ot 14.08.2024 N= 16!

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Amuonapos, 50 Mr/mi1, KOHIIEHTPAT AJIs1 IPUTOTOBIICHHSI PACTBOPA JIJIsl BHYTPUBEHHOTO BBEJICHHS.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JelicTBytoliee BEIIECTBO: aMUOJapPOH.

Kaxxapiit Mt koHLleHTpaTa coepuT 50 Mr amuoapoHa (B BUA€ THAPOXJIOPHIA).

Kaxnas ammyna (3 mun) cogepxkut 150 Mr amuoiapona (B BU€ TUAPOXIOPUIA).
BcmomorarenbHbIe BElIeCTBa, HATUYHE KOTOPBIX HA0 YYUTHIBATH B COCTABE JICKAPCTBEHHOTO
npemnapara; 6eH3UI0BbIH ciiupT (cM. pazaen 4.4).

ITonnbI MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

KOHHGHTpaT AJIs1 ITIPUTOTOBJICHUA pacTBOpA AJIsI BHYTPUBCHHOI'O BBEACHU .

IIpo3pauHblii paCTBOP CBETIIO-KEITOTO LBETA.

4. KIMHNYECKUE JAHHbIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Tpenapat AMHOAApOH MOKa3aH K MPUMEHEHHUIO y B3pOCIIbIX MAUEHTOB cTapiie 18 et mmus:

e KynuposaHus NpuCTYNOB MAPOKCU3MaIbHON TaXUKAPIHH:
- KYIIUPOBAaHHE ITPUCTYIIOB JKEITYJOYKOBOM MapOKCU3MaIbHON TaXUKapIHH;
- KyNHMpPOBAaHHE NPUCTYNOB HAIKEITYJOUYKOBOM NMapOKCH3MAJIbHON TaXWKApAMM C BBICOKOM
YaCTOTOM COKpaIlleHWH >KETyJI04YKOB, B 0OCOOeHHOCTHM Ha QonHe cunapoma Bombda-
[TapxkuHCcoHa-VYaiirta.
- KyIMPOBaHUE MPUCTYIOB NAPOKCU3MaAIbHONW M TIOCTOSHHON (POPMBI MepLIAaTeNIbHOW apUTMHUN
(ubpuUIALIUYN TpeicepAuii) U TpeneTaHus PeICepANN.

e Kapauopeanumanusi mpu OCTAaHOBKE CEpAlld, BbI3BAHHON (QUOpHILIALIUEH >KeTyd04KOB,

PE3UCTEHTHOH K 1e(huOPHILIAILNY.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

[Ipenapar AmuonapoH (KOHIEHTpAT sl NPUTOTOBJICHHMS pPacTBOpa /Jisi BHYTPUBEHHOI'O
BBEJICHM) TIpeAHA3HA4YeH JUId TPUMEHEHHs B TeX Ciydasx, Korjga Tpelyercs ObIcTpoe
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B cBs31u ¢ 0cOOEHHOCTSIMU JIeKapCTBEHHOW (OpMBI Mpernapara, Helb3s BBOAUTH MH(Y3MOHHBIN
pacTBOp C KOHIIGHTpALMEH MEHbIIe, YeM KOHIICHTpalusi HH()Y3HOHHOTO PacTBOpa, MOoJTydaeMast
pu pa3BeleHuH 2-yx amiyin npernapata B 500 mi 5% pactBopa nekcTpo3bl (TII0KO3bI).
Taoicenvie Hapyuienus cepoeyHo20 pumma 8 CIy4asx, Ko20d HeB03MOMNCEH npuem npenapama
BHYMPbL (34 UCKTIOUEeHUeM Cy4ae8 KapOuopeaHumMayuu npu OCMAaHo8Ke cepoyd, 6bl36aHHOU
Gubpunayuetl Hceny0ouKos, pe3ucmeHmHou K oepubpuiisyuu)

Brympusennoe kanenvroe gseoeHie yepes YeHmMpaibHblil 6eHO3HbIL Kamemep

OObIYHO Harpy304Has 03a COCTaBisieT 5 MI/Kr Maccel Tena B 250 mut 5% pacTtBopa JeKCTPO3bl
(TFOKO3BI), BBOJUTCS 1O BO3MOXXHOCTH C NMpUMEHeHHeM uH(y3omara B TeueHue 0,3 — 2 4.
BHyTpuBeHHOE KarnenbHOE BBEACHHUE MOXHO MOBTOPATH 2 — 3 pas3a B TedeHue 24 4. CKopocTb
BBEJICHUS Tperapara KOPPEeKTUPYETCs B 3aBUCUMOCTH OT KIMHIUYECKOro 3¢ dekra.
TepamneBTuyeckoe NEHUCTBUE TMOSBISETCS B TEUEHHUE IMEPBBIX MUHYT BBEJCHHS U IOCTEIIEHHO
YMEHBINIACTCSl TOCIIEe TPEKpalICHUs] MHPY3UH, MO3TOMY, NMPH HEOOXOAMMOCTH TPOIOKCHUS
JICUYCHUS TIperapaToM AMHOJAPOH, PEKOMECHIYETCS MMEPEXOANTh HA IMOCTOSHHOES BHYTPHBCHHOE
KalreJbHOE BBEJICHUE Mperapara.

[TonnepxkuBatomee neuenue: 10 — 20 mr/kr/cyt (B cpeanem 600 — 800 mr/cyT, MakcumManbHas 103a
- 1200 mr/cyt) B 250 mMa 5% pacTBOpa AEKCTpO3bl (TIIFOKO3bI) B TEYEHHUE HECKONBKHX aAHEH. C
MIEPBOTO JHS WH(Y3UH CICAyeT HaYMHATh ITOCTCIICHHBIN Mepexo ] Ha MPHEM IperapaTa BHYTPb
(3 Tabnetku o 200 mr B cyTku). [J0o3a MOXeT ObITh yBedHueHa A0 4 Uiu Aaxke A0 5 TabJIeTOK Mo
200 Mr B CYTKH.

Buympueennoe cmpyiinoe egedenue

BuyTtpuBenHoe crpyiiHOe BBeJEHHME OOBIYHO HE PEKOMEHJYeTCs H3-3a pUCKa pa3BUTHUS
reMOIMHAMHUYECKUX OCIIOKHEHHI (BO3MOXKHBI PE3KOe CHIKEHHE apTepHanbHOro faasieHus (A /L)
U kojutanc). [IpeanouTuTenbHbIM sBIseTCs HH(PY3MOHHOE BBEICHHUE MIPEnapara, eCiiy TOIbKO 3TO
BO3MOKHO.

BuyTtpuBenHoe cTpyiiHO€ BBEACHHE JOHKHO MPOBOJUTHCS TOJIBKO B HEOTJIOKHBIX CIydasX Ipu
HEe3(PPEKTUBHOCTU JPYTrUX BHJIOB JIEYEHUS U TOJBKO B OTJENEHUMM MHTEHCHBHOM Tepamnuu Moj
HOCTOSIHHBIM MOHUTOPHHIOM 3JieKkTpokapauorpammsl (OKI) u AJL.

Jlo3a cocraBisger 5 MI/Kr Macchl Tela. 3a HCKIIOYEHHEM Cy4yaeB KapAHOpeaHWMaluu Mpu
GUOPIWILTAINKA  JKETYI0YKOB, PE3UCTEHTHONW K AeQuOpUIUIAINN, BHYTPUBEHHOE CTpPYHHOE
BBEJICHUE TIpenapara AMHOJApOH JO0JKHO IPOBOJUTHCS B TeueHUE HE MeHee 3 MuH. [loBTopHOE
BBEJICHUE NIPENapaTa He I0JIKHO IIPOBOUTHCS paHee, ueM uepes 15 MuH rociie nepBoi HUHbEKIINH,
JaKe €CIM INEepBOHAYAIbHO BBOAMJIOCH COIEPKUMOE TOJIBKO OIHOM aMIlyJbl (BO3MOXHOCTH

pa3BUTHS HEOOPATUMOTO KOJIJIarca).
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BBOJHUTHCS B BHJIC HH(Y3UU.
Kapouopeanumayua npu ocmanoske cepoya, 6vi36aHHOU  uUOpULIAYUEL  IHCETYOOUKOS,
pe3ucmenmuoul Kk degpubpunnayuu

Buympueennoe cmpyunoe egederue (cm. pazoei 4.4.)

Havanenas no3a cocrasiser 300 mr (5 Mr/kr macchel Tena), mocie pasenenus B 20 ma 5 %
pacTBopa JIeKCTPO3bl (TIIOKO3bI) 10 KOHIIEHTpauu 15 Mr/mit.

Ecmn pubpumnsaius He KynmupyeTcs, BO3MOXHO JOTOJHUTEILHOE BHYTPUBEHHOE CTPYHHOE
BBeJICHHE TIpenapara AMuoaapoH B go3¢ 150 mr (wim 2,5 MI/Kr Macchl Tejia) 0 KOHICHTpaIuu
7,5 Mr/MIL.

Cnooco0 npuMeHeHus

3a UCKIIFOUEHUEM HEOTIONKHBIX KIMHUUECKUX CUTYyalluil Ipernapar JOJKEeH MPUMEHSATHCS TOIBKO
B CTaIllOHape B 0JIOKE MHTEHCUBHOM Tepanuu moji mocTossHHbIM KoHTposiem DKI' u AJT!

Bo un3bexanue peakuuii B MecTe BBEACHMs Npenapar AMHOAAPOH JIOJDKEH BBOAMTHCS 4Yepe3
LEHTPaJbHbII BEHO3HBIN KaTETEp, 3a UCKIIOUEHUEM CIy4yaeB MPOBEACHUS KapAMOpPEaHUMaLUU
npu GUOPMILISAUU KEIyJTOUYKOB, PE3UCTEHTHOW K AePUOPHIIISAINHN, KOTAa MpU OTCYTCTBUHU
LEHTPaJIbHOTO0 BEHO3HOTO JIOCTYIa BO3MOKHO BBECHHE IIpernapaTa B KpyIHble nepudepuieckue
BEHHI (cM. paznen 4.4).

B cBs3u ¢ 0coOeHHOCTSIMHU JIeKapcTBEHHOW (HOpMBI Mperapara He PEKOMEHIYETCS BBOIMTH
MH(Y3UOHHBIN PACTBOP C KOHILIEHTPALUel MEHbIIIE, YeM KOHIICHTpaIs HH(Y3MOHHOTO pacTBOpa,
nojy4yaemMas npu passezeHuu 2 ammyn B 500 mit 5% JeKcTpo3sl (TIH0KO3bI).

WHCTpyKIIMKM MO NPUTOTOBJIEHUIO JIEKAPCTBEHHOTO Ipernapara Iepej NPUMEHEHHEM CM. B

paznene 6.6.

4.3. IlpoTuBONOKa3aHUS

Bce HmkenepeuncieHHbIE NMPOTUBOIIOKA3aHUS HE OTHOCSTCS K IMPUMEHEHHUIO Mperapara npu

NPOBECHUN KapAMOpPEaHWMallud TIIpH OCTAaHOBKE CEpAlla, BbI3BAaHHOW (QUOpmIsALueit

KeIyJOUYKOB, PE3UCTEHTHOHN K AepUOpUIIAIMH.

BHyTpuBEeHHOE CTpyHHOE BBEIEHUE NPOTHBOIIOKA3aHO B CIydyae apTEpHUaIbHOW TMIIOTEH3UH,

TSKEJION JbIXaTeIbHONW HEAOCTATOYHOCTH, KapJAMOMHUOINATUN WM CEpIeYHON HEA0CTaTOYHOCTU

(BO3MOYHO YTSDKEJICHHE dTUX COCTOSIHUN).

e [ 'unepuyyBCTBUTENBHOCTH K HOMY, aMHOAAPOHY HIIH K JIIOOOMY U3 BCIIOMOTaTeIbHBIX BEIECTB,
MEepPEUYNCIICHHBIX B pazzaene 6.1.

e Cunapom cnabocTu CHHYCOBOTO y3i1a (CHHYcOBasi OpaguKap/us, CHHOaTpuaibHas OJ0Kaza),

32 HCKIIOYCHHWEM CIIydaeB TPHUMEHEHHUS AJIEKTPOKAPAHOCTHMYISATOpPAa  (OMacHOCTh
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ATtpuoBentpukyisipuas  (AV) ©Onokama |-l cremenn B OTCYTCTBUHM IOCTOSIHHOTO
NEKTPOKAPAUOCTUMYIISTOPA.

Hapymenust BHYTpHXETYIOYKOBOH MPOBOAMMOCTH (ABYX- M TPEXITyYKOBBIE OJIOKAIbl) B
OTCYTCTBUM  IIOCTOSIHHOTO  3JIEKTpOKapAuocTUMYisiTopa. Ilpu Takux  HapymeHHUsX
IIPOBOAMMOCTH IPUMEHEHHE Ipenapara AMHOJAPOH BHYTPUBEHHO BO3MOYKHO TOJBKO B
CHEIHATM3UPOBAHHBIX OTAEICHUIX MO MPUKPBITUEM IEKTPOKAPIUOCTUMYIISATOPA.
OpHoBpeMEeHHOE MPUMEHEHHE C TpernaparaMmu, CIOCOOHBIMU yAnuHATH uHTepBal QT u
BBI3bIBAaTh  pPa3BUTHE  MAPOKCU3MAJBHBIX  TaXWUKApAWM, BKIIOYAas  MOJIUMOPQPHYIO
KEJTYI0UKOBYIO TaXUKAPIHUIO 110 TUITY «IUPYIT» (CM. paszen 4.5):

- aHTHapuTMuyeckue mnpenapatel: [A kiacca (XMHUAMH, TUAPOXUHUIUH, IU30MHpPaAMUI,
poKanHaMHK[); aHTHapuTMuU4eckue npenapartsl 111 kmacca (moderunua, nOytunmy, OpeTums
TO3UJIAT); COTAJION; APOHEIAPOH;

- JIpyrue (He aHTHApPUTMHUYECKHE) IMpernapaThl, TaKue KaK HEUpONIENTHUKU: (DEeHOTHA3UHBI
(x7oprpoMasuH,  MaMEMas3WH, JICBOMENPOMA3WH, THOPUAA3WH, TPHUQIIyonepasuH,
¢inydenasun), OcH3aMuabl  (AMUCYNBIPUI,  CYJIBTONPHUI,  CYJIBIUPHI, THAIPUL),
OyTupodeHOHBI (IPONEPUI0I, TANONEPUION); CEPTHHION, MHUMO3H]; AHTHUICIPECCAHTHI:
TPUIMKIMYECKUE aHTHACTIPECCAHTDI, CEJEKTUBHbIE MHTUOUTOPHI OOpPaTHOro 3axBaTa
CepOTOHMHA (LUTAIONPAM, ICIUTAIONPAM); aHTHOAKTEPHAIBHBIE CPENICTBA: (PTOPXHMHOIOHBI
(;leBodIOKCAIMH, MOKCH(IIOKCAIIWH, crapgIIoKcaliH, MHUIPO(IOKCAINH); MAaKpPOJIH/IbI
(3pUTpOMHUIIMH  TIpU  BHYTPHBEHHOM  BBEJCHUH, Aa3UTPOMHIMH,  KIAPUTPOMHUIIUH,
POKCUTPOMHIIMH, CHHPAMHIIMH); KO-TPUMOKCA30J; MPOTHBOIPUOKOBBIE CPENCTBA: aA30JIb
(BOpUKOHA30JI, UTPAKOHA30JI, KETOKOHA30JI, (hIYKOHA30J); MPOTUBOMAJIIPUNHBIE CPEACTBA
(XMHHMH, XJIOPOXHH, ME(JIOXUH, Tado(aHTpUH, JIyME(PaAHTPHH); MPOTUBOMPOTO3OUHBIC
cpeacTBa (MEHTAMUIUH NPU MAPEHTEPATbHOM BBEIEHHUH); MPOTHBOOIYXOJEBBIE CPENCTBA
(BaHmeTaHnO, MbIIIbSIKA TPUOKCHJA, OKCAJIMIUIATHH); IMPOTUBOPBOTHBIE  CpE/ICTBA
(ToMIepuI0H, OHJIAHCETPOH); CPEJICTBA, BIMSIOIINE HA MOTOPHUKY JKEIyJO0UYHO-KUIIEYHOTO
TpakTa (IU3anpujl); aHTUTUCTAMUHHBIE CPEJCTBAa (MU30JIACTUH, aCTEMM30JI, TepPEeHaIuH);
IIpoYHMe JIEKApCTBEHHBIE CpeICcTBA (IudeMaHnIa MeTUI cynbdar, Oenpuam).

Bpoxnennoe miu npuobpereHHoe yuiauHenue narepsaia QT.

Bripaxkennoe cHmkenue AJl, kKapAnOTreHHbIH 10K, KOJIJIarC.

['umokanuemust, THIIOMarHAEMUSI.

JuchyHKIMS MUTOBUIHOM JKele3bl (THIOTUPEO03, TUIIEPTUPEO3).

bepeMeHHOCTD, TEPHO TPYIHOTO BCKapMIuBaHus (M. pasjen 4.6).
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4.4. OcoOble yka3zaHHusi 1 MePbI NPeI0CTOPOKHOCTH MPH MPUMeEHEeHUH

C 0CTOPOKHOCTBIO

[Ipu 1eKOMIICHCUPOBAHHOW WIIM TSDKEJIOH XpoHMYecKou cepaednoit Hemocrarounoctu (I1-1V
dyHKIMOHANBHBIH Kaacc no Kinaccupukanuu Hero-Mopkckoil accoluanuy  KapauoNoros
(NYHA)), npu AV Onokane | creneHu; y HalMEHTOB IOXHJIOTO BO3pPACTa; y MAIMEHTOB C
3JIEKTPOKAPAUOCTUMYIIATOPOM/UMILIAHTUPOBAHHBIM KapIMOBEPTEPOM-AePUOPUIIIATOPOM; TIPH
OJIHOBPEMEHHOM IMPUMEHEHUHU C MpernaparamMH, CIIOCOOHBIMM YAJIUHATH MHTepBan QT; mpu
OJTHOBPEMEHHOM NPUMEHEHUH ¢ cO(pocOYBHPOM B MOHOTEpANUU WIH B KOMOWHAIIMU C IPYTUMHU
POTHBOBUPYCHBIMH IpETapaTaMy MPsIMOTO JEHCTBHS MPOTHB BHpycHOro renatuta C (TakuMu
KaK JIaKJIaTacBUp, CUMENIPEBUP, JISAUNACBUD); IPU HAPYIIEHUSAX (PYHKIMH HIUTOBUAHOM JKese3bl
B aHaMHe3e; MpH HapylleHUsIX (YHKUMHU IE€YEHHU; NMPH OPOHXUAIBHOW acTMe; MpHU TSHKEIOoH
JIBIXaTEeJIbHOU HEIOCTATOYHOCTH.

Oco0ble yKa3auus

BHyTpuBeHHOE cTpyiliHOE BBeleHUE Mpernapara AMHUOIAPOH OOBIYHO HE PEKOMEHAYETCs H3-3a
reMOJUHAMHYECKHX PUCKOB (pa3BUTHE BBIpAXEHHOTO CHIDKeHUs AJl, cocyaucroro kosarca),
IPEIIOYTUTENBHBIM SIBIISIETCS BHYTPUBEHHOE KalleJIbHOE BBEACHUE IIpenapara.

3a MCKJIIOUEHHMEM HEOTJOXKHBIX CIIy4aeB BHYTPUBEHHOE CTpPYHHOE BBEACHME IIpernapara
AMHOIApOH NTOJKHO MPOBOJUTHCS TOJIBKO B OJOKE MHTEHCHBHON TEpanuu MPH MOCTOSHHOM
koHTpoJje JKI (B cBsA3M ¢ BO3MOXKHOCTBIO Pa3BUTHUS YPE3MEPHOM OpaiuKkapiuu U apUTMOT€HHOT O
neiictBusi) u AJl (B CBA3HM C BOBMOXXHOCTBIO CHUKEHUS A /).

s Toro 4TtoObl M30eXKaTh BO3HUKHOBCHHS pEakIMii B MecTe BBeaeHus (cM. pasmen 4.8),
npenapat AMHOJApOH PEKOMEHAYETCS BBOAUTD YEPE3 LIEHTPAJIbHBIN BEHO3HBIN KareTep. ToJIbKo
B cly4ae KapJUOpeaHuMaluy MPH OCTAaHOBKE CEep/lla, BbI3BAHHON (hUOpMILIAIME jKeTy10UKOB,
pe3uCTeHTHOW K AeuOpWLISIMN, TpU OTCYTCTBHUM IEHTPAIbHOIO BEHO3HOTO JOCTYIa
(OTCYTCTBUU YCTaHOBJIEHHOTO LIEHTPaJIbHOTO BEHO3HOT'O KaTeTepa) npenapat AMHOIapOH MOKHO
BBOJUTh B KpPYNHYIO Nepupepuydeckyl0 BEHY C MaKCHUMajJbHBIM KpOBOTOKOM. Ilpum
HEOOXO/IMMOCTH MPOAOIDKEHUs JICYeHUs] IpernapatoM AMHOJAPOH IOCie KapAHUOpeaHUMAaluu
npenapaT AMHOJApOH ClIelyeT BBOJUTh BHYTPUBEHHO KaleJIbHO Yepe3 LIEHTPaTIbHbIN BEHO3HBIN
KaTeTep Mo/ MocTosTHHBIM KoHTposiem AJl u OKT'.

Peaxyuu co cmoponwi cepoya

Coo01manoch 0 BO3HUKHOBEHUH HOBBIX HApYIICHHH PUTMa WIM YTSDKEJICHUHU YXKE MMEIOIINXCS
HapylIeHWd puUTMa, HHOIrAAa C JIeTadbHbIM HcXoAoM. QOueHb BaXHO MPOBOJAUTH

mubdepeHIMaNbHBIA AMAarHO3 MEeXAY HEeJ0CTaTOuYHOM 3((EeKTHUBHOCTHIO Mpenapara U ero
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cocynucToi natonoruu. [Ipu npuMeHeHnn npenapaToB aMuo1apoHa 00 apUTMOTC€HHOM JICHCTBUH
coo0IIanoch 3HAYUTENBHO pEXe, YeM MpH MPUMEHEHHH JAPYIHX MPOTUBOAPUTMUYECKHX
npenapaToB M, Kak MPaBWIO, OHO HAOIIONANIOCH NMPH HAIWYHH (DAaKTOPOB, YBEITUYMBAIOIIMX
NPOIOJDKUTEIBHOCTh MHTepBaia QT, Takux Kak B3aUMOJICHCTBUE C IPYTMMU JIEKAPCTBEHHBIMU
CpeICTBaMHU W/WJIM HAPYIICHUS COJEPYKAHHS SJCKTPOJUTOB B KpoBH (cM. pasmeinsl 4.5, 4.8).
Hecmotpss Ha cmocoOHOCTh mpemapara AMHOJAPOH YBEIMYUBATh MPOJOJIKUTEIBHOCTD
unTepBasia QT, OH MoKa3al HU3KYIO aKTUBHOCTh B OTHOIIICHUH IPOBOIMPOBAHUS ITOJUMOPPHON
KEITyTOYKOBOW TAXUKAPIUH TUTIA ITHPYITH.

Buvipaosicennas opaduxapous

[Tpu npumeHeHnn amuoapoHa ¢ cohocOyBHpOM B KOMOMHAIIMU C IPYTUMHU MPOTUBOBUPYCHBIMU
npernapaTaMu NpsSIMOro JIEHCTBUS MPOTUB BHpycHOro rematuta C, TaKUMHU Kak JakKjaTacBHp,
CHUMEIIPEBHp, JICIUNIACBHP, HAOIIOMAIMCh CIydyaW pPa3BUTH BBIPAKEHHOW, IMOTCHIIMAIBHO
YrpOKAIOMIEH JKU3HU Opanukapauu, a Takke Onokaabl cepama. [losromy ogHOBpeMeHHOE
NPUMEHEHHE STHX IPerapaTroB C IMpernapatoM AMHOAApOH HE pexoMmeHayercs. Ecim Henb3s
nu30eKaTh OJIHOBPEMEHHOTO IIPUMEHEHHUS 3TUX MPeraparoB ¢ mpernapatoM AMHOJIApPOH,
PEKOMEH IyeTCs TIATEeNIbHOE HAOF0ICHHUE 3a AIIMEHTAMHU I0CjIe Havasla mpueMa codpocOyBupa B
KOMOWHAIMH C IPYTUMH MIPOTUBOBUPYCHBIMHU TperapaTaMy MpsMOTO JICHCTBHS.

[Tocne Hayala OJJHOBPEMEHHOrO0 MPUMEHEHUs cOo(POocOyBHUpa MALMEHThl, KOTOPbIE OTHOCATCS K
IpyIIe BBICOKOTO PHCKA pa3BUTHS OpaguapuTMHHU, JOJDKHBI HEMPEPHIBHO HAOIIOIAThCS B
YCIIOBUSX CTallMOHapa B Te€UEHHE He MeHee 48 4acoB.

BenencTBue mMTeNbHOTO TEpHOJA TONYBBIBEACHUS aMHOJApOHA, TAKKe CIEAyeT MPOBOIHUTH
COOTBETCTBYIOIIM MOHHTOPUHT Yy TAIMEHTOB, KOTOPHIE MPEKpaTHJIM TIPUEM Iperapara
AMHOJAapOH B TEUEHHUE MOCIEAHUX HECKOJIBKUX MECSIEB /10 Hayaja jieueHus: copocOyBUpPOM B
MOHOTEpaNnuyu WM B KOMOMHALIMM C JAPYITMMH NPOTUBOBUPYCHBIMU IpernapaTaMu IMpsiMOTrO
JICUCTBUA.

[TaneHTHI, TPUHUMAIOIIHME BBIMICYKAa3aHHBIE JICKAPCTBEHHBIC NpenapaThl MPOTHB BUPYCHOTO
renmatuta C B cOYeTaHUM C MpenapatoM AMHONAPOH, KaK OJHOBPEMEHHO C JpYrMMHU
JIEKapCTBEHHBIMM IIperapaTaMM, 3aMeIJISIOIIMMU CEepPAEUHbI PUTM, Tak W 0e3 codyeTaHus ¢
TaKUMHU JIEKaPCTBEHHBIMH TIperapaTaMy, TOJDKHBI OBITh TPOWH(OPMHUPOBAHBI O CHMIITOMAX,
YKa3bIBAIOIINX HAa pa3BUTHE OpamukapIuu W OJIOKaabl cepana. B ciydae WX TOSBICHUS OHU
JIOJKHBI HEMEJIEHHO 00paTUTHCS 38 MEAMIIMHCKONW MOMOIIIBIO.

Jlecounvie napyuenus

[TosiBeHME OIBIIIKK WM CYXOTO KAl MOXKET OBITh CBSI3aHO C JIETOYHOW TOKCHYHOCTBHIO, B

YaCTHOCTH, C pa3BUTUEM MHTCPCTHLIHUATILHOI'O ITHEBMOHUTA. B ouenn PEAKUX ClIydasaX PasBUTHC
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WHTEPCTUIMATBLHOTO TTHEBMOHHUTA HAOIIOAAIOCH TTOCIIE 'Q{'ﬁi‘pﬁ%&fﬁg%-rgﬂgﬁﬁ{'ﬁh Eﬁﬁbﬁé})bﬁa.

il

“MEPTHOMY OTYETY

IIpn momo3peHMM Ha pPAa3BUTHE HMHTEPCTULHAIBHOIO ITHEBMOHMTA Yy IALIMEHTOB, Y KOTOPBIX
BO3HHUKACT CHJIbHaA OJbIIIKA, KaK I/I3OJII/IpOBaHHa$I, TaK U B COYCTAaHUHU C yXYI[IHeHI/IeM 06H.[CFO
COCTOSTHUS (TTOBBIICHHAS YTOMJISICMOCTD, CHIYKEHUE MACChI TeJla, TMX0PAJIKa), CICIYEeT IPOBECTH
PCHTTEHOJIOTHYECKOE HCcieIoBaHue JierkuX. ClieayeT MPOBECTH MEPEOLEHKY HEOOXOIUMOCTH
IIPUMEHEHUs aMHUOJApOHAa, TaK Kak IIPU pPAHHEM OTMEHE IIpenapara WHTEPCTULMAIBHBIN
MTHEBMOHHUT OOBIYHO SIBISIETCS 0OpaTHMbBIM (KIMHUYCCKUE CUMITOMBI OOBIYHO Pa3pemialoTcs B
Te4eHHe 3-4 Helenab C MOCIACAYIONMM 0oJiee MEICHHBIM YIIYYIIEHHEM PEHTICHOJOTHYECKOM
KapTUHBI U (QYHKIMH JICTKUX B TCUCHUE HECKOJIBKUX MecsIeB). CaenyeT paccMOTPETh BOIPOC O
JICYCHUU TIFOKOKOPTHKOCTEPOUIAMH.

KpOMe TOro, y IIannuCHTOB, KOTOpBIM BBOJIHJIICA aMI/IOI[apOH, B OUCHb peIIKI/IX cnyqa;lx, O6BI‘IHO
HETOCPEACTBEHHO TOCJIE XUPYPrHYECKOr0  BMEIIATEIbCTBA, HAOIIOJAIOCh  CEPhE3HOE
JIBIXATCIIbHOE OCIIOKHEHHE (OCTPBIM PECHUPATOPHBIN JUCTPECC-CHHIPOM B3POCIIBIX), HHOIIA C
JICTAJIbHBIM HCXOJO0M, HpeI[HOJIaFaCTCﬂ BO3MOXXHOCTH CBSI3U €TI0 pa?,BI/ITI/IH C B3aHMOﬂCﬁCTBHeM C
BBICOKUMH KOHIICHTPAIUAMHU KUCIIOpoia (cM. pa3zaen 4.8).

HapymeHuﬂ CO CMOPOHbL neYeru

PexomeHyeTcst TIaTeIbHbIH MOHUTOPHHT ()YHKIIMOHATIBHBIX «TICYCHOYHBIX)» TECTOB (KOHTPOIb
AKTUBHOCTH «IICYCHOYHBIX)» TpchaMI/IHaS) HepezI Ha4dvaJIOM HpI/IMeHeHI/Iﬂ aMI/IOIIapOHa nu
peryJsipHO BO BpeMs JieueHusl ipenaparoM. B TedeHue nepBbix 24 4acoB MOCIE BHYTPUBEHHOTO
BBEJCHUS aMHOJApPOHA MOXKET Pa3BUTBCA OCTPOC TMOpPaKEHHWE IeYeHH (BKIIIOYas
TenaTolEeJUTIONSPHYI0 HEIOCTaTOYHOCTh WM TIEUEHOYHYI0 HEJOCTaTOYHOCTb, HHOTJA C
JICTAJIbHBIM I/ICXOI[OM) u XpOHI/ILIeCKOG HOpa)KeHI/Ie IICUYCHU. HOBTOMy HpI/I ITOBBIIIICHUHN
aKTUBHOCTH «II€Y€HOYHBIX» TPAaHCAMHUHA3, B TP pa3a IIPEBBIIIAIOIIEM BEPXHIOK I'PaHUILY HOPMBI,
03y TpenapaTa AMHOAAPOH CIEAYET CHU3UTh WU MPEKPATUTh €T0 MPHEM.

Knunuueckne u nabopaTopHble TMPHU3HAKKM XPOHWYECKOW MEYEHOYHON HEIOCTATOYHOCTH IMPHU
IPUMEHEHUN aMHOJapOHa BHYTPh MOTYT ObITh MUHUMAJIbHO BBIPRXKEHHBIMH (TelaToMerasus,
MOBBILICHHE AKTUBHOCTU TPAaHCAMHUHA3, B MIATh Pa3 MPEBHIIIAIOIIEE BEPXHIOIO IT'PaHUIly HOPMBI) U
00paTHUMBIMU TIOCTIE OTMEHBI TIpenapaTa, 0JJHaKO COOOIIANIO0Ch O CIy4YasX CMEePTENFHOT0 UCXO0/1a.
Hapywenus co cmoponwl opeana 3penus

Ecin HaOmromaercss ociaOJieHWe OCTPOTHI 3pEHHS WJIM BO3HHKHOBCHHE HEUYETKOCTH 3pPEHUS,
HEOOXOIMMO HEMEIJICHHO IMPOBECTH IMOJTHOE O(TATIbMOJOTHYECKOE O0CIIeIOBaHNE, BKJIIOUAs
dbyHIOCKOMHIO (OCMOTp THa3HOTO AHA). [IposiBieHNe HeWpomaTuu W/ HEBPUTA 3PUTEIHLHOTO
HepBa TpeOyeT OTMEHBI aMUOIaPOHA M3-32 BOZMOXKHOTO PA3BUTHS CIIEMOTHI.

Tscenvie bynnesnvle peakyuu

Jleuenue nmpenaparoM AMHOJIAPOH CIIEYET HEMEJIEHHO MPEKPATUTD MTPH MOSIBJIEHUH CUMIITOMOB
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MY OTHETY

T

CruBeHca-/[)KOHCOHA, TOKCHYECKOIO JMHUAEPMAIBHOIO HEKpPOJIM3a, a HMEHHO: IIOSIBIIEHUE
MPOTPECCUPYIONICH KOXHOM CHIMKM, YacTo ¢ O0Opa3oBaHUEM IMy3bIpel, WJIH TOSBICHUC
MOBPEXACHUN CITU3UCTBIX 000JI0YEK.

Jlexapcmeennoe 83aumooeticmaue

He pexomenayercss ogHOBpEMEHHOE NPUMEHEHHUE IpernapaTta AMHOAAPOH CO CIEAYIOIUMU
JICKapCTBEeHHBIMH ~ CPEJCTBaMHU: OeTa-agpeHo0J0KaTopamMH, OJOKaTopaMH  «MEIJICHHBIX)
KaJbI[MEBBIX  KAaHAJIOB, YyPEXKAIOIIMMU CEPACYHBIM pUTM  (Bepamamuil, JUITHA3EM),
CITa0UTENbHBIMU, CTUMYJIUPYIOIIUMHU MEPUCTAIBTUKY KHIIEUYHHUKA, KOTOpPHIE MOTYT BBI3BATh
TUIIOKAJIMEMHUIO.

Ilepsuunas oucghynxkyua mpancnaanmama (IJT) 6 meuenue 24 uacos nocie mpancnianmayuu
cepoya

[IpumeHneHue amuoJapoHa Mepes TPaHCIUIAHTAIMEeH cep/lia CBA3aHO C MOBBIIMIEHHBIM PUCKOM
passurtus [I/IT (nanHbIE peTPOCTIEKTUBHBIX UCCIIEIOBAHUI).

[IAT npencraBnsier coOOM >KU3HEYTPOXKAIOIIEE OCIOKHEHHWE TPH TPAHCIUIAHTAIMU Cep/la,
MPOSBIISOLIEECS KaK AUCPYHKIMS JIEBOTO, IPABOT0 MIM O0OMX KEITYJA0UYKOB, M Pa3BUBAOIIASCS
B TeueHHe 24 4yacoB MOCJ€ TPaHCIUIAHTALUU CEpAla, JUIsl KOTOPOW HE YCTaHOBIEHO APYroi
IpUYKHBL B ciyyae nanueHToB, BHECEHHBIX B OU€pe/lb Ha TPAHCILIAHTALIMIO CEPAILIA, CIEAYET KaK
MO>XHO PaHbIIIE€ OLIEHUTh BO3MOXXHOCTH MPUMEHEHHUS aJbTEPHATUBHOTO AHTUAPUTMHUYECKOTO
npernapara.

Tunoxkanuemus

['unokanuemust JoykHa ObITh CKOPPEKTUPOBAHA /10 HaYala IPUMEHEHHUs IpenapaTa AMHUOIapOH.
Obwas u mecmnas anecmesus

[lepen XupyprudyeckuM BMEIIATETLCTBOM Bpaya-aHECTE3HOJOra CleyeT I[OCTaBUTh B
M3BECTHOCTH O TOM, YTO MAaIMEHTY BBOJIMJICS aMUOIapoH. JleueHne aMno1apoHOM MOXKET YCHIIUTh
reMOJUHAMUYECKUH PHUCK, MPUCYIIUN MECTHON MM oOmied aHecTe3uu (B OCOOEHHOCTH 3TO
OTHOCUTCSI K YPEKEHHUIO CEpACYHOrO pPHUTMA, 3aMEIJICHUI0 MPOBOAUMOCTH U CHUKEHUIO
COKpPaTUMOCTH CEep/la).

Hapywenue ¢ynkyuu wumosuoroti sxcenesvi

AMHOJIapOH MOJKET BBI3BIBATh HApyIICHUS (DYHKIIUU IMTOBUIHOW JKEJIe3bl, OCOOCHHO Y
MAlMeHTOB C HapYyMIEHUSAMH (DYHKIIMU [IUTOBUIHOM KeJe3bl B COOCTBEHHOM WM CEMEHHOM
anamuese. [loaTomy, B ciydae mepexoja ¢ BHyTPUBEHHOTO BBEACHHS Ipenapara AMHOIApOH Ha
MpHUeM Tpernapara BHYyTPb, Kak BO BpeMs JICUCHHs, TaK U B TEUCHHE HECKOJIIbKUX MECSIIeB TOCTe
OKOHYAHUS JICYEHUS, CIICTYEeT MPOBOIUTH TIATEIHHBIA KIMHUYECKUH 1 JTA0OPATOPHBIA KOHTPOJIb

GyHKIMM IUTOBUIHOM kene3bl. [Ipu mogo3peHuu Ha IUCHYHKIUIO IIUTOBUIHON >KEJE3bl
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MY OTHETY

i

KPOBH (C MOMOIIBIO CBEPXUYBCTBUTENBHOTO aHanu3a Ha TTT).
[Ipenapat AMHOAAPOH COACPIKUT B CBOEM COCTABE HOJ] ¥ TIOATOMY MOXKET HapyIIaTh HOTJIONICHUE
PaJMOaKTHBHOTO HOJa, YTO MOXKET HCKaKaTh Pe3yJIbTaThbl PaJMOU30TOITHOTO HCCIIETOBAHUS
IIUTOBUIHON JKeJe3bl, OJJHAKO €ro NMPHUMEHEHHE HE BIIMSET Ha JIOCTOBEPHOCTH OIPEICICHUS
KoHLeHTpauuu TpuiioaruponuHa (T3), Tupokcuna (T4) u TTIT B ruiazme KpoBH.

eTu
VY nereit 6e3onmacHOCTh M 3((EKTHBHOCT, aMHOAApOHAa He M3ydajach. B ammynax mpemapara
AMHOIapoH coaepXuTcs OeH3WIOBBI crupT. CooOLIaToch O pPa3BUTHH Y HOBOPOXKICHHBIX
PE3KOTr0 YAYIIbS CO CMEpPTEIBHBIM HCXOJOM IIOCJIE BHYTPHBCHHOI'O BBEIICHHS PacTBOPOB,
cozieprKaIux OeH3WIOBbIH criupT. CUMIITOMaMH Pa3BUTHSI TOTO OCJIOKHEHHS SIBIISIFOTCS: OCTPOE
pa3BuTHE yaylIbs, CHIKeHHe AJl, Opagukapaus v KoJuiarc.

BcnomorarenbsHbIe BEIECTBA

B makcumanbHO# cyTOUHOH 703€ mpenapata coaepxkutcs 480 mr 6ensminoBoro cnupra (20 mr B
1 mut), 9TO 3HAYHUTEITHHO MEHBIIIE TTPEIETHHO TOMyCTUMOTO conepkanus (90 mr/kr/cyt). Umetores
JTaHHBIE, YTO OEH3MJIOBBIN CIIUPT MOXKET BbI3bIBATh TOKCUUECKUE U aHA(DUIAKTOUIHBIC PEAKIIUU Y
MIIafieHlleB M jaereil 10 3 ner. BeH3wnoBbIH CIUPT NPOTHBONOKA3aH HEJOHOLICHHBIM U

HOBOPOXACHHDBIM.

4.5. BzaumojeiicTBie ¢ [PYrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApyrue BH/bI
B3aUMOAelCTBUSA

dapmakogrHaAMHUYECKHE B3AUMOJEUCTBUS

Jlexapcmeennvie cpedcmea, cnocobHble 8bl3bl18aANMb NOJUMOPDHYIO HCEYOOUKOBYIO MAXUKAPOUIO
MUNA «RUPYIM» UIU Y8eIU4U8aAMsb NPoOodcumensHocms unmepeana QT

ﬂeKClDCI’}’l6€HHbl€ CD@OCWZGCZ, CnocoOHblE BbIZLIEAMD nOﬂuMODd)HVIO .?fceﬂVaOllKOGVIO maxuxapduio

muna «nupyasn

KomOuHMpoBaHHass Tepanmusi C JIEKAPCTBEHHBIMH CpEACTBAMH, KOTOpPBIE MOTYT BBI3BIBATH

HOJUMOP(HYIO JKEJIYyJI0YKOBYIO TaXMKapAMIO THUMA «IIHPYIT», NPOTUBONOKA3aHA, TaK Kak

YBEJIMYMBAETCSI PHUCK pPa3BUTHS MNOTEHIMAIbHO JIETAJBHOW MONUMOPGHON HKEITyT04YKOBOM

TaXHUKAPJIUU THIIA «ITHPYITY.

K HMM oTHOCSATCS:

e aHTHapuTMUYeckue mnpenaparsl |A kimacca (XMHUAMH, TUAPOXUHHUIWH, IH30MUPAMUI,
MIPOKaHAMHU]L);

e anTtHaputMudeckue npenaparbl |ll kmacca (modermnmn, mOyrtnamn, OpeTHsIus TO3MWIAT),

JIpOHETAPOH, COTAJIOI,
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e Jpyrue (He aHTUAPUTMHUYECKUE) MpEnapaThlj TaKUe JHPCIIELOBATENBHOCTL 0001)

- He#posenTHKH: (QEHOTHA3WHBI (XJOPIPOMA3WH, [MAMEMa3HWH, JIEBOMEIPOMA3HH,
THopuaasuH, Tpudayonepasus, ¢uaydeHasuH); OeH3aMUIbl (aMUCYIBIPUA, CYJIBTONPH]I,
CYJNBIUPHJI, THAIPU); OYTHPOPEHOHBI (POTIEPHUI0JI, TATOICPUI0I), CEPTUHION, TUMO3HUI;

- aHTUACTIPECCAHTHI: TPULUKIMYECKUEC AHTUICTIPECCAHTHI, CEJICKTUBHBIC WHTUOUTOPHI
00paTHOTO 3aXxBaTa CEPOTOHHMHA (IIUTAIONPAM, ICIIUTAIONPaM);

- aHTHOaKTepuaNbHBIE CpPEACTBA: (TOPXUHOJOHBI (JIEBO(IOKCAIIUH, MOKCHU(DIOKCAIIHH,
cnapdokcanuH, TUIPOQIIOKCAIINH); MAKPOIUABI (IPUTPOMUIIMH TIPU BHYTPUBECHHOM BBEJICHUH,
A3UTPOMMIIVH, KJIIAPUTPOMUIIMH, POKCUTPOMUIINH, CITHPAMHIINH ), KO-TPUMOKCA30JI;

- IPOTHBOTPUOKOBBIC CPEJICTBA: 23016l (BOPUKOHA30II, HTPAKOHA30JI, KETOKOHA30JI, ()IIyKOHA30J1);
- IPOTUBOMAIISIPUHHBIC CPEJICTBA (XUHUH, XJTOPOXHH, Me(DIOXUH, raodaHTpHUH, TyMehaHTPHUH);
- IPOTHBOITPOTO30MHBIE CPEACTBA (ICHTAMUINH IPH MTAPCHTEPATLHOM BBEICHUH);

- IPOTHBOOITYXO0JICBbIC CPEICTBA (BaHICTAHUO, MBIIIbSIK TPUOKCH]I, OKCAIUTUIATHH);

- IPOTHBOPBOTHBIE CPEJICTBA (IOMIIEPUIOH, OHJIAHCETPOH);

- CPEJICTBA, BIMSAIONINE HA MOTOPHKY JKEITYJI0YHO-KUIIICYHOTO TpaKTa (IH3arpu);

- AaHTUTUCTAMUHHBIE CPe/ICTBA (MU30JIACTHH, aCTEMHU30J1, TePPCHATNH);

- IPOYHE JIEKAPCTBEHHBIC CPECTBA (IueMaHuIa MeTHICYIb(AT, OCTIPUIILI).

ﬂeKapcmgeHHble CDG@CI’I’ZGCI, cnocobmbvie yeeauduedanio npOdOJZDfCMm@JZbHOCmb uHmepeaia OT

CoBMecTHBI ~ @IpUeM  aMUOJapoHa €  IpenapaTaMy,  CIIOCOOHBIMH  YBEJIWYHMBATh
IPOIOJDKUTENBHOCTh HMHTepBana QT, MOIKEeH OCHOBBIBATHCS Ha TIIATEIBHOW OLIGHKE IS
Ka)KJ0r0 MalMeHTa COOTHOIIEHUS 0KMIa€MOM MOJIb3bl U MOTEHLIUAIBHOTO PUCKa (BO3MOYKHOCTD
BO3PACTaHMs pHCKa Pa3BUTHsI MOJUMOP(HOH JKeIyI0UKOBOW TaXWKapAUU TUIA «ITUPYIT») (CM.
pasznen 4.4); npu NPUMEHEHUU TaKMX KOMOMHAIMN HEOOXOIMMO PETyIsIpHO KOHTPOJIMPOBATH
OKI' nanuenToB (Ju1s BbIsBICHUS yanuHeHus uHtepBana QT), a Taxke colepikaHue Kaius U
MarHusi B KpoBH.

VY nanueHToB, NPUHUMAIONIUX aMHUOJApOH, CleAyeT u30eraTb MPUMEHEHHUsS (TOPXUHOIOHOB,
BKJII0Yasi MOKCH(IIOKCALIMH.

Jlexapcmeennvie cpedcmea, cnocoOHbie 8bI3b16aMb SUNOKATUEMUIO

Hepexomenoyemvie kombunauuu.:

® CO CIa0UTENbHBIMU CPEACTBAMH, CTUMYIHPYIOIIUMH MEPUCTATIBTUKY KUIIEYHHKA, KOTOPbIE
MOTYT BBI3bIBATh TUIIOKAJIUEMHIO, YBEIHMUNBAsI PUCK PA3BUTHUS OJTUMOP(GHOI KeTyq0UKOBOM
TaxuKapauu TUNA «IHpPY3T». OJHOBPEMEHHO € aMHOJApPOHOM CJENYET MPUMEHSTH
crabuTenbHble JPYyrux (papMaKoIOrHYecKUX TpyI.

KOM6MHCIZ/IMM, WID€5V)‘0WM€ OCMOPpOoAHCHOCMU NPU NPDUMEHEHUU.

® C JWypETHKAaMH, BBI3BIBAIONIMMHU THIIOKAUIMEMHIO (B MOHOTEpANMHM WJIH B KOMOMHAIUAX C
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JAPYTHMH JICKAPCTBEHHBIMU CPEICTBAMH);

“MEPTHOMY OTYETY

e C CHCTEMHBIMHU KOPTUKOCTEPOUIaMHU (TITFOKOKOPTUKOCTEPOUIAMH,
MUHEPATOKOPTHUKOCTEPOHUIAMH) U TETPAKO3aKTUIIOM;

e camdporepunHoM B (BHYTpHBEHHOE BBEICHNUE).

HeoGxomuMo mnpenoTBpamaTh pa3BUTHE THUIOKAJIHMEMUH, a B CiIydae €€ BO3HHUKHOBECHHS,

BOCCTaHABIMBATh [0 HOPMAJIbHBIX 3HAUCHHH COJIEp)KaHHE Kajus B KPOBH, KOHTPOJIHPOBATH

coJiepskaHue 3JeKTpoiauToB B kKpoBu U DKI' (Ha mpeaMer BO3MOXKHOTO YAJUHEHHS WHTEpBalia

QT), a B ciiyyae BO3HUKHOBEHHUSI MTOJIUMOPGHON KEITYAOUYKOBOM TAXUKAPAUU TUIIA ITHPYIT», HE

clieflyeT TPUMEHATh aHTHAPUTMUYECKHe cpeacTBa. JlomkHa OBITH HadaTa JKEIYA0YKOBas

KapIMOCTUMYJISIIINS; BO3MOKHO BHYTPUBEHHOE BBEJICHHUE COJICH MarHusl.

Jlexapcmeennvie cpedocmea, ypeoicarouue CepoeuHbvlll pUmMM UlU 6bl3bl8alOwUe HAPYUIeHUs

agmMomMamuama uiyu nPposooUMOoCmu

OpnHOBpEeMEHHOE NMPUMEHEHHUE C TperapaTaMy, OKa3bIBAIOIIMMH YTHETAoIIee BO3JCHCTBHE Ha

CHHYCOBBIM y3en H 3amMemisionmumMu AV  npoBOoAMMOCTh (HampuMep, IUTOKCUH, Oera-

aapeHo0JI0KaTOPbI, OJIOKATOPBl «MEICHHBIX» KaJbI[UEBBIX KAHAIOB, YPEKAIOIIHUE CepJCHHbIN

PUTM [Bepamammuil, AUITHa3eM|, UBaOpaIvH), MOTYT YCHJIHMBATh 3JEKTPO(U3HOIOTHUECKHE U

reMoJiMHaMu4ecKkue HPQPEeKTsl aMHUOJapOHA W TNPHUBOJUTH K BO3HHMKHOBEHHUIO BBIPAKEHHOU

Opanukapauu, OCTaHOBKE cuHycoBoro ysna u AV Onokane. KoMmOuHuUpoBaHHas Tepamnus

aMHUOJIapOHa C 3TUMHU JICKAPCTBEHHBIMH CPEJICTBAMU HE PEKOMEHIYEeTCSl.

Ilpouue nexapcmeennvie cpedcmea, ypeosicaowjue cepOeuHblii pumm (KIOHUOUH, 2YaAH@DAyuH,

UHUOUMOpPBLL XONUHICMEPA3bl [OOHene3u, 2alaHmamMuH, pUACMuSMuH, MAaxKpuH, ambeHOHUs

X710pUO, NUPUOOCMUSMUHA OPOMUOD, HEOCMUSMUHA OPOMUO], NUTOKAPNUH)

Puck pa3zurtus upesmepHoi Opaaukapauu (KyMyJIsTUBHbIE 3 (DEKTHI).

Jlexapcmeennvie cpedcmea 015 obujeli anecmesuu

CooOmasioch 0 BO3MOXHOCTH Pa3BUTHS CHENYIOMIMX TSDKEIBIX OCJIOKHEHUH Y IAalMeHTOB,

NPUHUMAIOIINX aMHOJAapOH TMPH TPOBECHUH MM OOIIeH aHeCTe3WH, TaKuX Kak: Opamukapius

(pe3ucTeHTHasl K BBEICHUIO aTpoIlMHa), CHIKeHne AJl, HapymeHus mpoBOIUMOCTH, CHHKCHHE

cepeyHoro BeIOpoca.

HaGnronanuch oueHb peJiKue CiIydau TSXKENbIX OCII0KHEHHH CO CTOPOHBI JbIXaTeIbHOM CUCTEMBI,

WHOT/Ia C JIETaTbHBIM HCXOJIOM (OCTpPBI pEeCMpaTOPHBIA JAHCTPECC-CHHIPOM B3POCIIBIX),

KOTOPBII pa3BUBAJICS HETIOCPEICTBEHHO MOCIIE XUPYPTHIECKOTO BMEIIATEHCTBA, BOSHUKHOBEHHE

KOTOPOT'O CBSI3bIBAETCSI C B3aUMO/ICHCTBHEM C BHICOKMUMH KOHLEHTPAIMSIMU KUCIOPOJa.

DapMaKOKMHETHYECKUE B3aUMOICHCTBUS

Bausnue amuooapona na opyeue nexapcmeenmuvie cpedcmaa

AMHOApOH W/ MM €ro MeTaboNMT Je33TUIaMHOAApOH MHruoupyroT uszodpepmentsl CYP1AL,
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CYP1A2, CYP3A4, CYP2C9, CYP2D6 u R-rmuxortpbrenn—(P-go) i/ Nioti Vaendibars

CUCTCMHYIO 3KCTIO3UIHIO JICKAPCTBCHHBIX MPCIIapaTOB, SABJIAIOIIUXCIA UX Cy60TpaTaMI/I. B cBs3u ¢
MMPOAOJDKUTCILHBIM IMEPHUOAOM IMOJIYBBIBCACHUSA aMUOJapOHa AAaHHOC BSaHMOHeﬁCTBHe MOXET
Ha6J'IIOI[aTI)CH JaXKE 4€PE3 HECKOJIBKO MECAIICB ITOCJIC ITPEKpALICHUA €TI0 IMTpHEMaA.

Jlexapcmeennvie CDB@CWZBG, ABJAOUUECA cv6cmpamamu P-qgp

Amuonapon sBisercss uHruouropom P-gp. Oskupaercs, 4TO €ro COBMECTHBIM TNpUEM C
JICKapCTBEHHBIMH TIperapaTaMy, SBISIOUIMMHUCA CyOcTpatamu P-gp, mpuBeneT K yBEIMUYCHHIO
CHCTEMHOM SKCIIO3UIIUH MTOCITETHUX.

e (Cepaeunble TIMKO3UIBI (TIPETIapaThl HAEPCTSIHKH)
B03MOXXHOCTh BO3HMKHOBEHHUS HApyIICHHH aBTOMAaTH3Ma (BBIp@KCHHAs Opaaukapaus) |
IPEICEePAHO-KETYIOYKOBOW MPOoBOAMMOCTUH. Kpome Toro, mpu KOMOMHAIIMM JWTOKCHHA C
aMUOAapOHOM BO3MOXHO YBCIMYCHHUEC KOHICHTpPALUMKW JUI'OKCHMHA B IIJIa3ME KPOBHU (I/I3-33
CHIDKCHUS ero KinmpeHca). [loaToMy mpu codeTaHMM JUTOKCHHA C aMHUOJapOHOM HEOOXOIMMO
OIIPEICTIATh KOHIIEHTPALIUIO IUTOKCHHA B KPOBH U KOHTPOJIMPOBATH BO3MOKHBIE KIIMHUYECKUE
IIEKTPOKapANOTpadUUECKHE MIPOSBICHNUS AUTUTATMCHON HHTOKCUKAIMU. MOXXeT moTpeboBaThes
CHIDKEHHE 103 JUTOKCHHA.

e JlaburaTtpan
HeoOxonnMo mposiBASATH OCTOPOKHOCTH IPU OJHOBPEMEHHOM IPUMEHEHHM aMHOAApOHa C
a0uraTpaHoM H3-3a PUCKa BO3HHUKHOBEHHMS KPOBOTCUCHHS. MOXKET MoTpeOOBaThCs KOPPEKLUS
JI03bI JabUraTpana B COOTBETCTBUU C YKAa3aHUSIMU B €0 HHCTPYKLIUH 110 TPUMEHEHHIO.

Jlexapcmeennvle cpeocmea, asisowuecs cyocmpamamu uzochepmenma CYP2C9

AMHUOJApOH TIOBBHIMIAET KOHIIEHTPAIIMIO B KPOBU JIEKAPCTBEHHBIX CPENCTB, SBIISIOIIAXCS
cyocrparamu u3zopepmenta CYP2C9, takux kak BapdapuH uiIuM (EHUTOMH, 3a CYET
uHru6uposanus uopepmenta CYP2C9.
e Bapdapun
[Tpu xomOuHaiuu BapdapuHa ¢ aMHOJAPOHOM BO3MOXHO YycujieHHE 3(()EKTOB HEmpsMOro
AQHTHKOATYIISIHTa, YTO YBEIMYMBACT PHUCK pa3BUTHS KpoBoTedeHus. Crnemyer yarme
KOHTPOJIMPOBATH MPOTPOMOMHOBOE BPEMS ITyTEM OIPENENICHUs IMoKa3zaTelss MexITyHapoIHOTO
HopMmanu3oBaHHOro otHomeHuss (MHO) u  mpoBOIuTh  KOPpEeKIHMIO 703  HENpsMbIX
AQHTHUKOATYJISTHTOB, KaK BO BPEeMs JICUEHHUSI aMHUOJIapOHOM, TaK H MOCJIe MPEKpaIEeHHs ero npruema.
e  OcHUTOMH
[Tpu coueranuu peHUTOMHA C aMHOAAPOHOM BO3MOKHO Pa3BUTHE MEPEIO3UPOBKU (EHUTOMHOM,
YTO MOXXET MPUBOTUTH K MOSBICHHIO HEBPOJIOTHIECKUX CHMITOMOB; HEOOXOIMM KIMHUYESCKHMA
MOHUTOPHHT W, TIPH TEPBBIX K€ TMPU3HAKaX NEepeIO3UPOBKH - CHIDKEHHE 03Bl (pEeHUTOWHA.

XKenarensHo onpeneneHne KOHLIEHTpauy (PeHUTOMHA B TJIa3Me KPOBH.
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o (eKauHuLI
AMHOApOH TIOBBINIACT TUIA3MEHHYIO KOHICHTpAluio (IICKanHUAa 3a CueT WHTHOMPOBAaHUS
uzopepmerta CYP2D6, B cBsi3u ¢ ueM TpedyeTcss KOppeKIus 103 GIICKanHHUIA.

Jlexapcmeennwvle cpeocmea, asnsowuecs cyocmpamamu uzodhepmenma CYP3A4

[Ipu codyeranuu ammomapona, nHruouTopa mzopepmenta CYP3A4, ¢ 3TUMH JIeKapCTBEHHBIMU
cpenacTBamu, sBisIomuUMucs cyoctpatamu u3odpepmenta CYP3A4, BO3MOXKHO MOBBIIICHUE HX
IUTa3MEHHBIX KOHIIEHTPAIMi, YTO MOXET NMPHUBOJUTH K YBEIMYEHUIO MX TOKCHYHOCTH W/WIIA
YCUJIEHHIO (hapMaKOJAMHAMHUYECKUX YPPEKTOB, a TAKKE MOXKET IMOTPeOOBATh CHUKEHUS UX J103.
Hwxe nepeunciieHsl Takue JeKapCTBEHHbBIE CPEJCTBA.

e [luxiocnopux
Coueranue IMKIJIOCTIOPUHA C AMUOJIAPOHOM MOXKET YBEIMYUTh KOHLIEHTPALMU LUKIOCIOPHHA B
IU1a3Me KPOBHU, HEOOXO0IMMa KOPPEKIIHS JO3bI IIUKIOCIIOPUHA.

e @dcHTaHUI
KomOuHamms ¢ aMHoJapOHOM MOKET YBEITMUUTH (hapMakoInHaMHYecKie d3PPeKTs PeHTaHIIIA U
YBEIUYUTH PUCK PA3BUTHUS €T0 TOKCHUECKUX IPPEKTOB.

e Uuruburoper ['MI-KoA-penykrassl (craTuHbl) (CHUMBacTaTWH, aTOpPBAaCTaTUH H

JIOBACTaTHUH)

VYBenuyeHue pUCKAa MBILIEYHOH TOKCHUYHOCTH (pabnomMMonn3a) TMpUd  OJHOBPEMEHHOM
OPUMEHEHUH aMHOJapOHa M CTAaTHHOB, META0OJIM3UPYIOIIUXCS C IMOMOULIbI0 H30(epMeHTa
CYP3A4.
Pexkomenyercsi mprMeHEHHE CTATUHOB, HE META0OJM3UPYIOMIUXCS C MOMOIIBI0 H30(pepMeHTa
CYP3AA4.

e Jlpyrue JneKapCTBEHHbIE CpEJCTBA, METaOOJM3UPYIOUIMECS C MOMOIUIbI0 H30(epMeHTa

CYP3A4

JlumokanH (PUCK pa3BUTUS CHHYCOBOW OpaJWKapAWd ¥ HEBPOJIOTMYECKHX CHMIITOMOB),
TakpoJuMyc (pPUCK pa3BUTUS HEDPOTOKCUYHOCTH), cuineHaduna (pUCK YBEIMYEHHUS €ro
He)KeJlaTeJIbHbIX PEaKIHii), M11a301aM (PUCK pa3BUTHUS IICUXOMOTOPHBIX 3(h(PEKTOB), TpHuazonaM,
JUTUAPOIPTOTaAMUH, SPTOTAMHH, KOJIXHUIIUH.

Jlexapcmeennvie cpedcmea, asnsaowuecsa cyocmpamamu usohepmenma CYP2D6 u CYP3A4

e Jlexctpomeropdan
Awmmonapon uaruoupyet nzopepmentsl CYP2D6 1 CYP3A4 u TeopeTnuecku MOXKET TTOBBICUTH
MJIa3MEHHYI0 KOHLEHTPALIUIO JIeKCTpoMeTop(daHa B KPOBH.

e Kuonugorpen
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METa0OJIM3UpPYeTCss B TMeUeHH C O0Opa3oBaHUEM AaKTHUBHBIX METa0O0IMTOB. B03MOXHO
B3aUMOJICHICTBHE MEXIYy KIOMUJOTPEIOM M aMHUOJAPOHOM, KOTOPOE MOXKET NPUBECTH K
CHIDKEHHIO () (DEKTUBHOCTH KIIONHIOTPEIA.

Brusnue opyeux nexapcmeennvix cpedcme Ha amuooapoH

HUneubumopwvt uzopepmenmos CYP3A4 u CYP2CS8

Nuruburopsr m3opepmento CYP3A4 u CYP2C8 moryr MMeTh NMOTEHIMAI WHTHOMPOBAHUS
MeTaboaM3Ma aMHOJApOHA, YBEJIIMUEHUS €r0 KOHLIEHTPAllUK B KPOBU M, COOTBETCTBEHHO, PUCKA
yBEJIUYEHUs ero (hapMakoAMHAMUYECKUX U HEKeNaTeNIbHbIX 3()(eKToB.

PexomennoBano wu3berate mpuema uHrHOMTOpOoB m30depmenta CYP3A4 (mampumep,
IpelndpyToBOro COKa M HEKOTOPHIX JIEKAPCTBEHHBIX CPEJACTB, TAaKUX KaK IUMETUAMH |
uHruo6uropsl BUY-nporeass! (B T.4. MHAUHABHP) BO BpeMsl JIEUCHHs aMHOAapOoHOM. THruburopsl
BUY-nporeazbl mpu OJHOBPEMEHHOM IPUMEHEHMHM C aMUOJAPOHOM MOTYT IOBBILIATH
KOHIICHTPALIMIO aMHO/IapOHa B KPOBH.

Hnoykmopul uzodhepmenma CYP3A4

e Pudamnumun
Pudamnuumu sBusercs MomHbM HHAYKTOpoM wm3opepmenta CYP3A4, mpu coBmMecTHOM
IPUMEHEHUU ¢ aMHOJAapOHOM OH MOXET CHUXAaTh IJIJa3MEHHbIE KOHLIEHTpPAllMM aMHOJapoHa U
J€33TUIIaMHUO/IapOHa.

e [Ipemnaparsl 3Bep000st IPOABIPSBICHHOTO
3Bepo0O0i POABIPSIBICHHBIH SIBIIsSIETCS MOIIHBIM HHIyKTOpoM n3opepmenta CYP3A4. B cBs3u ¢
3TUM TEOPETUYECKH BO3MOXKHO CHIKEHHE IUIA3MEHHON KOHIIEHTpallMM aMHOJapOHa U
yMeHblIeHne ero 3¢ dexra (KITMHUYECKUE JaHHbIE OTCYTCTBYIOT).
IIpouue nexapcmeennvle 83aUMO0eliCMELs.

e C codocOyBMpOM B MOHOTEpAanud WIM B COUYETAHUHU C JPYTMMU NMPOTHUBOBUPYCHBIMHU
npenapaTtaMM MpsSMOro JeHcTBUS MPOTHB BUpycHOro rematutra C, TakKMMH Kak
JaKJIaTacBUp, CUMENIPEBUP, JIEAUITACBUP

He pexomenayercs o1HOBpEeMEHHOE IPUMEHEHNE aMHoJapoHa ¢ copocOyBUPOM B MOHOTEpAIUU
WIM B KOMOMHAIIMU C JPYTUMH IPOTUBOBUPYCHBIMM MpenapaTaMu MpsIMOro JeHCTBUS MPOTHB
BUpycHOro renaruta C, TaKUMH Kak J1aKJIaTacBUp, CUMENIPEBHP, JISAUTIACBUP, TaK KaK 3TO MOXKET
MPUBOAUTH K PA3BUTHIO TSHKEIION MPOTEKAIONIEH ¢ KIMHUYECKOW CHMIITOMATUKON OpaauKapIuu.
MexaHnu3m pa3BuTHs 3TON OpaaukapAuy Heu3BecTeH. Ecu 0THOBPEMEHHOTO MPUMEHEHHUSI ITUX
npenapaTtoB K30ekaTh HENb3s, PEKOMEHAYeTCS NPOBEIEHHWE MOHHUTOPHUHIA CepIeUHOU

JeAaTeNbHOCTH (cM. paznen 4.4).
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4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTAIMSA

bepemeHHOCTB

JlocTynHast B HacTosiee BpeMs KIMHHYecKas MH(pOpMarus HeIO0CTaTOYHA YIS ONpeAcTeHUS
BO3MOXKHOCTH WJIM HEBO3MOXXHOCTH BO3HHUKHOBEHMs IIOPOKOB pa3BUTUS y 5SMOpHOHA HpHU
IpUMEHEeHUN aMHuoapoHa B | TpumecTpe 6epeMeHHOCTH.

[TockonpKy WIMTOBHAHAsA Kejle3a IUIOJa HAayMHAET CBA3BIBATh MOJ Tosibko ¢ 14-i1 Henenun
OepeMEHHOCTH, TO HE OXKUAAeTCs BIMSHMSA HAa HEE aMHOJapOHa B CIIydac ero 0osiee paHHETro
npuMeHeHus. V30bIToK Hoja mpu NpUMEHEHHUH IIpenapara [ocje 3TOro Nepuoa MoxeT IPUBECTU
K TOSBJICHUIO JITaDOPAaTOPHBIX CHMIITOMOB TMIIOTHPEO3a Y HOBOPOXKIEHHOIO MM JaXe K
(OopMHPOBAHHUIO y HETO KIIMHUYECKU 3HAYUMOTO 300a.

BBuny BO3AEHCTBHSA HAa IMUTOBHUJHYIO JKele3y IUIOJA, aMUOAAPOH IIPOTHBOIIOKA3aH BO BpeMs
OepeMEHHOCTH, 33 HCKJIFOYEHUEM OCOOBIX ClIyyaeB, KOTJa 0’KUAaeMasi [10J1b3a €ro UCI0JIb30BaHMs
OepeMEHHON KEHIMHON MPEBBIIAET PUCKU Y IUI0/a (MPH JKU3HEYIPOKAIOLINX HKETyJOUKOBBIX
HapyIICHUSX PUTMa CEPJILIA).

Jlakranus

AMHOIApOH BBIACIAETCA C TPYIHBIM MOJOKOM B 3HAUUTENBHBIX KOJWYECTBAX, MOITOMY OH
IPOTHBOIIOKA3aH B MEPUOJI KOPMIIEHUS TPYAbIO (IIpernapar cieAyeT OTMEHUTh WIN IpPEeKpaTuTh
Ipy/AHOE BCKapMIIMBAHHUE).

DdepTUabHOCTD

HOJ'Iy‘IeHHBIX B HCCIICOOBAHUAX perOHYKTHBHOﬁ TOKCUYHOCTH JAaHHBIX HCAOCTATOYHO AJIA

ONPCACIICHUA BIIMAHUA aMUOJapOHa Ha (1)epTI/IJ'IBHOCTB.

4.7. BiusiHue Ha CcrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJcTBaMH M paborarhb ¢
MeXaHHU3MaMH

OTCyTCTBYIOT JOKa3aTelbCcTBA TOrO, YTO AaMHUOJAPOH HapyllaeT CIOCOOHOCTh 3aHMMATHCS
JeSTEIbHOCThIO, TpeOyrolield TIOBBIIIEHHOW KOHILIEHTpAalMM BHUMaHHUS UM OBICTPOTHI
NICUXOMOTOPHBIX peakiuil. OpHako, B KauecTBE Mephl MPEJOCTOPOKHOCTH, MAlUEHTaM C
NapOKCU3MaMM TSDKEJIBIX HapyLIEHWH pUTMAa B IIEpUOJ JICYEHHs IpenapatoM AMHOJapOH

JKCJIATCIIBHO BO3ACPIKATHCA OT HOI[O6HOI71 ACATCIIBHOCTH.

4.8. HexkesaTeibHbIe peakuu

Pesrome nmpoduiist OesonacHoCTH

Haunbonee cepbe3HbIMH BO3MOXKHBIMU ~HEXKEJATEIbHBIMH pPEAKUUSAMH TpU  MPUMEHEHUU
aMHOJIapoHa SIBJISIOTCS HEUTPOIEHUSs, arpaHyjIoLUnuTo3, aHapUIaKTHUEeCKUH 10K, oTek KBuHKe,

}106p0Ka'-IeCTBeHHa$I BHYTpHUYCpCIIHAA TUIICPTCH3MA, HeﬁpOHaTHH 3PUTCIBHOTO HEpBA, CHUXKCHUC
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UHTEPCTULMAIBHBIA THEBMOHUT MWIM (QHUOPO3, TsOKENIble PEeCHUpPATOPHBIE OCIOKHEHHMS,
OpoHxocmasM W/WIM amHod, OCTPOE IOPAXKECHHWE IeUeHH, OYJUIe3HbIe PEaKlWu, MEepBUYHAS
TuchYHKIMS TpaHCIUIAHTaTa B TeueHue 24 4acoB IoOciie TpaHCIUIaHTauuu cepaua. Hauboiee
YacTO BO3HUKAIOIIMMU HEXKENATEIbHBIMU PEaKUUSIMH, OTMEUYABIIMMUCSI IPU NPUMEHEHUU
aMHUOJ1apoHa, ObUIM HapYIIEHUs CO CTOPOHBI CEp/iLia U COCYJI0B.

PesroMme HexxenaTeabHbBIX PEAKIUT

YacToTa BO3HHKHOBEHHS HEKEJIATEILHBIX pEaKIUH oOIpelneieHa B  COOTBETCTBHH  C
kiaccudukanueir BceMupHoit opranuzanuu 3paBooxpaHeHus: ouens yacmo (> 1/10); uacmo (>
1/100 mo < 1/10); neuacmo (> 1/1000 no < 1/100); peoxo (> 1/10000 mo < 1/1000); ouens peoxo
(< 1/10000); vacmoma neuszsecmua (He MOXKET OBITH OIICHEHA HA OCHOBE MMEIOIIMXCS TAHHBIX ).
HexenarenbHble  peaklMd  TMPEICTABICHbI B COOTBETCTBUM C  CHCTEMHO-OPTaHHOM
KJIaccu(UKauei B MOPsIKE YMEHBIICHUS 3HAYUMOCTH.

Hapywenus co cmopoHbl Kposu u tumgpamuieckoli cucmemyl

Yacmoma neuzéecmua: HEUTPOIICHHS, aTPAHYIIOIITO3.

Hapywenus co cmopornvl ummyHnot cucmemol

Ouenb peoxo: aHaDUIAKTUYECKHH II0K;

Yacmoma neuzsecmHna: aHTHOHEBPOTUYECKUM OTeK (0Tek KBuHKe).

OHOOKpUHHbBIE HAPYUIeHUs]

Ouenb pedxo.: CHHAPOM HeaJIeKBaTHOW CEKPEIUH aHTHINYPETUIECKOTO TOPMOHA;

Yacmoma HeuzsecmHa.: TUTIEPTUPEO3.

Icuxuueckue Hapyuienus

Yacmoma neuzéecmua: COCTOSIHUE CITyTAHHOCTH CO3HAHMSI/ ISIUPHIA, TaJUTIOIUHALINH.
Hapywenus co cmopoHbl HepeHOll cucmembl

Ouenv pedko: NOOpOKAaYeCTBEHHAs BHYTpHUEpENHasl THIEepTeH3Us (IICEBIOOIMYXO0b TOJIOBHOTO
MO3ra), ToJI0BHas 00JIb.

Hapywenus co cmoponvl opeana 3peHus

Yacmoma  meuzgecmua: HEWpONaTHs  3PUTEIBHOTO  HEPBAa/HEBPUT, KOTOPHIE MOTYT
MPOTPECCUPOBATH 0 CIENOTHI (cM. pazzaen 4.4.).

Hapywenus co cmoponul cepoya

Yacmo: 6panukapavs, 00OIYHO YMEpPEHHAs;

OuyeHnv pedko: apUTMOTEHHOE JAeicTBHE (BOSHHKHOBEHHE HOBBIX HApYIICHUNH pUTMA, WIH
yCyryOJIeHHe CYIIECTBYIOIIUX HApYIICHHH PHUTMa, B HEKOTOPBIX CIIy4asxX C MOCIEIyIoIen
OCTAHOBKOH Cep/iiia); BBIpaKEHHAs OpaauKap/aus, OCTAaHOBKA CHHYCOBOTO Y3Jia, TpeOyromue

MPEKpALIEHUS JIEYEHHs] aMUO/IapOHOM, OCOOEHHO y MallMeHTOB ¢ AUCPYHKIIHEH CHHYCOBOTO y3J1a
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Yacmoma neuzéecmua: NOAUMOpP(Has )KeTyA0UKOBAs TaXUKAPAUS THIIA «ITUPYIT» (CM. pa3zesbl
4.4,4.5).

Hapywenus co cmoponwl cocyoos

Yacmo: camxenue AJl, o0bIYHO yMepeHHOe U npexoasiiee. [Ipu nepeao3upoBke UM CIUIIKOM
OBICTPOM BBEJCHUH TpenapaTa HabII0AaIiCh CIy4yan CHIbKeHus Al nim Kosarnca.

Ouenb pedko.: «IIPUIHABBD KPOBU K KOKHBIM IIOKPOBaM, COIPOBOXKIAIOLIHECS TYBCTBOM Kapa.
Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epYOHOLL KIeMKU U CPeOOoCHeH s
OueHnv pedko: MHTEPCTUIMAIBHBIM MHEBMOHUT WK (UOpPO3, MHOTJA C JIETAIBHBIM HCXOJ0M
(cm. pasnen 4.4), Tskenable peCUPATOPHBIE OCIOXKHEHHUS (OCTPhI pecMpaTOPHBIA AUCTpECC-
CUH/IPOM B3POCIIBIX ), MHOT/A C JICTALHBIM HCX0JIOM (CM. pasnensl 4.4, 4.5), OpoHXOCIa3M H/WIN
amHOd y MAIMEHTOB C TSKEJION ABIXaTeNbHOM HEJO0CTaTOYHOCTHIO, OCOOCHHO Yy MAalUEeHTOB C
OpOHXHMATBHOM aCTMOM.

Kenyoouno-kuuieunvie napyueHus

Ouenb pedko: TOIHOTA;

Yacmoma HeuzsecmHa. TAHKPEATUT/OCTPBIA TAHKPEATHUT.

Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

Ouenv peoxko: W30JUPOBAHHOE IOBBIIIEHUE AKTUBHOCTU «II€YEHOYHBIX» TpPAaHCAMUHA3 B
CBIBOPOTKE KPOBH, 0OBIYHO YMEPEHHOE (IIPEBBILIEHUE BEPXHEN I'paHUIbl HOPMBI OT 1,5 110 3 pa3),
HaOI01aBIIIeeCs B Hauase JeueHusl. AKTUBHOCTD «II€YCHOYHBIX)» TPAHCAMUHA3 MOXKET BEPHYTHCS
K HOPMaJIbHBIM 3HAYEHUSIM TPU YMEHBIICHUU JT03bl WU JaKe CIIOHTAHHO; OCTPOE MOpakeHHe
MICUYEHH C TTOBBIIICHHEM aKTHBHOCTH «II€UY€HOYHBIX» TPaHCAMHHA3 W/WIIM JKENITYXOH, BKIIIOUYAs
pa3BUTHE IEYCHOUYHON HETOCTATOYHOCTH, HHOT/IA C JIETAJIbHBIM UCXOJI0M (CM. paznen 4.4).
Hapywenus co cmoponwl Kodtcu 1 noOOKONCHbIX MKAHell

OuyeHb pedxo: TIOBBIIIEHHOE MTOTOOT/ACTICHHE;

Yacmoma neuzeecmmua: 3K3eMa, KpallMBHUIIA, TSKENble KOKHbIE peakllMu, UHOTAA (aTajbHBbIE,
BKJIFOYAs] TOKCUYECKUN AMUIAEPMAIIbHBIA HEeKposn3, cuHapom CtuBeHca-/[>koHCOHA, OyIIe3HbIH
JEPMAaTUT, JIEKAPCTBEHHAS PeaKlUs C 03UHODUINEH U CUCTEMHBIMU CUMIITOMAaMHU.

Hapywenus co cmoponvl mvluteunou, ckeiemHou U coeOUHUmMenIbHoU MmKaHu

Yacmoma neuzeecmua: 601U B IOSCHUYHOM U MOSCHUYHO-KPECTIIOBOM OT/eJI€ TTO3BOHOYHHKA.
Hapywenus co cmoponvl penpo0ykmusHou cucmembl U MOJTOYHBIX JHcelle3

Yacmoma neuzsecmua: CHUKEHHUE JTUOUIO.

Obwue Hapyuienus u peakyuu 8 Mmecme 68e0eHuUs

Yacmo. peakuyu B MecTe BBEJCHHS, Takue Kak 00Jb, I)puTEMA, OTEK, HEKPO3, dKCTpaBazallus,

uH(UIbTpaIMs, BOCHAJICHUE, YIUIOTHEHHE, TpomOoduieOut, (redut, mHemToauT, UHOEKIus,
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HN3MEHCHHUA ITUT'MCHTAlIUH KOXXH.

Tpaemvl, unmoxcuxayus u OCI0HCHEHUs NPoYeoyp
Yacmoma Heuzgecmna: NepBUYHASA TUCPYHKLUS TPAaHCIUIAHTaTa B TeYeHHE 24 4YacoB IOCIe
TpaHCIUIAaHTAIMK Cep/La.

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTPalluU
JICKapCTBEHHOTO TIperapara ¢ meibio 00ecreYeHruss HeMPEePhIBHOTO MOHUTOPHHTA COOTHOIICHHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKUM paOOTHHUKAM PEKOMEHIYETCS
coo0IaTh O JIOOBIX I0JI03PEBAEMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
Yyepe3 HallMOHAJIbHBIE CHUCTEMbI COOOIICHUSI O HEXENATEIbHBIX PEaKIMIX roCy/1apCTB — WICHOB
EBpa3uiickoro 3K0HOMHYECKOr0 COI03a.

Poccuiickas ®@enepanus

®OenepanibHas ci1yx0a 1Mo Ha30py B cdhepe 31paBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CraBsiHCKast IIIoIIaab, 1. 4, ctp. 1

Temedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru
Caiit B nHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CumMnromsl

Nupopmanuu no nepeao3npoBke aMuoiapoHa (KOHIEHTpAT JJIsl IPUTOTOBJIEHMS pacTBOpa AJis
BHYTPUBEHHOT'O BBEICHMSI) HET.

OnucaHo HECKOJNBKO CIy4acB OCTPOM NEPENO3UPOBKM aMHOAAPOHA, NMPUHMMAEMOIO BHYTPB,
NpOSIBIISBILIEHCS CUHYCOBOM Opanukapaueil, monuMop(dHoO# skeaya0uKoBOl Taxukapaueil Tuma
«IHPYIT», OCTAHOBKOW Cepila, HaAPYIICHUSMU KpOBOOOpaimieHus ¢ (QYHKIUU TI€UEHH,
BbIpaXCHHBIM CHIDKeHHEM A/l

Jleyenue

CumnTomaTHueckoe (Mpu Opaaukapuy - MpUMEHEeHHe O0eTa-aJpeHOMUMETHKOB WM yCTaHOBKA
IEKTPOKAPAUOCTUMYIISATOPA, IPU MOTUMOPPHON JKETyJOUKOBON TaXUKaApAUU THMA «IHPYIT» -
BHYTPUBEHHOE BBEJCHUE COJIEHl MarHus, MpOBEACHUE ypeXarolled KapAauocTUMyisiuu). Hu
aMHOJApOH, HU €ro MeTabOIUTHI HEe YAANIAIOTCS B X0/1€ reMoaunanu3a. Crnenuduyeckoro aHTuI0Ta

HCT.

Crpanwnna 18 uz 22


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 14.08 2024 N° 16928

5. DAPMAKOJOTMYECKHUE CBONCTBA WS/ IEAUBATENEHOCTS 000T)

5.1. @apmakoauHAMHUYecKHe CBOiicTBA
dapmakoTepaneBTHUECKass  Ipymma: CpeAcTBa Uil  JiedeHus  3a0ojieBaHMM — cepala;
aHTUApUTMUYECKUE cpeAcTBa, knaccsl [ u IlI; anTnaputmuyeckue cpeacrsa, knacc 111

Koxn ATX: C01BDO01

MexaHu3M IeHCTBUS

Ammonapon otHocutcs K Il kimaccy aHTHapUTMHUYECKMX CPEACTB (KJIacC HMHTHOHUTOPOB
pernonspu3any) U 00JagaeT YHUKAIBHBIM MEXaHU3MOM AaHTHAPUTMHYECKOTO IEHCTBUS, T.K.
NOMHMO CBOWCTB aHTHaputMukoB III kmacca (OGnokaga KanWeBBIX KaHAJIOB), OH oO0namaer
s dexramu aHTHapUTMUKOB | Ki1acca (010Ka1a HATPUEBBIX KaHAJIOB), aHTUAPUTMUKOB [V Kitacca
(610Ka/1a KambIIMEBBIX KAaHAIOB) M1 HEKOHKYPEHTHBIM 0eTa-aApeHOOIOKUPYIOIINM JIEHCTBUEM.

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

[ToMuMO  aHTMAPUTMHUYECKOTO  JEUCTBHS Yy  HEro  OTMEYAeTCd  aHTUAHTMHAJIbHBIN,

KOPOHApOpacIIUPSIIONINA, anbda- u 6eTa-aaApeHoOTOKUPYIOIIHA 3(HHEKTHI.

Anmuapummuyeckue ceolcmea:.

® yBEJIMYEHUE MPOJOJDKUTENBHOCTU 3-eil (pa3bl moTeHIuaia JEeHCTBUS KapIUOMHOLUTOB (B
OCHOBHOM 3a cueT OJIOKHPOBaHMS MOHHOTO TOKa B KaJUEBBIX KaHamax - 3¢dext
aHTHapuTMU4eckoro cpenctna Il kmacca o knaccudukanun Boran-BunbsmMca),

® CHIXEHHE aBTOMaTH3Ma CUHYCOBOTO y3J1a, IPUBOJIALIEE K YMEHBILIEHUIO YaCTOTHI CEPAECYHBIX
cokpaienuit (HCC);

® HEKOHKYpeHTHas 0Jiokana anb(da- u 6eTa-aIpeHePrUIECKUX PEIENTOPOB;

e 3aMeNJIeHHE BHYTPHUCEPAECYHON (CMHOATpHAIbHOM, MpencepIHON U aTpUOBEHTPUKYISIPHON -
AV) npoBoguMocTu. IT0 JielicTBUE O0JIee BBIPaXXEHO MPU TaXUKaAPIUU;

® OTCYTCTBHE U3MEHEHUI MPOBOJIUMOCTH KEITYT0UKOB;

e yBEJIMYEHHUE JUIMTEIBHOCTH pedpakTepHOro IMepuoja M yMEHbIIEHHE BO30YIMMOCTH
MHUOKap/a NpeIcepIuil M JKEIYJOUYKOB, a TAaKXKE YBEIMUYEHUE MPOAOIKUTEIBHOCTH
pedpakrepHoro nepuona AV ysna;

® 3aMelJIeHHE CKOPOCTH IPOBEJIEHUS M YBEIUYEHHE MNPOJOJKUTEIBHOCTH pedpakTEpHOTro
nepuoja B TOMOJHUTENbHBIX MyYKax MpeacepaHO-KeTyI04KOBOrO TPOBEIECHUSI.

Hpyeue s¢hghexmur amuooapona:

e CHIDKEHHE MOTpeOJIeHHs] KUCIOpOoJia MHOKAPAOM 3a CUYET YMEPEHHOI'O CHIIKEHHS OOIIero
nepudepuyeckoro comnporuBieHus cocyaoB (OIICC) u UCC, a Takke yMEHbIIEHUE
COKpaTMMOCTH MHOKap/ia 3a cueT 0eTa-aApeHOOIOKUPYIOLIEro NeHCTBUS;

® YBCIMYCHHUEC KOPOHAPHOI'0O KPOBOTOKA 3a CUHCT IIPSAMOIO BOSI{GI\/’ICTBI/ISI Ha TOHYC KOPOHAapPHBIX
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apTepuii;

® COXpaHEHHE BEIUYMHBI CEPJIEYHOTO0 BBIOPOCA, HECMOTPS Ha HEKOTOPOE YMEHBIICHUE
cokpatumocTu Muokapaa (3a cuet cHkenus OIICC u naBieHus B aopre);

e BJIMSHHE HA OOMEH THPEOUTHBIX TOPMOHOB: HHTHOMpoBaHue npesparienus T4 B T3 (Ookana
TUPOKCHH-5-7IeoAMHa3bl) M OJOKMPOBAHHE 3axBaTa 3TUX TOPMOHOB KapJHOLUTAMU U
rernaTounuTaMM, MPUBOAAIIEE K OCIAO0ICHUIO CTHUMYJIHPYIOUIETO BIUSHHUS THPEOUIHBIX
TOPMOHOB Ha MHOKapJ;

® BOCCTaHOBJICHHE CEpJCYHOM JEATEJIbHOCTH TPU OCTAHOBKE CEpJla, BBI3BAHHOMN
GUOPHILTALIMEH KETYTOYKOB, PE3UCTEHTHON K AePUOPUILIAIINH.

5.2. DapmakoKHMHeTHYECKHE CBOMCTBA

AOGcopouus

[Ipy BHYTpUBEHHOM BBEJCHHH BBIPAKEHHOCTH ACHCTBHS aMHOAAPOHA TOCTUTACTCS MAKCHMYM

yepe3 15 MuHyT, U npekpamaercs npuoIn3uTeNbHO uepes 4 .

Pacupenenenue

KoHueHTpanusi B KpOBH MapeHTEPAIbHO BBEJICHHOTO aMHOJApOHA OY€Hb OBICTPO CHUIKACTCS B
CBSI3U C MHTCHCUBHBIM pacIipeieIeHueM Mpernapara B TKaHsIX. AMHOZapOH UMeeT OO0JIbIION 00beM
pacnpesieneHus, ¥ MOXKET HaKaljMBaThCS IOYTH BO BCEX TKAHSX, B OCOOGHHOCTH B JKUPOBOH
TKaHH, a TAK)KE B IIEYEHH, JIETKHUX, CEJIC3CHKE Y POTOBHIIC.
AMHO/IapoH B BBICOKOM cTernieHu (> 95%) cBs3pIBaeTCs ¢ OeIKaMH CHIBOPOTKH KPOBHU YEIIOBEKa
62 % - ¢ aneOymuHOM, 33,5 % - ¢ OeTa- TUIMONTPOTEHHAMH.

BI/IOTDaHC(bODMaHI/IH

Amuonapon merabonusupyercs B redeHu ¢ yuactueM nzogpepmentoB CYP3A4 u CYP2CS8. Ero
[JIaBHBIA METaOOJIUT - AE€33THJIAMUOJIAPOH - (apMaKOJIOTMYECKH aKTUBEH M MOKET YCHJIMBATh
AHTUAPUTMUYECKUN d(PPEKT OCHOBHOTO COCTUHEHUS.

AMHOIApOH W [E33THIAMHOAApOH IN  Vitro o0mamaroT CroCOOHOCTBIO MHIHOMPOBATH
uzodpepmentsl CYP1AL, CYP1A2, CYP2C9, CYP2C19, CYP2D6, CYP3A4, CYP2A6, CYP2B6
nu CYP2C8. AmmonmapoH W J€33THUIAMHUOJAPOH TAKXKE MPOJEMOHCTPUPOBATIN CIIOCOOHOCTH
UHTUOMPOBAHUST HEKOTOPBIX TPAHCIIOPTEPOB, TaKUX Kak P-rimkonporenH (P-gp) U mepeHOCYrK
oprannueckux katroHoB (ITOK2). In vivo HaGmomanoch B3aMMOJCHCTBHE aMHOIApOHA C
cyoctparamu uzopepmentoB CYP3A4, CYP2C9, CYP2D6 u P-gp.

OJIMMUHAINSA

BriBonuTCS OYEHb MEUIEHHO, B OCHOBHOM C JKETYbIO0 U KaJOM uYepe3 KUIIEYHUK. AMHOIApOH U
€ro MeTabOoIUTHI ONPEAETIAIOTCS B IJIa3Me KPOBU Ha IPOTSKEHUH 8 MECAIIEB MOCIIE IPEKPALCHUs

JICUCHUA. AMI/IO,Z[apOH 1 €ro METa0OJIMThI HE NOABCPIrarOTCA AUAINU3Y.
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6. PAPMAIIEBTUYECKHE CBOMATBA MPCTIEAUBATENBHOCTE 000T)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

[Tommrcop6at-80

bensunoselil ciupr

Bona mia uanexkiui

6.2. HecoBmMecTUMOCTDH

JlaHHbIil JIeKapCTBEHHBIN IMpenapaT He CcleAyeT CMENIMBaThb C JPYTMMHU JIEKapCTBEHHBIMU
IpernapaTamu, 3a HCKJIIOUYEHUEM YIIOMSHYTBIX B paszeie 6.6.

6.3. Cpok rogHocTu (CpoOK XpaHeHus1)

2 roja.

6.4. Oco0ble MepbI NPEeAOCTOPOKHOCTH NIPH XPAHEHHUH

XpaHuTh npu Temreparype He Bolie 25 °C B KapToHHOU ynakoBke (mauke). He 3amopakuBatsb.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU

[To 3 M mpenapata B aMITyJIbl OECIIBETHOTO HEHTPAJIHLHOTO CTEKJIa C IIBETHOM TOYKOM U HACEUKOM
WM C IIBETHBIM KOJIBIIOM M3NIoMa. Ha aMITyIbl TOTIOTHUTETFHO MOKET HAHOCUTHCS OJTHO IIBETHOE
KOJIBILIO.

I[lo 3 wm 5 aMmmyn mNOMEMIAIOT B KOHTYPHYIO SYEMKOBYIO YIIAKOBKY W3 IUICHKU
MOJIMBUHUJIXJIOPUIHOM.

] unu 2 KOHTYpHBIE SYEHKOBBIE YMAKOBKM BMECT€ C HHCTPYKIHMEW IO MEAUIHUHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKIIABIIT) TOMENIAIOT B KAPTOHHYIO YIIAKOBKY (TAuKYy).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHHUYTOKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaAaHUIYJISIIUM C PenapaToM

Jns pa3Benenust npenapara AMHUOIAPOH CIEAYET NMPUMEHSTh TOJIBKO 5 % pacTBOpP JAEKCTPO3bI
(TJTHOKO3BI).

Henb3a no6aBisaTs B MHQY3UOHHBINA pacTBOp Apyrue rnpenaparsl!

[Ipu BHYTpUBEHHOM CTPYHHOM UHBEKIIMOHHOM BBEJEHUHU HEb3sI CMEIINBAThH B OJIHOM HIMNPHUIIE C
JIpYTMMH TIpernapaTamu!

B cBs3u ¢ 0cOOEHHOCTSIMU JI€KapCTBEHHOH (OpMBI Mpenapara, Hellb3sl BBOAUTh UH(Y3HMOHHBIN
pacTBop ¢ KoHIleHTparueld Menbie 0,6 mr/mi (2 ammynsl B 500 M 5 % pacTBopa HEKCTPO3BI
(TJTFOKO3B)).

Bo u36exxanne MeCTHBIX peakIluii mpemapaT AMHOIAPOH JOJIKEH BBOJUTHCS Yepe3 EHTPATbHBIIH
BEHO3HBIM KaTeTep, 3a MCKIIOYEHHEM CIIy4aeB MPOBEACHUS KapJuOpeaHUMAIuu Ipu
GUOPMILTAINNA KETYJOUKOB, PE3UCTEHTHOM K nepuOpHIULSIIIN, KOTJa BO3MOXHO BBEIACHHUE

npenapara B KpyIHble Nepudepudeckre BeHbl - MPH OTCYTCTBUHU ILIEHTPAIbHOTO BEHO3HOTO
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noctyma (cM. paszaen 4.4).

Her 0co0bix TpeOoBaHUH K yTHITH3AINH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccus
000 «ATomn»

445351, Camapckas 00:1., r. XKurynesck, yin. ['mapoctpourenei, . 6.

7.1. IlpencraBuTtenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[IpeTeH3un HOTDG6HTCJ'I€I>1 HaIrpaBJIATh IO aAPECy.

Poccus

000 «O308»

445351, Camapckas 0011., T.0. XKurynesck, 1. XKurynesck, yi. ['uapoctpoureneid, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. JIATA TEPBUYHOM PEIUCTPALIMU (IIOATBEPXKIEHUS
PETUCTPALIMMU, HIEPEPETUCTPALIMN)

JlaTa niepBoOi perucTpanyu.

10. JATA IIEPECMOTPA TEKCTA

OOmast  XapakTepuCTUKa  JIEKapCTBEHHOTO  Ipemnapata  AMHMOAApOH  JOCTyIHa  Ha
uH(pOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HH(OPMAalMOHHO-

KOMMYHUKaIMoHHO# cetn «HTepHer» http://eec.eaeunion.org/.

Crpanwnna 22 u3 22


mailto:ozon@ozon-pharm.ru

