),

JPOHEIAPOH, COTAJIO;

— JApyrue (He aHTHapUTMUYECKUE) MTpenapaThl, TaKUe Kak:

HeliponenTuku: (peHoTHa3uHbl (XJIOPHIpOMa3uH, [IMAMEMa3HH, JIEBOMEIPOMa3HH,
THOpUaa3uH, Tpudayonepasun, G¢naydeHasun); OeH3aMUIbl (aMUCYIBIPH]I,
CYJBTONPU, CYIABIUPUIL, THATIPUL); OYTUPODEHOHBI (PONEPU IO, TAIONEPUIO0N),
CEpTUHJOI, MTUMO3H/T;

AHTH/ICTIPECCAHTHI: TPULIMKJIMYECKUE  AHTHJCTIPECCAHTHI, CEJICKTHBHBIC
MHTHOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHUHA (LIUTAIONPAM, ICIIUTAIIONPAM);
aHTHOaKTepUaIbHBIC Cpe/CTBa: (bTOPXHHOJIOHBI (meBodrokcaruH,
MOKCH(IIOKCAITUH, criapdIOKCaIyH, UITPOQIIOKCAITNH); MaKpOIHIbI
(OpUTPOMUIIMH TIPU BHYTPHUBECHHOM BBEJCHHUH, a3UTPOMHMIIMH, KJIAPUTPOMHMIIHH,
POKCHUTPOMHUIIMH, CIIUPAMUIIUH ), KO-TPHUMOKCA301I;

IPOTHBOTPUOKOBBIE CPEJICTBA: a30JIbI (BOPHKOHA30JI, HTPAKOHA30J1, KETOKOHA30,
baykoHazon);

IPOTUBOMAJIIPUIHBIE CpellcTBAa (XMHMH, XJIOPOXHMH, Me(IOXUH, raiodaHTpHH,
TyMehaHTPHH);

MIPOTUBONPOTO30HHBIC CPEICTBA (TICHTAMUIMH IPU TTAPEHTEPATHLHOM BBEJICHUH );
IIPOTHBOOITYXOJIEBBIE CPEICTBA (BaHIETAaHUO, MBIIIBSIK TPHOKCHI, OKCAITHILIATHH);
IPOTHBOPBOTHBIE CPEJICTBA (JOMIEPUI0H, OHIAHCETPOH);

CPEICTBA, BIUSAIOIINE HA MOTOPUKY JKEIyTI0YHO-KUIIIEUHOTO TpaKTa ([H3anpun);
AHTUTHCTAMUHHBIC CPEJCTBA (MU30JACTHH, aCTEMU30JI, TepeHaauH);

poYHre JIEKapCTBEHHBIE CPeICTBA (qu(eMaHuIa METHICYIb(AT, OepuIiI).

Jlexapcmeennvlie cpedcmea, cnocooHvle yeenuuuedambs nDOdOﬂDfCl/lmeJZbHOCWIb urnmepeana OT

CoBMECTHBIN

IpueM  aMHOoJapoOHa C  TpernaparaMd, CHOCOOHBIMH  YBEJIWYUBATh

MMPOAOJIKUTCIIBHOCTE HHTEPBAJIa QT, JOJDKCH OCHOBBIBATBCA Ha THI&TCJ'IBHOIZ OLCHKE 1A

Ka)XJI0TO IMallM€HTa COOTHOIICHMS 0KHUIaeMOH MOJb3bl U IOTEHIIMAJIBHOIO pHUCKa (B03MO)KHOCTB

BO3PACTaHMs PHCKa Pa3BUTHs MOJTUMOP(HOH JKEIyT0UKOBOW TaXUKAPAUU TUIIA «ITHUPYIT») (CM.

pasnen 4.4), npu NPUMEHEHUU TaKUX KOMOMHALUUN HEOOXOTUMO PEryJsipHO KOHTPOJIHUPOBATH

10
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MarHus B KpOBH.

VY manueHToB, NPUHUMAIONIUX aMHUOJAPOH, CIeAyeT M30eraTb MpUMEHEHHS (TOPXUHOIOHOB,
BKJII04asi MOKCH(DJIOKCALIUH.

Jlexapcmeennvie cpeocmea, cnocoOHble 8bl3b16aAMb CUNOKATUEMUIO

Hepexomenoyemvie kombunayuu

— Co cnaOuTeNbHBIMU, CTUMYJIUPYIOUIUMHU TEPUCTAIBTUKY KHUIIEYHUKA, KOTOPHIE MOTYT
BBI3BIBATh THIOKAIMEMUIO, YBEIMYUBAsS PUCK DPA3BUTHUS MOJTUMOPPHON KEITYIJOYKOBOU
TaxUKapaIuu Tuna «upys3™». OIHOBPEMEHHO C aMHOJApOHOM CIEAyeT MPUMEHSTh
caOuTeNbHbIE IPYTUX (hapMareBTHUECKUX TPYIIIL.

KOM6uHauuu, mpe6w0wue OCnopoHCHOCMU NPU NPDUMEHEHUU

— C muypeTukaMu, BBI3BIBAIOIIMMHU THIIOKAIMEMHIO (B MOHOTEpANMHM WM B KOMOMHAILIUAX C
JIPYTHMH JICKAPCTBCHHBIMU CPEICTBAMH).

- C CUCTEMHBIMU KOPTUKOCTEPOUIaMHU (TJIFOKOKOPTUKOCTEPOUIAMH,
MHUHEPAIIOKOPTHKOCTEPOHIAMH ) U TETPAKO3AKTUIIOM.

— C amdorepunrinoM B (BHYTpHBEHHOE BBEJICHUE).

HeoOxomuMo mpenoTBpamiath pa3BUTHE TUIOKAIHMEMHH, a B Clydac €€ BO3HUKHOBCHHS —

BOCCTaHABIIMBATh [0 HOPMAIBHBIX 3HAUCHHWH COJEpKAHWE Kalus B KPOBU, KOHTPOJIHMPOBATH

conepkanue AMeKTpoauToB B KpoBu n DKI' (Ha mpeaMmer BO3MOXKHOTO YIUTMHEHHS WHTEpBaa

QT), a B cmyyae BOBHUKHOBEHHUS TOTUMOP(HHOI KeMyT0UKOBON TaXUKAPAUU THIA «IIUPYIT» HE

cleyeT TMPUMEHSATh aHTHapUTMUYecKHe cpeacTBa. JlompkHa OBITH HayaTa >KENTyIOYKOBas

KapINOCTUMYJISIIINS; BO3MOYKHO BHYTPUBEHHOE BBEJICHHUE COJIEH MarHusl.

Jlexapcmeennvie cpedcmea, ypedxcaroujue cepoeuHvili pumm Uil 6bl3vbléaloujue HApyuleHus

A8MOMamu3mMa uiu npo8oOUMOCMU

OnHoBpeMeHHOE TIPUMEHEHHE C TMpernapaTaMi, OKa3bIBAIOIIMMHU YrHETaloIlee BO3/CiCTBHE Ha

CHUHYCOBBIM y3el M 3aMmeqisitomiiMu AV NpoBOIMMOCTH (Hampumep, JIWTOKCHH, Oera-

aJIPEHOOIIOKATOPHI, OJIOKATOPHI «MEUICHHBIX)» KaJbIIMEBBIX KAaHAJIOB, YPEKAIOIINE CEpSUHBIN

PUTM [Bepamammull, AUITHAa3eM|, UBaOpaJIvH), MOTYT YCHJIMBATh 3JIEKTPO(U3HOIOTHUECKHE U

remMoguHamMu4eckue 3>(PQGEeKThl aMHOJapoHAa U TMPUBOAWTH K BO3HHUKHOBEHHIO BBIPAKEHHOU

Opanukapauu, OCTaHOBKE cuHycoBoro y3na u AV Onokage. KomOwHHMpoBaHHas Tepamnus

aMHOJapOHa C THMH JICKAPCTBEHHBIMU CPEACTBAMHU HE PEKOMEHTYETCSI.

Ilpouue nexapcmeennvle cpedcmea, ypedcaiowue cepoednvlii. pumm (KIOHUOUH, 2YAHDAYUH,

UHUOUMOPbLL XOUHICMEPA3bl [OOHene3ul, 2alaHmamut, pueacmueMuH, MmakpuH, ambOeHoHus

XZ10pUO, NUPUOOCMUSMUHA OPOMUOD, HeOCMUSMUHA OPOMUOD], NUTOKAPNUH)

Puck pazButus upeamepHoit Opagukapauu (KyMmyJIsaTUBHBIE YD QPEKThI).
11
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Jlexapcmeennvle cpedcmea 05 0Owell anecmesyu

Coo0manoch 0 BO3MOXHOCTH DPAa3BUTHS CIEAYIOIIMX TSDKENBIX OCJIOKHEHUH y TMalMeHTOB,
NPUHUMAIOIIUX aMHOJAPOH MPH MPOBEIECHUN UM OOIIeH aHeCTe3UH, TAKMX Kak: OpaguKapIus
(pe3ucTeHTHas K BBEIECHUIO aTpOonuHa), cHIKeHue AJl, HapyiieHus MpoBOAMMOCTH, CHHXKEHUE
ceplIevHoro BeiOpoca.

Habumronanuce o4eHb pesikue cilydau TSHKEIIbIX OCIO0KHEHHUHM CO CTOPOHBI JIbIXaTEIbHON CUCTEMBI,
MHOTJa C JIETAIbHBIM HCXOAOM (OCTpBIH PECHUPATOPHBIMN TUCTPECC-CUHAPOM B3POCIBIX),
KOTOPBIN pa3BUBAJICS HEIIOCPEACTBEHHO NIOCIIE XUPYPrUYECKOTO BMEIIATENbCTBA, BOSBHUKHOBEHUE
KOTOPOI'O CBSI3bIBAETCS C B3aUMOJICHCTBUEM C BBICOKMMHU KOHLIEHTPALUSAMU KUCIOPO/IA.

dapMaKOKMHETHYECKHE B3AUMOJIENCTBUS

Bruanue amuooapona na opyaue 1ekapcmeentvie cpeocmasda
AMHOApOH W/MIU €ro MeTaboNMT Je33TUIaMHOAApOH MHruOoupyroT uzodpepmentsl CYPLAL,
CYP1A2, CYP3A4, CYP2C9, CYP2D6 u P-gp u MOTyT yBeNTUYHBATh CUCTEMHYIO SKCIO3HIIHIO
JICKapPCTBCHHBIX MPENapaToB, SBIIOMIUXCS HX CyOCTpatamMu. B CBsI3HM ¢ TIPOAOIKHTEIHHBIM
MIEPUOIOM TOJIYBBIBEICHUS aMUOJIapOHa JaHHOE B3aMMOJICHCTBUE MOXET HAOIIOIaThCS JTae
Yyepe3 HECKOJIBKO MECSIIEB TOCIIe MPEKPAICHUS €ro prueMa.

.HeKapcmgeHHble cpedcmea, A6JIArOwuecA cv6cmpamaMu P‘ZJZMKOI’ZPOWZ@MHG (P-qp)

AMuonapoHn sBisiercss uHruoutopom P-gp. Oskupaercsi, 4TO €ro COBMECTHBIM IpUEM C
JIEKapCTBEHHBIMHU IIperapaTaMi, ABISIOIIMMUCS cyOcTpatamu P-Qp, mpuBeneT K YBEIHUYEHUIO
CHUCTEMHOM IKCIO3ULMH ITOCIETHUX.

— CepaeuHble MUKO3UAbI (TpenapaThl HAEPCTIHKH)

B03MOXHOCTh BO3HHMKHOBEHMs HapylIeHHH aBTOMaTH3Ma (BblpakeHHas Opaaukapaus) H
IpeCepAHO-KENyI0UKOBOH TMpoBoAUMOCTU. Kpome Toro, mpu KOMOMHAIMM JAWTOKCHHA C
aMHOJIapOHOM BO3MOXKHO YBEJIMUYEHUE KOHIIEHTpAallMM JWTOKCMHA B IUIa3Me€ KpoBH (M3-3a
CHI)KEHHUs ero kinpeHca). [loatomy nmpu coueTaHuM AUTOKCUHA ¢ aMHOJAAPOHOM HEOOXOAUMO
ONPEAEIATh KOHLIEHTPALUIO TUTOKCUHA B KPOBU U KOHTPOJIMPOBATh BO3MOKHBIE KIIMHUYECKUE U
3IIEKTpOKapauorpaduyecke NposiBICHHs AUTUTATUCHON HHTOKCUKAIIMHU. MoKeT moTpedoBaTbes
CHI)KEHHE JI03bl JUTOKCHHA.

— JHaburatpan

HeoOxoaumMo mMposBIATE OCTOPOXHOCTH MPU OJHOBPEMEHHOM MPUMEHEHUM aMHUOJApOHA U
naburaTpaHa M3-3a pUCKa BO3HHUKHOBEHHS KpOBOTEUEHHs. MOKeT MmoTpeOoBaThCsl KOPpEeKIus
71031 1TaburaTpaHa B COOTBETCTBUH C YKa3aHUSIMHU B €r0 MHCTPYKIIUU IO IPUMEHEHHIO.

Jlexapcmeennvie cpedcmea, asnauwuecs cyocmpamamu uzopepmenma CYP2C9

12



COOTBETC TE. VET 3

-
i i)

(CMIEPTHOMY OTYETY

025 N= 19776

AMHOapOH TIOBBIIIACT KOHICHTPAIIMIO B KPOBHU n&a_'p&-:'r-lz%gﬂl 'HT(,%%’_[IB—' -;Bnﬂ}olllﬁﬁxc;l

oT ,_.

cyocrparamu m3opepmenta CYP2C9, Ttakux kak Bapdapun win (eHuTOMH, 3a CcYer
uHrnouposanus mopepmenrta CYP2C9.

Bapdapun
[lpn xomOmHammu BapdapuHa C aMHOAAPOHOM BO3MOXKHO YycuiieHHE 3((GEKTOB HENpsSMOro
AQHTUKOATYJITHTAa, 4YTO YBEJIMYMBACT PHUCK pa3BUTUS KpoBoreueHus. Cremyer wamie
KOHTPOJIUPOBATh  MPOTPOMOMHOBOE BpeMs IyTeM onpexaeneHus mokaszarens MHO
(Me)XIyHApOJAHOE HOPMAIM30BaHHOE OTHOIICHHE) M IMPOBOJIUTH KOPPEKIMIO 103 HENPSMbBIX
AQHTUKOATYJITHTOB, KaK BO BpPEMsI JICUCHHUSI aMHOAaPOHOM, TaK U MOCIIE MPEKPAILCHHS €T0 IIPHeMa.
— ®OeHUTOUH
[Ipu coueTanuu GpeHUTOMHA C aMHOAAPOHOM BO3MOYKHO Pa3BUTHE NEPEIO3UPOBKU (DEHUTOMHOM,
YTO MOXKET NMPHUBOJAUTH K TOSBICHHIO HEBPOJOTMYECKUX CHMIITOMOB; HEOOXOAUM KIMHUYECKHUH
MOHUTOPUHI M CHIDKCHHE [103bI (PEHUTOMHA TPH IEPBBIX JK€ IPHU3HAKaX MEepPelO3HUPOBKH,
JKeJaTeNIbHO OIPeIeTICHUE KOHIIEHTPAIUU (PEHUTONHA B IIa3Me KPOBH.

Jlexapcmeennvle cpeocmsa, asnstrowmuecs cyocmpamamu uzopepmenma CYP2D6

— ®daexauHupg
AMHOJAapOH TOBBIILIAET IUIA3MEHHYI KOHIEHTpaluio (uieKanHUAa 3a C4eT MHIMOMpPOBaHMS
uzodpepmenta CYP2D6, B cBsi3u ¢ ueM TpeOyercst KOppeKIus 103 (iaekauHua.

Jlexapcmeennvie cpedcmea, sassawuecs cyocmpamamu uzopepmenma CYP3A44

[Tpu coueranun ammonapona, naruouropa m3opepmenta CYP3A4, ¢ 3TuMu JeKapCTBEHHBIMH
cpeAcTBaMu, ABISIOMMMUCS cyOcTpatamu nuzopepmenta CYP3A4, BO3MOXXKHO MOBBIIIEHUE UX
IUTa3MEHHBIX KOHIIEHTpPAIMil, YTO MOXET NMPHUBOJUTH K YBEJIMYEHUIO MX TOKCHMYHOCTH W/WIU
yCUJIEHUIO (hapMaKoIMHAMUYECKUX IP(PEKTOB, a TaKkKe MOXKET NOTPeOOBaTh CHUKEHUS UX J03.
Huxe nepeuncnens! Takue JIeKapCTBEHHBIE CPEJICTBA.

[{uxnocriopuH
Coueranre HUKIOCTIOPHHA C aMHUOJIAPOHOM MOKET YBEJIMYUTh KOHIIEHTPAIUIO [IMKJIOCIOPUHA B
IU1a3Me KpOBH, HEOOXO0JMMa KOPPEKIIHS TO3bI.
— ®eHTaHMI
KomOuHarms ¢ aMuoJapoHOM MOKET YBEIMUUTh (hapMakouHaMuyeckue 3¢ eKTsl peHTaHmIa 1
YBEIUYUTh PUCK PA3BUTHUS €TI0 TOKCHUECKUX IPPEKTOB.
— HWuruburopsl  MI'-KoA-penykTassl (cTaTHHBI) (CHMBACTaTHH, aTOPBACTATHH U JIOBACTATHH)
VYBenuueHrne pHUCKa MBIIIEYHONM TOKCHYHOCTH (pabIomMuoin3a) NpU  OJHOBPEMEHHOM

MPUMEHEHUH aMHUOJapoOHa U CTaTHHOB, METAOONHM3UPYIOMIMXCS C TMOMOIIBI0 H30(epMeHTa
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uzodepmenta CYP3A4.

— [pyrue nexkapcTBEHHbIE CPEACTBA, META0OIU3UPYIOIIMECS C TIOMOIIBI0 H30(pepMeHTa
CYP3A4: nupmokamH (pUCK pa3BUTUS CHHYCOBOM OpaJMKapAWd W HEBPOJIOTMYECKHX
CHMIITOMOB), TakpoiuMmyc (pHCK pa3BUTHA HEPPOTOKCHYHOCTH), cuiaaeHabua (pUCK
YBEJIMUEHHUSI €r0 HEXeJIaTeNbHBIX peakuuil), Muga3onaM (PUCK Pa3BUTHSA MCHUXOMOTOPHBIX
a¢(hekToB), TpUa30JIaM, TUTHAPOIPTOTAMHUH, SPrOTAMHH, KOJIXHUIIUH.

Jlexapcmeennvie cpedcmea, asnsaowuecs cyocmpamamu uzogdhepmenmos CYP2D6 u CYP3A44

— JHexctpomeTopdan

Awmuonapon uaruoupyet nzopepmentsl CYP2D6 u CYP3A4 u TeopeTHdecKr MOXKET MOBBICHTD
IUIA3MEHHYIO0 KOHLIEHTPALUIO IEKCTpOMeTOpdaHa.

— Kionnporpen

Kionmnorpern, siBistomuiics HEaKTUBHBIM THEHOIMPHUMHUANHOBBIM JIEKAPCTBEHHBIM CPEICTBOM,
MeTabonu3upyercss B MeYeHH ¢ 00pa3oBaHMEM aKTUBHBIX MeTa0oiauTOB. Bo03MOXHO
B3aUMOJICHICTBHE MEXIy KIOMUJOTPEIOM M aMHOJAPOHOM, KOTOPOE MOXKET NPUBECTH K
CHIDKEHHIO 3()(hEeKTUBHOCTH KIIOIHIOTPETIA.

Bausinue opyaux nekapcmeenHbix cpeocme Ha amMuoOapoH

HUneubumopwl usopepmenmos CYP3A44 u CYP2CS

Wuruburtopsl uzopepmentoB CYP3A4 u CYP2C8 moryr uMmerh HMOTEHIMANl HWHTUOMPOBAHUS
MeTaboIM3Ma aMHOIApOHa, YBEIMYCHHUS €r0 KOHIIEHTPAIlMN B KPOBU M, COOTBETCTBEHHO, PUCKa
yBEJIUYEHUs ero (hapMaKOIMHAMUYECKUX U HEKeNaTeNlbHbIX (P (eKToB.

PexomennoBano wu3beratb mpuemMa uHruOuTopoB u3opepmenta CYP3A4 (mampumep,
TpelnppPyTOBOTO COKa M HEKOTOPHIX JICKAPCTBEHHBIX CPEJICTB, TAaKMX KaK IHMETHAWH W
uHrnouropsl BUY-nipoTeassl, B T.4. HHAMHABUP) BO BPEMs JICUCHUST aMHOAapOHOM. HTHOUTOPHI
BUY-nporeazbl mpu OJHOBPEMEHHOM MPUMEHEHMH C aMHOJApPOHOM MOTYT IMOBBIIIATh
KOHIIEHTPALIMIO aMHO/IapOHa B KPOBH.

Hnoykmopwol uzochepmenma CYP3A44

— Pudamnunmn

Pudamnunua sBissercst MomHBIM HHIYyKTOpoM u3odepmenta CYP3A4, mpu coBMecTHOM
NPUMEHEHHH C aMHUOJAQPOHOM OH MOXKET CHMXKATh IJIa3MEHHbBIE KOHIIEHTPAIIMH aMHOJapoHa U
JIe33TUIIaMHUO/IapOHa.

— IIpemnapatsl 3Bep000st TPOABIPSBICHHOTO

3Bepo0oii IPOABIPSABICHHBIN SBISETCS MOLIHBIM HHAYKTOpoM u3odpepmenta CYP3A4. B cBsi3u ¢
3TUM TEOPETUYECKH BO3MOXKHO CHH)KCHHE IIJJa3MEHHOM KOHIIGHTpPALMM aMUOJapoHa U

yMeHbleHne ero d¢dexra (KITHHUYECKUE JaHHbIE OTCYTCTBYIOT).
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IIpouue nexapcmeeHnmbvie 83aUMOOEUCMBUSL

— C codocOyBUpOM B MOHOTEpanWH WIM B COYETAHUU C JPYTMMHU HPOTHBOBUPYCHBIMU
npenaparamMu NpsMoro JIEUCTBUs MPOTUB BUPYCHOTO remaruta C, TaKUMU KakK JakJIaTacBUP,
CHUMETIPEBUP, JICTUTTACBUD

He pekoMeHnayercsi 0IHOBpEMEHHOE MPUMEHEHUE aMUOAapOHa ¢ cOPOCcOYBUPOM B MOHOTEPAITUU

WK B KOMOWHAIIMKM C JPYTMMU MPOTHBOBHPYCHBIMH IperapaTaMH MPsIMOTO JEUCTBUSA MPOTHUB

BHUpYycHOro renaruta C, TaKUMU KakK JaKjiIaTacBUp, CUMEIPEBUP, JEAUNACBUD, TAK KaK 3TO MOKET

IPUBOJIUTH K PA3BUTHUIO TSKEJION MPOTEKAOIIEH ¢ KIMHUYECKONH CUMITOMAaTUKON OpaguKapanu.

MexaHu3M pa3BUTUA 3TOW OpauKapaAuy HEU3BECTEH.

Eciu ogHOBpeMEHHOro MPUMEHEHHS JTHX MpenaparoB H30ekaTh HEJIb3d, PEKOMEHIyeTcCs

NPOBEICHUE MOHUTOPUHTA CEPACYHOM EATCILHOCTH (CM. pas3zen 4.4).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

JocrtynHast B HacToslee BpeMsl KIMHHYECKas HHQpopMaIus HEAOCTaTOYHa Ml OMpeesieHus

BO3MOXXHOCTH WJIM HEBO3MOXXHOCTH BO3HUKHOBEHHUS IOPOKOB pa3BUTHs y 3MOpPHOHA Mpu

pUMEHEHUU aMuoAapoHa B | Tpumectpe 6epeMeHHOCTH.

[Tockonpky IMMTOBHUIHAS >KeJ€3a IUJI0JIa HAYMHACT CBS3BIBATH WMOJ TOJIBKO C 14-ii Hemenu

OepeMeHHOCTH, TO He OXKHUJAeTCsl BIUSHHUSA Ha Hee aMHOJapoHa B ciydae ero Oojee paHHEro

npuMeHeHus. M30bIToK fo1a mpyu IPUMEHEHHUH TIpenapaTa mocje 3TOro nepuo/ia MOXXeT MPUBECTH

K TIOSIBJICHHUIO JTAOOPATOPHBIX CHUMIITOMOB THUIIOTHPEO3a Y HOBOPOXKIECHHOTO WJIM JlaXe K

(hOpMHUPOBAHUIO Yy HETO KIMHUYECKH 3HAUUMOTO 3004.

BBuay BO3A€MCTBUS Ha HMIMTOBUIHYIO JKelle3y IUIOAA, aMHOJAapOH MPOTHMBOIIOKA3aH BO BpeMs

OepeMEeHHOCTH, 32 UCKITIOYCHHEM OCOOBIX CITy4aeB, KOT/1a OXKuaaeMas Mojib3a ero UCIOIb30BaHus

OepeMEHHOM >KEHIIMHON MPEBBINIACT PUCKH Y TUI0/a (TIPH SKU3HEYTPOKAIOIINX JKETYT0YKOBBIX

HapyIICHUSX PUTMa CEPJILIA).

JlakTanus

AMMOJIapOH BBIJIEISETCS C TPYAHBIM MOJIOKOM B 3HAYUTENBHBIX KOJWYECTBAX, MOITOMY OH

MPOTUBOIIOKA3aH B MEPUOJ KOPMIICHHS TPYIbIO (TIpemapar ciaeayeT OTMEHUTh MW MPEKPATUTh

Ipy/AHOE BCKapMJIMBAHHUE).

DdepTUabHOCTD

HenmocratouHO [aHHBIX HCCIEAOBaHUS PEHNPONAYKTUBHOM TOKCUKOJIOTMM, BIMAIOIMIMX HA
(bepTUIBHOCTD.
4.7. Buusinue Ha CHOCOOHOCTH YINPABJATH TPAHCHOPTHBIMHM CPeACTBAMH H padorarh ¢

MEXaHU3MaMHU
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JeSITeIbHOCThIO, TPEOYIOIIEH TOBBIIICHHOW KOHIGHTPAlMM BHUMAHUSA UM OBICTPOTHI
NCUXOMOTOPHBIX peakiuii. OgHaKo, B KaueCcTBE MeEpbl NPEAOCTOPOKHOCTH, MAIMEHTaM C
NapOKCU3MaMM TSDKEJIBIX HapyIIeHWH pUTMA B IIEPHOJ JICYEHHs IpernapaTtoM AMHOAAPOH
JKEJaTeIbHO BO3JIEPKATHCS OT OAOOHON e TEITLHOCTH.

4.8. HexenarejbHbIEe peaKnuu

Pesrome npoduiist 6e3onacHocT

HanOonee ceppe3HbIMH BO3MOXKHBIMU HEXKEJATEIbHBIMM pPEAKUUSAMH IpPU [PUMEHEHHH
AMuojapoHa sBISIOTCS HEUTPONEHHUs, arpaHyJoLUTO3 aHa(UIAKTUYECKUH 10K, oTek KBHHKe,
I[O6p0Ka‘-IeCTB€HHa$I BHYTpHUYCpCIIHAA TUIICPTCH3MA, Hef/'IpOHaTI/IFI 3PUTCIIBHOI0 HEPBA, CHUXKCHHUC
AJl BIUIOTB 1O KOJUIAIICA, APUTMOIEHHOE JEHCTBHE, OCTAHOBKA CHHYCOBOIO Y314,
UHTEPCTULMAIBHBIA TMHEBMOHUT MWIM (QUOPO3, TSKENble pPECHUPATOPHBIE OCIIOKHEHHMS,
OpoHXOcHasM W/WIM amHO3, OCTpOe IMOpaKeHHWEe IeueHH, OyJUIe3Hble peaklHH, MepBUYHAs
TUC(YHKIUS TPAHCIUIAHTATa B TeUSHHE 24 Y4acoB MOCTIe TPAHCIUIAHTAIIMN CEP/IIIa.

HanbGonee wuacto BO3HUKAKOIHUMU HCKCIATCIbHBIMU  pPCAKIUAMH, OTMCYABIIMMUCA IIpU
IpUMEHEeHUH AMHMOAApOHa, ObUIM HApYLLIEHHsI CO CTOPOHBI CEp/lla U COCYI0B.

Pe3roMe HekenaTeIbHBIX PeaKIUN

YacToTra HexenaTelNbHBIX peakIMil Obla ompenereHa B COOTBETCTBUU C KiaccH(pUKaIMei
Bcemuphoii opranuzanuu 3apaBooxpanenust (BO3): owennp wacto (=1/10), wacto (=1/100 u
<1/10), meuacto (=1/1000 u <1/100), peaxo (>1/10000 u <1/1000), oueHs peaxo, BKIOoUas
otaenbHbie coobrienust (<1/10000), yactota HensBecTHa (MO0 MMEIOIIUMCS JaHHBIM, YacTOTY
OIIPEJICTIUTh HE TPE/ICTABISCTCS BO3MOXKHBIM).

HexenarenpHble  peaknmMyM  TPEACTABIEHBI B COOTBETCTBHM C  CHCTEMHO-OPTaHHOM
KJaccu(uKalye B IOPSAKE YMEHBIIICHHS 3HAUUMOCTH.

Hapywenus co cmoponvr Kposu u aumgpamuueckol cucmemsi: 4YacToTa HEU3BECTHA —
HEUTPOIECHUS, arpaHyJIOIUTO3.

Hapywenus co cmoponbl UMMYHHOU cucmeMbl. 09€Hb PEIKO — aHA(DMITAKTHYECKHUH IIOK; 9acTOTa
HEU3BECTHA — aHTHOHEBPOTHYECKUI oTek (oTek KBuHKe).

OHOOKpUHHbIE — HApYWeHUs. OYeHb PeAKO — CHHIAPOM  HEaJeKBaTHOM  CeKpeluu
AHTHIUYPETUIECKOTO TOPMOHA; YaCTOTa HEU3BECTHA — TUIIEPTUPEO3.

Icuxuueckue napyuienus. 9aCTOTa HEU3BECTHA — COCTOSTHUE CITYTAHHOCTH CO3HAHWS/JEIUpPUH,
TaJLTIOIUHAITIH.

Hapywenusa co cmoponbl HepsHOU  cucmembl: OYEHb pPEIKO — J0OpOKauecTBEHHAs

BHYTpHUEpEITHas TUTIEPTEH3UsI (TICEBA00IYX0JIb TOJIOBHOT'O MO3Ta), TOJI0BHAs OOJIb.
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HEpPBa/HEBPUT, KOTOPBIC MOT'YT MPOTPECCHUPOBATH 0 CICHOTHI (CM. pasnen 4.4).

Hapywenusa co cmoponuvl cepoya: 4acto — Opaaukapaus, oObIYHO yMEpeHHas, O4eHb PEIKO —
apUTMOT€HHOE JelCcTBUE (BOSHMKHOBEHHE HOBBIX HApYIICHUH pUTMA WM YyCyryOJjeHue
CYIIECTBYIOIIUX HAPYIICHUH pUTMa, B HEKOTOPBIX CIIy4asix C MOCIEAYIONIel OCTAHOBKOM cep/iLia);
BhIpaKEHHAsi OpaauKapAus, OCTAHOBKAa CHHYCOBOTO Y3Ja, TPEOYIOIIUE MPEKpaIIeHus JICUeHUS
aMHOJApOHOM, OCOOCHHO y TAIMEHTOB C AMC(HYHKIMEW CHHYCOBOTO y3Jla W/WIM TMalUuEHTOB
MOKUJIOTO BO3pacTa; 4acTOoTa HEM3BECTHA — IMOJUMOpPQHAs KEIyI0uKOBas TaXMKapIusl TUIIA
«apyaT» (cM. paszaenst 4.4 u 4.5).

Hapywenus co cmoponwvl cocydog: 4acto — cHbkeHre AJl, 00bIYHO yMEpPEHHOE M MPEXOIsIee.
[Ipu nepeno3upoBKE WM CIMIIKOM OBICTPOM BBEACHMM Ipenapara HaOMI0Januch Ccilydau
cHkeHus AJl wim Koiarnca, O4eHb PEIKO — «IIPHJIMBBDY KPOBU K KOXHBIM TOKPOBaM,
COIPOBOXKIAIOIINECS YYBCTBOM Kapa.

Hapywenus co cmopoHvl ObixamenbHOU cucmemvl, Op2ano8 cpYOHOU KIemKU U CPeooCmenUsL:
OYCHb PENIKO — MHTEPCTUIHAIbHBIN ITHEBMOHUT WK (GUOPO3, HHOTA C JIETAIBHBIM UCXOJIOM (CM.
paznen 4.4); TsbKenble pecnupaTopHble OCIOKHEHHUs (OCTpBIA pecnupaTopHBId AHMCTpecc-
CUHPOM B3pOCJIBIX), MHOTJA C JIETAIbHBIM HCX00M (cM. pa3zaen 4.4 u 4.5); OpoHxocmasm u/uim
alHO? y MAIlMEHTOB C TSKEJION JbIXaTebHOM HEJO0CTaTOYHOCTHbIO, OCOOCHHO Yy MAallUEHTOB C
OpOHXUATBHOM aCTMOM.

Kenyoouno-kuweynvle napywienus. OYEHb PEIKO — TOLIHOTA; YacToTa HEU3BECTHA —
MaHKPEaTHT/OCTPhIN MAHKPEATHUT.

Hapywenus co cmoponvl neuenu u sHcenuesvlgo0saux nymeti. OU€Hb PEAKO — H30JMPOBAHHOE
MOBBILICHHE aKTUBHOCTH «TI€YEHOYHBIX)» TPAHCAMUHA3 B CHIBOPOTKE KPOBH, OOBIYHO YMEPEHHOE
(mpeBbIIIEHUE BepXHEH rpaHuIbl HOPMBI OT 1,5 10 3 pa3), HabmoJaBIIeecs: B Hayaie JEeYeHHUs.
AKTHBHOCTb II€YEHOYHBIX» TPAaHCAMHMHA3 MOXET BEPHYTHCSI K HOPMAJIbHBIM 3HAUYEHUSIM IIPH
YMEHBIIEHUN [03bl WJIM JaXe€ CIIOHTAaHHO; OCTPOE€ IMOpa)XCHHE TI€UYE€HU C TOBBIIIEHUEM
AKTUBHOCTH «II€UYEHOYHBIX» TPAaHCAMHHA3 W/WIM KEJNTYyXOH, BKIIOYas pa3BUTHE INEUYEHOUHOM
HEJI0OCTaTOYHOCTH, MHOT/IA C JIETAJIbHBIM UCXO0JI0OM (CM. pazaen 4.4).

Hapywenua co cmopoubi Kodcu U NOOKONMCHbIX MKAHeU: OYeHb PEIKO — IMOBBIIIEHHOE
MOTOOT/IEJICHNE; YaCTOTa HEM3BECTHA — 9K3€Ma, KPAalTMBHUIIA, TSKeJIble KOXKHbIE peaKluu, HHOT1a
¢daTanbHbIe, BKIIOYasi TOKCUYECKUH 3MHIepMalibHBIM HEeKpoiu3, cuaapoM CtuBeHca-/[)KOHCOHa,
OynJIe3HbIN 1epMATUT; JISKApCTBEHHAS PEaKLIUs C 203UHO(UINEN U CUCTEMHBIMUA CUMITTOMAMU.
Hapywenus co cmopoHbl mbluieyHol, ckeiemHuoll U cCOeOUHUmMenIbHOU MKaHU. YacToTa HeU3BECTHA

— 00JIX B ITOSICHUYHOM U MMOSACHUYHO-KPECTIHHOBOM OTAECJIC ITO3BOHOYHHKA.
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Hapywenue co cmopomnsi penpodykmugHoii cucniemyl u M batent el SRt st tha —

CHW)KCHHE JTHOUTIO.

Obwue Hapyuienus u peakyuu 8 Mmecme 86e0eHus: 9acTo — peaKIui B MECTE BBEICHUS, TAKUE KaK
00ib, JpUTEMa, OTEK, HEKPO3, JKCTpaBasalus, WHQWIbTPAIUs, BOCIAJICHUE, YIUIOTHEHHE,
TpoMO0DIeOuT, PIeOUT, IIEIUTIONIHUT, HH(EKITNS, N3MECHEHUS TUTMEHTAIIUN KOXKH.

Tpaemel, uHmoOKcukayus U OCIONHCHEHUs Npoyedyp. UYACTOTA HEM3BECTHA — IEPBUYHASL
TUCHYHKITUS TPAHCIUTAHTATA MOCIE TPAHCIUIAaHTAIMK cepana (cM. pasaen 4.4).

COO6H.I€HI/I$I 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo coo01math 0 o103peBaeMbIX HeXKelaTeIbHBIX PeaKIUsaX MOcie perucTpaliy npemnapara ¢
LEeNbl0 O0ECleueHUs] HENPEPHIBHOTO MOHUTOPHHTAa COOTHOLICHHS «IOJb3a — PHUCK»
JIEKApCTBEHHOTO Tpernapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIMIaTh O JIHOOBIX
[I0JI03PEBAEMbBIX HEKEIATEIbHBIX PEAKLUIX JIEKAPCTBEHHOTO Ipernapara uyepe3 HalMOHaIbHbIE
CUCTEMBl COOOILEHUSI O HEXKeJIaTeNbHBIX PEaKIHUsIX TrocyAapcTB — uwieHoB EBpasuiickoro
3KOHOMHUYECKOI'0 COI03a.

Poccniickas @enepanys

®depnepanbHas cinyx0a o Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuanzop)

Anpec: 109012, r. MockBa, CriaBsiHCKas miomanp 1. 4, ctp. 1

Tenedonsr: +7 (499) 578-02-20; +7 (800) 550-99-03

dakc: +7 (495) 698-15-73

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Caiit B muHGOpPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:
http://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMnTOMBI

WNudpopmanny mo nepepo3upoBKe aMuoiapoHa (KOHIIEHTpAT JJIsl IPUTOTOBJIEHMS pacTBOpa s
BHYTPUBEHHOTO BBEACHMs) HET. OINNCAaHO HECKOJIBKO CIIy4aeB OCTPOM TNepeno3UpOBKU
aMHOJapOHa, IPUHUMAEMOT0 BHYTPb, IPOSBIISABILEHCS CHHYCOBOM Opanukapaueil, monumopghHon
JKEITYJOYKOBOM  TaXMKapJHeW Tuma <«IHpYy3T», OCTAHOBKOM CepAlla, HapyLICHUSIMU
KpoBooOparieHus U QyHKIUHU MeUYeHH, BBIpa)KEHHBIM CHUXKeHHeM A/l

Jleyenue

CumnTomaTHueckoe (Ipu OpaaukapIuu — IpuMeHeHne 0eTa-aipeHOMUMETHKOB UM yCTaHOBKA
ANEKTPOKAPAUOCTUMYIIATOPA, TIPU MOIUMOPGHOM HKETyTOUKOBON TaXxUKapAUU TUIA «ITUPYIT» —
BHYTPUBEHHOE BBEJCHUE COJIEll MarHus, MpPOBEACHUE ypeXarolled KapauocTUMyssiuu). Hu
aMHOJApOH, HU €ro MeTa0OIUTHI HE YAAIISIOTCS B X0/1€ reMoananu3a. Crnenuduyeckoro aHTuI0Ta

HCT.
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5. ®APMAKOJIOT MYECKHE CBOMCTBA (NOCNEOCQBATENBHOCTL 000€

5.1. ®apmakoauHaMHYeCKHe CBOICTBA

dapmakoTepaneBTHUECKass TIpyMma: CpeAcTBa Uil JiedeHus — 3a0oyieBaHUM  cepana;
aHTHAPUTMHUYECKUE cpeAcTBa, kiacc 1.

Koxg ATX: C01BDO01

Mexanuszm geiicTBus

AmMuonapon otHocutcs K kiaccy |l anTmapuTtmMuueckux cpenacTtB (KJacc HMHTMOMTOPOB
penosiApu3aluy) U 00JIaAaeT YHUKAJIbHBIM MEXaHU3MOM aHTHApUTMHUYECKOrO JEHCTBHS, T.K.
MOMUMO CBOMCTB aHTHapuTMuKoB |ll kmacca (Ormokama kamuMeBBIX KaHAOB), OH 0OJamaeT
s dexTamu aHTHApUTMUKOB | Kitacca (6710Kaia HATPUEBBIX KaHAJIOB), aHTHApUTMHKOB IV Kiacca
(O10Kaza KaabIUEBBIX KaHAIOB) 1 HEKOHKYPEHTHBIM 0€Ta-aApeHOOJIOKUPYIOLIUM JIEHCTBUEM.

dapmakognaamuyeckue 3P HeKToI

[ToMuMO  aHTHAPUTMHYECKOTO  JIEHCTBHS y  HEro  OTMEYaeTCsl  aHTUAHTMHAIbHBINH,

KOPOHAPOPACIIUPSIIOIIHA, abda- u 6eTa-aapeHoOTOKUpYOIIHA () HEKTHI.

Aumuapummuueckue ceoticmea.

—  YBEJHMYCHHE MPOJOJDKHTEIILHOCTH 3-¢if (ha3hl MOTCHIMANIA ISHCTBUS KapIUOMHOIMTOB (B
OCHOBHOM 3a cCYeT OJOKHpPOBAaHHS HOHHOTO TOKAa B KaJIMEBBIX KaHalax — OJ(QeKT
aHTHapuTMu4eckoro cpenctna 1l knacca no knaccugukanuu Boran-Bunbsamca);

— CHI)KCHHE aBTOMATHM3Ma CHHYCOBOTO Y371a, NPHUBOASAIIEE K YMEHBIICHHIO YaCTOTHI
cepaeunbix cokpaineruii (YCC);

—  HEKOHKypeHTHas Oyiokana anbga- u 6eTa-aJJpeHepruuecKux pelenTopoB;

—  3aMeJJICHUE BHYTPUCEPACYHON (CHHOATPUANIBHOM, TIpeicepaHoi U AV) MPOBOAUMOCTH. ITO
neiictBue 0oJiee BBIPAXKEHO MPU TaXUKap/IUH;

—  OTCYTCTBHE U3MEHEHHU MPOBOJUMOCTH KeIyJOYKOB;

—  yYBeNIMYCHHE JJTUTENBHOCTH pePpaKkTEepPHOTO TMEpHoAa W yMEHBIIEHHE BO30YIUMOCTH
MHOKap/ia TMpeacepAnii M JKeNylO0YKOB, a TaKXkKe YBEIMYEHHE MPOJODKUTEIbHOCTH
pedpaktepHoro nepuona AV yzna;

—  3aMeJUIeHHEe CKOPOCTH TPOBEJNCHMS W YBEIMUYEHHE IMPOAOKUTEIBHOCTH pePpaKkTepHOTO
HepuoJia B TOTOJHUTENbHBIX MTyYKaX MpeacepAHO-KEITYA0UKOBOT0 TPOBEICHHUS.

pyeue s¢ghghexmur amuooapona:

—  CHI)XEHHE NOTPeOJIEHUS KHCIOopOoJa MHUOKApJOM 3a CUET YMEPEHHOI'O CHIKEHHs OOIIero
nepudepudeckoro compotuBienus cocynoB (OIICC) m UCC, a Takxke yMeHBbIIEHHE

COKPAaTHMOCTH MHOKAap/1a 3a CYeT OeTa-aJpeHOOIOKUPYIONIETO ICHCTBHS;
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—  YBCJIMYCHHC KOPOHAPHOI'0 KPOBOTOKA 3a CYLT HDHMQ;I(I; 'éolﬁé%'fc_sﬁ%ﬁ; @;I:rlal}';\}é (_)'D'oH‘a't')hLIx

apTepuil;

— COXpaHEHHME BEJTUYMHBI CEepACUYHOT0 BBIOPOCA, HECMOTPSI HA HEKOTOPOE YMEHBUICHHE
cokpaTuMocTr Muokapaa (3a cuer cHkenust OIICC u gaBieHus B aOpTe);

—  BIUSHHUE Ha 0OMEH THUPEOUIHBIX TOPMOHOB: HHTMOUpoBaHue npespaiieHus T4 B T3 (6okaga
TUPOKCHH-5-/Iefio/InHa3bl) U OJOKMpPOBAaHUE 3axBaTa 3TUX TOPMOHOB KapAHOLUTAMHU U
renaTouTaMy, MPHUBOJAIICE K OCIA0JIICHUI0 CTUMYIUPYIOIIETO BIUSHUS THUPEOUTHBIX
TOPMOHOB Ha MUOKap/;

— BOCCTAHOBJICHHWE CEpACYHOM JEATEIBbHOCTH TPU OCTAHOBKE CEpAla, BBI3BAHHOU
bubpusuIALKel )KemyI04YKOB, PE3UCTEHTHOH K Ae(pUOPHILIAIIHN.

5.2. ®apMakoKkHHeTHYECKHE CBOHCTBA

AOGcopouus

BripaxxeHHOCTh JIEHCTBHS aMHOJApOHa JOCTUTaeT MakCMMyMma uepe3 15 MUHYT mocie ero

BHYTPUBEHHOT'O BBEACHHUSI U MIPEKpAIIAeTCs MPUOIM3UTETBHO Yepes 4 .

Pacupenenenue

KoHueHTpaius B KpoBH MapeHTEpalbHO BBEAEHHOTO aMHOJApOHA OYEHb OBICTPO CHUXKAETCS B
CBSI3U C MHTCHCHUBHBIM pacIipeieIeHueM Mpernapara B TKaHIX. AMHOIapOH UMeeT 00O 00beM
pacrpeneneHuss 1 MOKET HaKaIlJIMBAaThbCs MOYTH BO BCEX TKAHSIX, B OCOOCHHOCTH B YKHPOBOM
TKaHH, a TaK)Ke B TIEUCHHU, JIETKUX, CEJIE3€HKE U POrOBUIIE.

CBs3b ¢ OeskaMu IUIa3Mbl KpoBU cocTaBisieT 95 % (62 % — ¢ ansOymunom, 33,5 % — c Gera-
JUIONPOTENHAMH ).

buorpancdopmarms

Amuonapon merabonusupyercs B nedeHu ¢ yuactueM nzopepmentoB CYP3A4 u CYP2CS8. Ero
IJIAaBHBIA META0OJUT — J€33THIIAMHOJAPOH — (apMaKOJIOTMUECKH aKTHBEH U MOXET YCHUJIMBATh
aHTUAPUTMUYECKUN d(PPEKT OCHOBHOTO COCTUHEHUS.

AMHOMApOH W JAE33THIAMHOJApOH N Vitro o0samarT CrmocoOHOCThIO HWHTHOMPOBATH
uzodpepmentsl CYP1AL, CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP3A4, CYP2A6, CYP2B6
u CYP2C8. AmuomapoH M J€33THIAMHOJAPOH TAKKE CIOCOOHBI MHTHOMPOBAaTH HEKOTOPHIE
TpaHCIIOPTEPHl, Takue Kak P-gp u mepeHocuwk opranudeckux karuonoB (ITOK2). In vivo
HaOJTI0TAI0CH B3aMMOJIEHCTBUE aMHoiapoHa ¢ cyoctparamu n3odepmentoB CYP3A4, CYP2C9,

CYP2D6 u P-gp.

OIMMUHALUA

BriBoguTCS OUEHb MEUICHHO, B OCHOBHOM C JKETYhI0 M KaJIOM Yepe3 KUIICUYHUK. AMUOTAPOH U
€ro MeTabOJIUTHI ONIPEACIISIOTCS B IJIa3Me KPOBU Ha MPOTSHKEHUN 9 MECSIIEB MTOCIIE TTPEKPAIICHUS

JICUYCHUA. AMI/IO,Z[apOH U €ro METa0OJIMThI HE NMOABCPIrar0TCA AUAINU3Y.
ZU
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6. DPAPMAIIEBTUYECKHUE CBOICTBA (MOCTIEQOBATENEHOCTS 0006)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB

[Tonucop6at 80 (TBun 80)

ben3uinoBslii cnupt

Bona o1 nabexuuin

6.2. HecoBMecTUMOCTH

[Ipenapar AMuoAapoH Helb3s CMEIIMBATh B OJHOM ININPHUIIE WIM KalelbHUILIE C APYTUMU
JIeKapCTBEHHBIMU MpenaparaMu. He cieayeT BBOAUTD Jpyrue mpenaparbl B OJHY U Ty ke JTUHUIO
WH(]Y3MOHHON CUCTEMBI, YTO | mpernapaT AMuoaapoH (cm. pasuen 4.2).

6.3. Cpok rognocTu (CpoK XpaHeHus1)

2 roja.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHUTh B 3alIMIIEHHOM OT CBETa MecTe, Ipu Temmneparype ot 15 no 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 3 M1 B aMITyJIbI C TOYKOW HITM KOJIBIIOM M3JI0Ma OECIIBETHOTO HEUTPAILHOTO CTEKIIA C KJIacCOM
conpotusnenus ruaponusy HGAI (mepswiii runponutuueckuii) mapku HC-1, win HC-3, unu
JIpYTroi MapKH aHaJOTUYHOTO KayecTBa.

5 ammyll TOMENIal0T B KOHTYPHYIO SUEHKOBYIO YMAKOBKY W3 TJICHKH TMOJMBUHUIXJIOPUTHON
(ITIBX).

1, 2, 4 ua 5 KOHTYPHBIX SYEHKOBBIX YMAKOBOK BMECTE C HHCTPYKIUEH MO MPUMEHEHUIO
MOMEIIAIOT B AYKy U3 KapTOHA JUISI MOTPEOUTENHCKON Taphl.

5 unu 10 aMmmyn BMecTe ¢ MHCTPYKIIUEH O MPUMEHEHHUIO TTOMENIAIOT B MAYKy U3 KapTOHA JJIs
NOTPEOUTENHCKOM Taphl C TOYPUPOBAHHBIM BKJIAIBILIIEM.

Y1akoBKa JiJIs CTallMOHAPOB

10 KOHTYPHBIX SYEHKOBBIX YIAaKOBOK BMECTE C MHCTPYKLHUSAMH 10 MPUMEHEHHUIO B KOJIUYECTBE,
paBHOM KOJIMYECTBY KOHTYPHBIX STYEHKOBBIX YIIAKOBOK, IMOMEIIAOT B IMA4YKy M3 KapTOHA IJIA
MOTPEOUTETHCKOM Taphl.

50 mwnmu 100 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK BMECTE€ C MHCTPYKLUMSMHU [0 HNPUMEHEHHUIO B
KOJINYECTBE, PABHOM KOJIMYECTBY KOHTYPHBIX SUCHKOBBIX YIaKOBOK, IOMEIAIOT B KOPOOKY M3
KapTOHa rO()pUPOBAHHOTO.

He Bce pa3Meps! ynmakoBOK MOT'YT OBITh JOCTYITHBI JUIsl peaJIn3aliiH.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPHM  YHHYTOKEHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Mpenapara MM 0TX0/10B, MOJTYYEeHHBIX N0c/e NPUMeHeHUs Npenapara, u
Apyrue MAHMMYJISLHMH € TPenapaTom

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.
21
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(NMOCNEOOBATENEHOCTE 0006)

[IpaBua OpUroTOBICHUS PacTBOPA

[Ipenapat npumeHsieTcsl TOJIBKO B pa3BeeHHOM Buje. g pa3BeneHus npenapata AMHOJapoOH
CJIelyeT IPUMEHSATH TOJIBKO 5 % pacTBOp AEKCTPO3bl (TI0K03b1). Henb3st cMemuBaTe ¢ ApyruMu

npernapaTamMy B OJHOM IINPUIE WK HHPY3HOHHOM crcTeMe.

7. AEPKATEJb PETUCTPAIIMOHHOT'O YAOCTOBEPEHMU S

Poccuiickas @enepanus

000 «Qnnapa»

601122, Bnagumupckas o6:m1., [lerymuHckuii paiios, r. [Tokpos, yi. ®@panna [lTonsBepka, 1. 20
Ten./dbakc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

Anpec anekrponnoi moutsl: info@ellara.ru

7.1 TlpeacTaBUTENb J€PKATE/IsI PETHCTPALMOHHOTO YI0CTOBEPEHUsI

[Iperen3uu norpeduTeNed HAIPABIATE 110 aIPECY:

Poccuiickas ®@enepanus

000 «Dmnapa»

601122, Bnagumupckas o6:1., [lerymunackuit paiio, r. [Tokpos, yi. ®@panna [TonsBepka, 1. 20
Ten./dpaxc: +7 (49243) 6-42-22, +7 (49243) 6-42-24

Anpec snexrponHo# nmoutsl: info@ellara.ru

8. HOMEP PETUCTPAIIMIOHHOT'O YIOCTOBEPEHHUS
JITI-Ne(002444)-(PT-RU)

9. TATA NEPBUYHON PETMCTPAIIMM (IIOATBEPXJIEHWUSA PETMCTPAIINMN,
INEPEPETUCTPALIUN)
Jara nepBoii peructpanuu: 31.05.2023

10. IATA IEPECMOTPA TEKCTA

OOmast  xapakTepuCTHMKa  JIGKAPCTBEHHOro  Ipemnapara  AMHOJApOH  JOCTyIHa  Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

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