MY OTYETY

OBIIASI XAPAKTEPUCTHUKA JI EKAPC%&{EQP&IT%K%}&TA 0003)

1. HAMMEHOBAHHUE JIEKAPCTBEHHOI'O IPEITAPATA
buconposnon, 5 mMr, TaGieTKH, MOKPHITHIE IIICHOYHONH 000JI0UKON

bucomnposon, 10 mMr, TabyIeTKH, MOKPHITHIE TNICHOYHOM 000JI0YKOM

2.  KAYECTBEHHBINA U KOJIMYECTBEHHBIN COCTAB
JlelicTBytoII1€€ BEIIECTBO: OMCOTIPOIION

Buconpoinoi, 5 Mr, TabJIETKU, MOKPLITHIE INIEHOYHOH 000I0YKON

Kaxxnast Tabnerka, MOKpHITAas TUICHOYHOW OOOJIOYKOH, COAEpKUT 5 Mr Oucompoiona (B BHIE
oucompoJiona pymapara).

Buconposoi, 10 Mr, TabJeTKH, DOKPBITHIE [JIEHOYHONW 000JI09YKOM

Kaxxnmass TabiieTka, MOKphITas MICHOYHOM 00070ukor, comepxutT 10 mr Oucomposona (B BHIE
Oucomnposnona ¢pymapara).

[TonHbIN NIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTKH, MOKPHITHIC TNICHOYHOU 000JI0YKOM.

Buconpoion, 5 Mr, TaOJIETKH, HOKPBITHIE INIEHOYHOW 000JI0UYKOM

TabneTku Kpyrioi, ABOSKOBBIMYKION (OPMBI, MOKPHITHIE MICHOYHOW 00OIOYKON Oenoro miu
HOYTH Oeoro IBeTa ¢ pUCKOM Ha OJHOI CTOpOHE.

buconposoin, 10 Mr, TaOJIETKH, ITOKPHITHIE TNIEHOYHON 000JI0OYKON

TabneTku Kpyrioi, ABOSKOBBITYKIONH (DOPMBbI, MOKPHITHIE TIEHOYHOM OOOJOYKOH OT CBETJIO-

JKCJITOTrO € pO30BATBIM OTTCHKOM J10 KCIITOTO C PO30BATHIM OTTCHKOM IBCTA.

4.  KIIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NPUMEHEHUIO

buconponon nokasan kK IpUMEHEHHIO Y B3pOCIIBIX B BO3pacTe OT 18 net npu:

— apTepUAIbHOMN THUIEPTEH3UH;

— wumemuyeckod Oomesnu cepana (MbC): mnpodwumaktrka TPHCTYNIOB  CTAOMIBHOU
CTEHOKap/uH,

— XpoHHMUEecKOH cepaeuHoil HeroctatrouHocTH (XCH).

4.2. PeuM 103MPOBAHMA U CNIOCOO MPUMEHEHHUSs

Pexxum go3upoBaHus

Apmepuanvras cunepmensus U CMaOUIbHASL CMEHOKAPOUs
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B YaCTHOCTH, YYUTBIBas 4uCIio cepaeunbix cokpaieHuit (HCC) u cocTosiHUE MaIieHTa.

OOBIYHO HauanbHas J03a coctaBisieT 5 mMr 1 pa3 B cyTku. [Ipm HEOOXOIUMOCTH 103y MOXHO
yBeauuuTh A0 10 Mr 1 pa3 B CyTKH.

[Ipu neyeHuHn apTepUaTbHON TUIMEPTEH3MM U CTAOWUJIBLHOW CTEHOKapIWW MaKCHUMallbHas
pEKOMeH10BaHHas 103a coctasiseT 20 mMr 1 pa3 B CyTKH.

Xponuueckas cepoeunas HedOCMAamoyHOCHb

CrangapTtHas cxema JICYEHUsI XCH BKJIFOYAET MPUMEHEHUE WHTUOUTOPOB
aHruoTeH3uHnpeBpaniatomero pepmenta (AIID) nin aHTaroHUCTOB PELENTOPOB AHTMOTEH3UHA
Il (B ciydae HenepeHocuMocTu HHTUOUTOPOB AIID), GeTa-aapeHoOI0KaTOPOB, NTUYPETUKOB H,
(bakynbTaTUBHO, cepleuHbIX rMKo3uaAoB. Hauwano neuenmss XCH Oucompononom Ttpelyer
0053aTeNLHOTO TMPOBEICHUS CHEIHATbHON (Pa3bl TUTPOBAHUS M PETYISAPHOTO BpadyeOHOTO
KOHTPOJISL.

[IpenBapuTENbHBIM YCIIOBUEM JIJIS JIEUEHUSI OMCOIPOJIOJIOM SIBIISIETCS CTAOUIIbHAS XPOHUYECKAs
cepAeyHasi HeAOCTAaTOYHOCTh 0€3 MPU3HAKOB 000CTPEHHUS.

Jleuenue XCH OwuconmpononoM HayuHAeTcss B COOTBETCTBUU CO CIIEAYIOLIEH CXeMoi
tuTpoBanus. [Ipu 3TOM MOXeT moTpedoBaThCcs WHAMBUIYaTbHAs aanTals B 3aBUCUMOCTH OT
TOT0, HACKOJBKO XOpOILIO NAIMeHT IEPEHOCUT Ha3HAYE€HHYIO0 J03y, T.€. J03Y MOXKHO
YBEJIMYUBATh TOJIBKO B TOM Cllyyae, €CJIM MpeIblaylias Xopolo nepeHocunack. g
o0OecrieueHruss COOTBETCTBYIOILIETO IIpoliecca TUTPOBAHWS HA HAUYaIbHBIX JTamax JeYeHUs
PEKOMEHIyeTCcsl TPUMEHATh OWUCOMpONION B JEKapcTBEeHHOW Qopme: TabmeTku mo 2,5 Mr.
Pexomennyemass HadanmbHas jo03a cocTtaBiser 1,25* Mr oauH pa3 B JIeHb. B 3aBUCHMMOCTH OT
WHIUBUIYAJIbHOW MEPEHOCUMOCTH JI03Yy CJEAYyeT MOCTENEHHO MOBBIMIATH 10 2,5 mr, 3,75 wr,
5 wmr, 7,5 mr u 10 mr 1 pa3 B nmenb. Kaxnoe mocnenyroniee yBETUYEHHE 03bl JOJKHO
OCYILIECTBIIATHCSL HE MEHEE YEM UEPE3 JIBE HEIEIIN.

*Nna ocywecmeneHus OAHHO20 PeHCUMa O03UPOBAHUsL Cledyem UCNOIb308aAMb OUCONPOJION
opyeux npouzgooumenei 8 J1eKapCmeeHHol opme u 003UposKe, no380a0well NOLYUUms 003y
1,25 me (nanpumep, V> mabnemxu no 2,5 me).

Ecnu yBenumdenwe 103kl Ipenapara IUIOXO IMEPEHOCUTCS MAlMEHTOM, BO3MOYKHO CHHMKEHUE
JTO3BI.

MaxkcumanbHasi pekomeHaoBanHas 103a npu XCH cocrasisier 10 Mr Ouconposnona 1 pa3 B 1eHb.
Bo Bpemsi TUTpOBaHUS PEKOMEHAYETCS PETYJISPHBIA KOHTPOJIb apTepuanbHoro aasieHus (AJ]),
YCC u crenenu BoipaxkeHHocTH cumnromoB XCH. Ycyry6nenue cumntomoB Teuenus XCH

BO3MOJHO YK€ C IICPBOIr0 JHA NPUMCHCHUS IIpCIiapara.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 03.02.2025 N= 2303

Ecny manueHT mioxo nepeHoCUT MaKCUMAalIbHO pexmeﬂ}‘éﬁéﬂﬁﬂ&ﬁ&?%'&ﬁﬁﬁ&rﬁ? sO3NobkHO

P LB

IIOCTEIIEHHOE CHUKEHUE JT03BI.

Bo Bpems (as3pl TUTpOBaHMS WM TOCIE HEE MOXKET BO3HHUKHYTH BPEMEHHOE YXYIIICHHUE
teuenuss XCH, aprepuanbHasi TunoTeH3us: uian Opaaukapaus. B aTom ciyyae pekoMmeHayercs,
MPEKIE BCEro, MPOBECTU KOPPEKIHUIO /103 MPENapaToB COMYTCTBYIOMIEH Tepanuu. Takxke MOKET
noTpe0oBaThCS BPEMEHHOE CHUKEHHUE J103bI OMCOMPOIIOIia UM €0 OTMEHA.

[Tocne crabunmM3anuy COCTOSHUS MAIMEHTa CJEeIyeT IMPOBECTH MOBTOPHOE TUTPOBAHUE HO3BI,
100 MPOAOKUTE JICUCHHE.

Jledyenue npenaparoM OOBIYHO SBIIAETCS AOJITOBPEMEHHOMN Tepanueil.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmuvr nodcunozo eospacma

Koppekuuu 10361 He TpedyeTcs.

Tlayuenmoi ¢ napywenuem hyHKyuu nouex uiu neueHu

e [lpu HapymeHuu QyHKIMU NIEYEHU WM MTOYEK JIETKON MJIM YMEPEHHOI cTereH! OObIYHO He
TpeOyeTcst KOPPEKTUPOBATh J03Y.

e [Ilpu BbIpaKeHHBIX HapylleHusX ¢GyHkuuu mnouyek (kiaupeHc kpearuHuHa (KK) menee
20 MJI/MHH) U y TTAIMEHTOB C TSDKEJIBIMHU 3a00JICBaHUSMHU TIEYCHH MaKCUMAaJIbHAsI CyTOYHAs
no3a cocrapisier 10 Mr. YBenuueHue 103bl y TaKUX OOJBHBIX JOJKHO OCYIIECTBISTHCS C
0c000i1 OCTOPOKHOCTBIO.

K HacTosimieMy BpeMEHM HEJOCTaTOYHO JaHHBIX OTHOCHTEIbHO IPUMEHEHHUs Oucomposona y

nareHToB ¢ XCH B coueTannu ¢ caxapHbIM nuadberoM | Tuma, BRIpaXCHHBIMH HapyIICHUSIMA

(GYHKIMU TTOYEK /WM TIEYSHH, PECTPUKTHBHON KapIMOMHONATHEH, BPOXKICHHBIMH TTOPOKaMHU

cepAlla UM MOPOKOM KJlalaHa cep/ia ¢ BhIPaXKEHHBIMH I'€MOJAMHAMHUYECKUMH HapyLIIeHUSIMU.

Taxoke 10 cUX Mop He ObUIO MOJYYEHO JOCTATOYHBIX JaHHBIX OTHOCHTEIbHO nmarueHToB ¢ XCH

¢ MH(pAPKTOM MUOKap/a B TEUYECHHUE MOCIETHUX 3 MECSILIEB.

eTH
besonacHocts u 3 dexTuBHOCTE mpenapata bucomponon y gereit B Bo3pacte A0 18 et Ha
JTAaHHBII MOMEHT HE YCTaHOBJICHBI (CM. pa3zaen 4.3).

Crooco0 nmpuMeHeHus

BnyTtpsb.

Tabnerku npemnapata bucomnposon ciaeayeT NpuHUMATh OJIMH Pa3 B CYTKH YTPOM C HEOOJIbITUM
KOJIMYECTBOM JKUJIKOCTH, HE3aBUCUMO OT BpPEMEHH NpueMa mNuiy. TalleTku He clemayeT

Pa3’KCBbIBATH WJIK pACTUPATHL B MMOPOIIOK.
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OrtMeHa Dpemnapara

[Ipenapar cinenxyer OTMEHSATH MOCTENEHHO, TaK KaK BHE3AIHOE MpPEKpallleHHE JCUCHHUS] MOXKET
NPUBECTH K PE3KOMY YXY/IICHUIO COCTOSHUS MaIleHTA.
4.3. TIporuBomoka3zaHus
— THUIEPYYBCTBUTEIBHOCTh K OMCONPONONY WIM K JIIOOOMY M3 BCIHOMOTAaTENbHBIX BELIECTB,
IIEPEYUCIIEHHBIX B pazzene 6.1;
— ocTpas cepieuHas HemocrtarouHoctb uinu XCH B cragum aexkommeHcauuu, TpeOyromias
MPOBEJICHUS HHOTPOITHOW TEPAIUU;
— KapJHUOTEHHBIN LIOK;
— arpuoBeHTpuKyisipHas (AV) 6mokana |I1-III crernenu, 6€3 AIEKTPOKAPAUOCTUMYIISATOPA,
— CHHJIPOM cJIab0CTU CUHYCOBOTO Y314,
— cuHOaTpuaibHas 010Kana;
— BoeIpakenHas opaaukapaus (UYCC menee 60 ya/MuH) 10 Hadana TePaIuH;
— BbIpa)KE€HHAas apTepuaibHas runoreH3us (cucronuueckoe AJ] menee 100 MM pr. cT.);
— TsDKeNble GOPMBI OPOHXHATLHOM aCTMBI,
— BBIPaKEHHBIC HApYIIECHUS Nepu(epruyeckoro apTepruaibHOro KpOBOOOPAIEHUS WIH CUHIPOM
Peiino;
— MeTabOJIMYeCKH alua03;
dbeoxpomorroMa (0e3 0THOBPEMEHHOT'O TPUMEHEHHUS O-aIpEHOOIOKATOPOB);
— Bo3pacT 10 18 jer (HeZoCTaTodyHO JAHHBIX MO 3(PGEKTUBHOCTH U O€30MaCHOCTH y JAAHHOM
BO3PACTHOM TPYIIIIBI).
4.4. QOco0Oble ykazaHusi 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHHH

C 0CTOPOKHOCTBIO

— TMPOBEJIEHUE JIECEHCUOMITN3UPYIOIIEH TepaInu;

creHokapaus [IpuHimerana;

THIIEPTHPEO3;

caxapHbplii auaber 1 Tuma W caxapHblii guabeT co 3HAYUTEIBHBIMU KOJIEOAHUSMU
KOHIICHTPAIIUH TJIFOKO3bI B KPOBH;

— AV-6nokana I crenenu;

— BbIpakeHHas ouyeuHas HegoctaTouHocTh (KK menee 20 mu/muH);

— BBIp@XEHHBIC HAPYIICHUS (YHKIINH TTICUCHU;

— TIcopuas;

— PECTPUKTHBHAA KapANOMHOIIATHA,
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reMOIMHAMHUYECKUMHU HAPYIICHUSIMH;
— XCH c undapkTom MHOKap/1a B TCYSHUE TTOCIICTHUX 3 MECSIICB;
— HapymieHus nepu(eprudeckoro apTepualbHOrO KPOBOOOpAIICHHS JIETKOW U yMEpPEHHOM

CTEIIEHH,

TSDKEIbIe OPMBI XPOHUUECKOH 00cTpyKTHBHOM Oo0se3nu sierkux (XOBJI);
— HeTshKeNbie POpMbI OPOHXHATLHOU aCTMBIL;

— Oponxocrmasm (B aHaMHE3e);

— aJJIEpTUYECKHE peakinu (B aHaMHE3e);

— OOIIMpHBIE XUPYPTHUECKUE BMEIIATEIBCTBA M O0IIasi aHECTE3 S,

— CTporas IueTa;

— OepeMEeHHOCTH;

— TEepUoJ TPYAHOTO BCKApMIIMBAHUS.

KoHTpoas NallMeHTOB

Ha nauanpHOM 3Tamne Tepanuu OMCOMPOIIOTIOM MAIMEHT JOJKEH HAaXOTUTHCS MOJ MOCTOSHHBIM
HaOmroseHneM Bpauya. He cremyer pe3ko mpepwiBaTh JieUE€HHE OWCOIMPOJIOIOM WM MEHATh
PEKOMEHIOBaHHYIO 7103y 03 MpeABapUTEIbHOW KOHCYJIbTAIIMU C BPAadyOM, TaK Kak 3TO MOMXKET
MPUBECTU K BPEMEHHOMY YXY/IICHUIO IeATEIbHOCTH CepALIa.

IIpekpallieHue Tepanuu, CUHIAPOM «OTMEHbI

JledyeHue He cienyeT npepbiBaTh BHE3AHO, 0coOeHHO y nanueHToB ¢ UBC, Tak kak oTMeuanock
VTSDKEJICHUE TIPUCTYNIOB CTEHOKapJIuHu, pa3BUTHE HH(papKTa MHOKapJa U BO3HHUKHOBEHHE
KeNyTOUKOBBIX apuTMuil y mauueHToB ¢ MBC mnpu BHe3amHOM MpekpalleHuu mnpuema Oeta-
anpeHobnokaropoB. Eciu npekpaiieHue geueHuss Heo0X0AUMO, TO 7103y OUCOIpoiona cleayeT
CHI)KAThb IIOCTENEHHO. B ciyyae 3HAUMTENBHOIO YTSXKEIEHUS CTEHOKapAWW WM pa3BUTHUS
OCTPOr0 KOPOHAPHOTO CUHApPOMA CIIEAYET BPEMEHHO BO30OHOBHUTH IPUEM OMCOIMPOIIOIIA.
3abonesanus cepoeurHo-cocyoucmou cucmembl

bera-anpeHo6iokaToOpbl HE TOJKHBI IPUMEHAThCS MU lekomrieHcupoBanHoi XCH o tex mop,
[IOKa COCTOSIHME TMalMeHTa He craOuiau3upoBaiochk. Ha HavanpHBIX 3Tamax NOpUMEHEHUs
Oucomposiona TAIMEHTHl HYXXJIAIOTCS B TOCTOSHHOM HaOmioneHuu. bera-aapeHo0s0kaTopsl
MOTyT BbI3bIBaTh Opanukapauto. IIpu ypexenun UCC B nmokoe meHee 50-55 ya/muH cienyer
YMEHBIINTH J103y WM MPEeKpaTuTh npueM ouconpoinona. Kak u apyrue Oera-agpeHo0I0KaTOPHI,
OMCOMPOIION MOKET BBI3BIBaTh yiinHeHHe natepBasia PQ Ha OKI'. CriemyeT ¢ 0CTOpOKHOCTHIO
MPUMEHATH OWCOmpoJioNl y manueHToB ¢ AV-Omokamoit I cremenn. HecemekTuBHbIE Oerta-
aZipeH00JI0KaTOPbl MOTYT YBEITMYHUBATh YACTOTY M MPOAOKUTEILHOCT @aHTMHO3HBIX MPUCTYIIOB

Yy HNanucHTOB C Ba30CIaCTUYECKOM CTCHOKap)II/ICI\/'I (CTCHOK&p,Z[HCﬁ HpI/IHI_IMeTaJ'Ia) BCJIICACTBHUEC
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KapnuocenekruBHble 6eTai-aapeHOOIOKATOPHI (BKJIOYasi OMCOMPOIIOIN) MPU Ba3z0CMACTUYECKON
CTEHOKAapJUH CJENyeT IPUMEHATh C OCTOPOXKHOCThIO. K HacrosimeMy BpeMEHU HEIOCTaTOYHO
JAHHBIX OTHOCHUTENBbHO NpUMEHEeHus Ouconposona y mnanueHtoB ¢ XCH B coueranun c
caxapHbIM auaberoM 1 Tuma, BbIpa)XKEHHBIMH HapylICHUSAMU (DYHKIMM [TOYEK W/WIM IEYEHH,
PECTPUKTHBHON KapJHOMHOIIATHEH, BPOXKICHHBIMH IOPOKAaMH Ceplla HiId 3a00JIeBaHUSMH
KJlallaHa cepAlia ¢ BbIPAKEHHBIMU F€MOJIMHAMUYECKUMH HapyleHusMU. Taxke 10 cUX Iop He
ObUIO MOJYYEHO JOCTAaTOYHBIX JaHHbIX OTHocuTenpbHO mnauueHToB ¢ XCH ¢ uHpapkTom
MHOKap/ia B TEYCHHUE MOCIETHUX 3 MECSILIEB.

3abonesanus OvixamenbHOU CUCmeEMbl

HecMmotpst Ha TO, 4TO celeKTUBHBIE OeTa1-aJApeHO0I0KATOPbl B MEHBUIEH CTENEHH BIUSIOT HA
(YHKLUIO JIbIXaTEeIbHOM CHUCTEMBI, YeM HECEJIEeKTHBHbIE OeTa-aJpeH00I0KaTOphl, MAlMeHTaM C
XOBJI u HetspKenbIMM (GOopMaMu OpOHXHMAIBHOM acTMbl OMCOIPOJION ClIEAyeT Ha3HadaTh C
0CcO0OH OCTOPOKHOCTBIO M TOJIBKO B TOM CJIy4ae, €CJIM BO3MOXHBIE IPEUMYIIECTBA €ro
IPUMEHEHHU MPEBBILIAIOT MOTEHIUAIbHBIA puck. ¥ nanueHToB ¢ XOBJI Ouconposon cinexyer
Ha3HayaThb B HAaUMEHbLIEH BO3MOXKHOM J103€, U MAIMEHTOB CIIEAYeT TLIATeIbHO HAOIIOAAaTh Ha
IpeIMET MOSBJICHHUS HOBBIX CHUMIITOMOB (HalpUMep, OJBIIIKA, HEMEPEHOCUMOCTh (PU3MUYECKUX
Harpy3ok, kamenb). [Ipm OponxumanpHOi actme wim XOBJI moka3aHo OJHOBpEMEHHOE
NpUMEHeHHe OpOHXOAWIATUPYIOMIMX CPEICTB. Y TMAlUEHTOB ¢ OpOHXHMAJIBHON acTMOM
BO3MOYKHO IOBBILIIEHUE PE3UCTEHTHOCTH JIbIXaTEIbHBIX IyTeH, 4yTo moTpedyer Gojiee BhICOKON
71036l OeTaz-aIpeHOMUMETUKOB.

ObuwupHole xupypeuieckue emMeuamenbcmea u 0owas anecmesus

Pexomennyercss 0e3 sBHOM HEOOXOAMMOCTH HE€ TMpeKpalmarh MpueM Oucomposona B
NEepUONEepPallMOHHOM TiepuoJe (Tak Kak Oinokaga OeTa-aJpeHOpELeNTOPOB CHHKAET PUCK
BO3HUKHOBEHUS apUTMHMI W HIIEMHM MHMOKapJa BO BpeMsl BBOJHOI'O HAapKo3a M UHTYOAIMH).
AHecCTe31oJIOr JI0JDKEH OBITh HMH(QOPMHUPOBAH O TOM, YTO NAIMeHT NpUHUMaeT Oerta-
aZpeHo0IoKaTOphl (TaK KakK CYIIECTBYET BEPOATHOCTh B3aWMOJCHCTBUSA OHCOMposiona ¢
JPYTUMH JIEKapCTBEHHBIMHU CPEJICTBAMU C MOCIEAYIOIIMM Pa3BUTHUEM TSKENBIX OpaJuapuTMH,
YMEHBIIEHHEM peQIIeKTOPHOM TaXWUKapIud U CHIDKEHHEM pPe(IeKTOPHOH CrocOOHOCTH
KOMIIEHCHpPOBaTh KpoBomnoTepro). [Ipu HeoOXxoaumMocTu mpepbiBaHUSI Tepanuu OHCOMPOJIOTIOM
nepes XUpypruueckuM BMEIIaTeIbCTBOM Mpenapar cieyeT OTMEHSITh OCTENIEHHO U 3aKOHYUTh
€ro IpHUeM IPUMEPHO 3a 48 4acoB 0 aHECTE3UH.

Deoxpomoyumoma

VYV nauueHTtoB ¢ (HeoXpOMOIIMTOMOI OHCOIMpPOJION MOXKET ObITh Ha3HAu€H TOJIbKO Ha (QoHe

npuMeHeHus anbda-aapeHoOiokaropoB. [Ipm npumeHeHuu Oucornpososia y MalMEHTOB C
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(ecnu mpeaBapUTENEHO HE TOCTUTHYTA AP PEKTUBHAS alb(a-aApeHOOI0Ka1a).

Tupeomoxcuxos

[Ipy  TupeoToKcHKO3e OHCONMPONIOI  MOXKET MAacCKHUpPOBAaTh  KIMHWYECKUE  CHMIITOMBI
THUPEOTOKCHKO3a (HampuMep, Taxukapauio). Peskas oTMeHa Oucomposona y ManHEeHTOB C
TUPEOTOKCUKO30M MPOTHBOIOKA3aHA, TIOCKOJIBKY CIIOCOOHA YCHWJIMTh MaTOJIOTUYECKYIO
CHUMIITOMATHUKY.

Peakyuu cunepuyscmeumenvrHocmu

VY manueHToB, MOJNyYaoNMX OWCONpoJod, Ha (OHE OTATOIIEHHOTO AJJIePTrOJOrHYECKOTO
aHaMHEe3a MOXET HaOJI0NaThCsl YCUJICHHUE TSKENIBIX CHCTEMHBIX aJUIEPTUYECKUX PEeaKIHMid N
aHa(UIaKCUH, a TaKKe OTCYTCTBHE TEPareBTUYECKOTO 3(dexra OOBIUHBIX /103 aJpeHaIMHA
u3-3a ocialieHusl aJpeHEepPruuecKod KOMIICHCATOPHOW pEerylsiluH IoJ JeiicTBUeM Oera-
anpeHoOsokaropoB. [IpuMeHeHne OOBIYHBIX TEpPaNeBTHYECKHX 03 SMHHe(PpUHA (aJpeHaInHA)
Ha (oHe mpuema OeTa-agpeHOOIIOKATOPOB HE BCErja MPHBOIUT K JOCTHKEHHIO JKEIAEMOTO
KIMHHYeckoro  s¢dexra. Heobxomumo coOmomaTh OCTOPOXKHOCTh TPpU  HAa3HAYCHHUU
Oucorposiona ManueHTaM C TSHKEIBIMUA PEaKIHUsIMU TUIIEPYyBCTBUTEIBHOCTH B aHAMHE3€ HIIH
HPOXOISIINM KypC I€CEHCUOMIH3aLny.

Iicopuasz

[Tpu pemeHnn Bompoca O MPUMEHEHHH OUCOIPOIIOIIA Y TTAIMEHTOB € MCOPHA30M (B TOM YHCIIE B
aHaMHe3e) CJIeAYeT TIATEeIbHO COOTHECTH MPEIIOIaraeMylo Mojib3y OT IPUMEHEHHs MperapaTa
¥ BO3MOXKHBIM pUCK 000CTpeHUs TeUeHHs IIcopHrasa.

Cyoopoeu npu euno2nukemuu

Tspkenass THIOTIMKEMHS MOXKET TPHUBECTH K BO3HHKHOBEHHIO CYHOpPOT, OCOOEHHO TIpH
nepeno3upoBke OeTa-aIpeHo0I0KaTopoB (cM. pazaen 4.9).

Konmaxmmuvle aun3zv

[TareHTHI, TONB3YIONINECS KOHTAKTHBIMH JINH3aMH, TOJDKHBI YYUTBHIBATh, YTO HA (pOHE JIeueHus
BO3MOYKHO YMEHbBIIIEHUE MTPOAYKIIUHU CIE3HON YKUKOCTH.

4.5. B3aumopeiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH NpenapaTaMM M JApyrue BH/bI
B3aMMO/JEHCTBHUA

HepekoMeHnyeMble KOMOMHAIIMNA

Jleuenue xponuueckoul cepoeuHol HedOCmamouHOCmu
AunTHapuTMHYecKkHe cpeinctBa | kiacca (Hampumep, XMHUIMH, IU30MUPAMUA, JIHJIOKaHH,
¢denuronH, QraexauHua, npomnadeHoH) MpU OAHOBPEMEHHOM IPHUMEHEHHHM C OHCOIPOJIO0IOM

MOTYT CHUXaTh AV-TIpOBOJIUMOCTb U COKPATUTENHHYIO CIIOCOOHOCTH CEep/IIia.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

biokaropsl «MennenHbix» KanblineBbiX kaHaioB (BMKK) tuma Bepanamuna u B MeHbLIeH
CTCTICHH JTWJITHA3eMa MMPU OJHOBPEMEHHOM MPUMEHEHHH ¢ OMCOIPOJIOIOM MOTYT MPUBOIUTH K
CHIDKEHUIO COKPATUTEIBHOW CIIOCOOHOCTHM MHOKapJa W HapymeHuro AV-npoBogumocTtH. B
YaCTHOCTH, BHYTPHBEHHOE BBEJICHUE BeparaMmmsia ManyeHTaM, MIPUHUMAIOIIIAM
Ocra-aapeHo0IOKATOPBI, MOXET TPUBECTH K BBIPAKEHHOW apTepUANBHON THUMOTCH3UH U
AV-0nokaze.

['MnoTeH3uBHBIE CPEACTBA IIEHTPAJIBLHOTO JEWCTBHS (Takhue KaK KIOHWUIWH, METHJIJIONA,
MOKCOHUJIUH, PWIMEHHAWH) MOTyT mnpuBecTH K ypekeHHto UCC W CHMKEHHIO CEpICYHOTO
BBIOpOCA, a TaKXKe K Ba30JWJIATAllMd BCJEACTBUE CHIDKCHHS LIEHTPAJIBLHOTO CHUMIIATHYECKOTO
ToHyca. Pe3kast orMeHa, 0COOGHHO 10 OTMEHBI OeTa-aIpeHOOI0KATOPOB, MOKET YBEITUYUTh PUCK
Pa3BUTHS «PUKOIIETHOI» apTepUaIbHON THIIEPTCH3UH.

OUHTOUMO MOXKET YCUJIMTh OTPULIATEIbHBINA XPOHOTPOMHBIN 3 ekt Oera-aapeHoO0I0KaTOpOB
U TIPUBECTH K BBIPAXKCHHOW Opamukapauu. OZHOBpEMEHHOE NpPHUMEHEHUE (PUHTOJIMMOAA U
Oucorposona He pEeKOMEHAyeTcs. B ciydae HEoOXOIUMOCTH OJHOBPEMEHHOTO NPUMEHEHUS
dbunronMMoaa u OGucomposona TpedyeTcs THIaTeIbHOE HAOMIOJCHNE 32 COCTOSIHHUEM IMallleHTa.
Pekomenayercss HauyuHaTh KOMOWHUPOBAHHYIO TEpamui0 B YCIOBHUSX CTallMOHapa U
OCYIIECTBIISITh COOTBETCTBYIOIIUN MOHUTOPUHI (TOKa3aH [JIMTEIbHBIA KOHTPOJIb YacCTOTHI
CEp/ICUHBbIX COKpAIIEHUM, TO MEHBIIEH Mepe, A0 yTpa CIEAYIOIIEro AHS IOCie IEPBOTO
OJIHOBPEMEHHOT0 IprueMa (PUHTOJIMMO/Ia U OMCOIIPOJIOIA).

KomMmOunanmu, Tpedyromme 0co00i 0CTOPOKHOCTH

Jleuenue apmepuanvHou 2unepmen3uy U CmeHoKapouu

AHTHapuTMHUuYecKue cpenctsa | kiacca (Hampumep, XMHHUIWH, AW3ONHUPAMUJ, JUIAOKAWH,
denuronH, QraexauHua, npomnadeHoH) MpU OAHOBPEMEHHOM IPUMEHEHHHM C OHCOIPOJI0IoM
MOTYT CHUXaTb A'V-TIPOBOAMMOCTb U COKPATUTENIbHYIO CHOCOOHOCTh MHOKAp/a.

Bce nokasanus k npumenenuio buconponona

BMKK npousBojHble AUTHApONUpUINHA (HAampuMmep, HU(EIUNuH, (eOAUNNH, aMJIOJUIINH)
OpU OJHOBPEMEHHOM MPHUMEHEHMH C OHCOIpPOJIONIOM MOTYT YBEIMYMBAaTh DPUCK Pa3BUTHUS
apTepuaJbHON TuUnoTreH3uu. Y mauueHToB ¢ XCH Henb3s UCKIIOYUTH PUCK MOCIEIYIOIIETO
YXYALIEHUS COKPAaTUTEIbHON (QYHKIIUH CepALia.

Antnapurmuueckue cpenctsa Il kmacca (HampuMep, aMHOIapOH) MOTYT YCHIIUBATh HAPYIIEHUE
AV-nipoBouMocCTH.

JeiicTBue GeTa-aApeHOOIOKATOPOB /ISl MECTHOTO IIPUMEHEHUs (HallpruMep, TIa3HbIX Karemb JIs
JIeYEHUsl TJIAyKOMBI) MOXET YCHUJIUBaTh cucTeMHble 3(pdexTsl Ouconponona (cHuxenue AJl,

ypexenne UCC).
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HapyueHne AV-IpoBOIMMOCTH M YBETMUMBATH PUCK PA3BUTHUS OpajuKapanu.
['unornukeMuyeckoe NeHCTBUE HMHCYJIMHA WM TUIOTJIIMKEMUYECKUX CPEICTB I TMpHeMa
BHYTPb MOXXET yCWIMBaTbCsA. lIpM3HAaKuM TI'MIIONIMKEMHH, B YaCTHOCTH TaxXUKapIus, MOTYT
MacKUpOBaTbCs WM MNOAaBIATbCA. [lomoOHBIE B3aMMOAEHCTBUS Oosiee BEPOSITHBI IIpU
NPUMEHEHUN HECEIEKTUBHBIX OeTa-apeH00I0KaTOPOB.

CpencTBa Ui IpoBEICHUS O0IEH aHeCTe3MH MOTYT YBEJIWYHMBATH PUCK KapAHOJEIPECCHBHOTO
JICUCTBUS, IPUBOJISI K apTepHANIbHOM TunoTeH3uu (cM. paszzen 4.4). CepaedHbie TIHKO3HIbI PH
OJTHOBPEMEHHOM MPUMEHEHUHU C OUCOIPOJIOJIIOM MOTYT IPUBOJAUTH K YBEJIWYEHUIO BPEMEHHU
NPOBEICHUS UMITYJIbCA U, TAKUM 00pa3oM, K pa3BUTHIO OpaJuKapanu.

Hecrepouansie npotuBoBocnanutenbHbie npenapatsl (HIIBIT) Moryt cHm»kaTh runoTeH3UBHBIN
s dext buconponoa.

OnHOBpeMeHHOE NIpUMEHeHHe Oucomposiona ¢  OeTa-aJpeHOMUMETHKaMH  (Hampumep,
U30TPEHATINH, J0OYTaMUH) MOXKET IIPUBOJIUTH K CHIDKEHUIO A eKkTa 000X MpenapaTos.
Coderanue Owucomposiona ¢ aJpCHOMHMETHKAMHU, BIHMSIONIMMH Ha Oera- ©  anbda-
aJipeHOpeLenToOpbl  (HampuMep,  HOp3MUHEPpPUH,  SMHUHEPPHUH), MOXKET  YCHIHUBATh
BAa30KOHCTPUKTOpHBIE  3((eKkTbl  3THUX  CPencTs, BO3HHUKAIOUIME  C  Y4acTHEM
anbQa-agpeHopenenTopoB, npusoAs k nosbimeHuto AJl. IlogoGHble B3aumopeicTBus Ooiiee
BEPOSITHBI TIPU NPHUMEHEHHH HECEIEKTUBHBIX OeTa-aJipeHO0J0KaTOpOB. AHTUTHIIEPTEH3UBHBIC
CpeICTBa, TAaK K€ KaK M JPyrde CpeliCTBa ¢ BO3MOXKHBIM AHTUTHMIIEPTEH3UBHBIM 3(PPEeKTOM
(HampuMep, TPHUIMKINYECKHE aHTUAENPECCaHThl, OapOuTypaThl, (EHOTHA3UHBI), MOTYT
YCUJIMBaTh THUIOTEH3UBHBIA 3Pdekt Oucompononsa. MedmoxuH mpu OJHOBPEMEHHOM
MPUMEHEHUHU ¢ OUCOMIPOIIOTIOM MOXKET YBEIMUMUBATh PUCK PA3BUTHUS OpaauKapIuu.

Wurubutopsl MoHoamuHoKkcuaassl (MAOQO) (3a uckmouenueM uHTuOuTopoB MAO B) moryr
yCUJIMBaTh TUIOTEH3UBHBIH 3(ddekT Oera-agpeHoOnokaTopoB. OJHOBPEMEHHOE NPHUMEHEHUE
TaKKe MOKET MPUBECTH K PA3BUTHIO THIIEPTOHUYECKOTO KPH3a.

KOM6I/IHaHI/II/I, KOTOPHBIC CIACAYET IPUHUMATEL BO BHUMAHHEC

Ankanouost cnopuitbu

HerunpupoBaHHble  alKaJOWAbl CHOPBIHBM  IOBBIIAIOT PUCK  PAa3BUTUSA  HAapyLIEHUUN
nepudepuyeckoro KpoBOOOpaleHUsl. OproTaMuH TOBBIIIAET PHUCK Pa3BUTHUS HAPYLICHUS
nepupepuIeckoro KpoBoOOpaIeHHsl.

DapmakoxkunemuuecKue 63aumMooetcmsus

B ¢dapmakoknHeTHYECKHUX MCCIEIOBAaHUAX HE BBISBJICHBI B3aUMOJEHCTBUS OHCOMposona C
TUA3UJIHBIMU JUYpPETUKaMH, TaKUMHU KaK THUAPOXJOPOTHA3HI M LUMETUAuH. bucomponon He

okaszpiBan a¢¢dexkra Ha  (PapMaKOKMHETUKY TeodpuumHa. PudamnuH  yBenuuuBaer
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KOPPEKIHNU 036l Npenapara He Tpedyercs. bucomnponon He BIuseT Ha MPOTPOMOUHOBOE BpEeMs

y MalUEHTOB, MOTYYAIINX CTAOMIBHYIO 103y BapdapuHa.

46. DepTWIBHOCTH, 0ePEMEHHOCTh U JAKTALMS

bepemeHHOCTD

dapmaxosoruueckue 3PpPexTsl OMCONpPoIIoia MOTYT OKa3aTh HEOIArONMPUATHOE BO3/ICHCTBHE HA

TeYCHHE OEPEMEHHOCTH M OPTraHU3M I1JI0]1a/HOBOPOXKACHHOTO. B 11e10M, 6eTa-aapeHo0I0KkaTopsl

CHI)KAIOT KPOBOTOK B IUIAIEHTE, 4YTO MOXET MPHUBOJUTH K 3allep’KKe pocTa IUIoja,

BHYTPUYTPOOHOI THlenu mioja Wik NpexaAeBpeMEHHBIM pojiaM. Y IUIoJa U HOBOPOKIECHHOTO

MOTYT Pa3BUBATLCS HEXKENATEIbHBIC SBICHUS (HapUMep, TUIIOTIUKeMus u Opamukapaus). [Ipu

HEOOXOAMMOCTH JieueHHs] OeTa-aJipeHo0JIoKaTopaMu  MPEANOYTeHHE CleayeT OTJaBaTh

CEJICKTUBHBIM 0€Ta1-aIpeHO0I0KATOpaM.

[Ipu OepeMeHHOCTH OHWCOMPONION CJlEeAyeT MPUMEHSATh TOJIBKO B cliydyae aOCONIOTHOU

HEOOXOIMMOCTH, €CITU OXKHJIaeMasi 1OJIb3a JIUISl MaTePH MPEBBIIIACT BO3ZMOKHBINA PUCK PA3BUTHS

1mo00YHBIX 3((EKTOB y IJI0Ja /WM HOBOPOXKACHHOTO. Clemyer OTCIeKUBAThH KPOBOTOK B

IUTAlleHTe M MaTKe, a TakKe HaOJIo/IaTh 32 pOCTOM M pa3BUTHEM Oyayuiero pedenka. B ciydae

MOSIBJIICHUS HEXENaTeIbHBIX SABICHUH B OTHOIICHUU OEPEMEHHOCTHU W/WIIH TUI0Ja PEKOMEHIYETCS

MPUMCHSTH aJIbTCPHATUBHBIC METO bl TEPAITHH.

CrnenyeT TmiaTebHO 00CIEI0BaTh HOBOPOXKICHHOTO ITOCIE POAOB. B TIepBhIe TpH JTHS JKHU3HHU Y

HOBOPO>KJEHHOT'O MOTYT BO3HHKATh CUMIITOMBI OpaJuKapAuU U TUIIOTTUKEMUU.

Jlakranus

[To maHHBIM JOKIMHUYECKUX UCCIICOBAHUIA OMCOIPOJION H/HIH €r0 META0OIUTHI TIPOHUKAIOT B

MOJIOKO JIAKTUPYIOMIMX KpbIC. JIaHHBIX O BBIICJIICHUU OHCOIPOJIONa B TPYIHOE MOJIOKO HET.

[TooTromy mipuem Oucomposiona HE PEKOMEHAYeTCs JKeHIIMHAM B TEPUOA TPYIAHOTO

BckapmimBaHus. Eciu mpuem Oucomponona B Tepuoi JaKTallMd HEOOXOAWM, TPYIHOE

BCKapMIIMBAHHE CIICTYET MPEKPATHUTh.

4.7. Bausinue HA CMOCOOHOCTH YNPABJATH TPAHCHOPTHLIMHU CpPeACTBAMHM H PadoTaTh C
MeXaHU3MaMH

[Ipumenenue Oucomponona HE BIUAET Ha CIOCOOHOCTh YHPABIATH TPAaHCHOPTHBIMU

CpEICTBAMU, COIJIACHO pe3yJbTaram uccliienoBanusd, y nanueHtoB ¢ MbC. Ognako Bciencteue

WHIMBUIYATBHBIX PEAKITUH CIIOCOOHOCTH YIPABIISATH TPAHCIIOPTHBIMU CPEACTBAMH HITH pabOTaTh

C TEXHMYECKU CJIOKHBIMA MEXaHU3MaMU MOXET ObITh HapymieHa. Ha 3To ciemyer oOpatuth

oco0oe BHUMaHHE B Hauaje JEeUeHUs, IMOCIe M3MEHEHUs JI03bl, a TAKXKE MPU OJHOBPEMEHHOM

ynoTpeOIeHUH aTKOTOJIsl.
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4.8. HexenateiabHble peakUul

PesroMe HexxenaTeabHbIX PeaKIi

YacToTa BCTpeyaeMOCTH HEXEIaTeNbHbIX peakluil onpeaensercs CleAyoIMM 00pa3oM: OYeHb
gacto (> 1/10); wacro (= 1/100, < 1/10); newacro (> 1/1000, < 1/100); peaxo (= 1/10 000,
<1/1000); ouens peako (< 1/10 000).

Icuxuueckue napyuenus

Heuacro: nenpeccusi, 6eccoHHMLIA.

Penxo: rajunonnHanyuy, HOYHbIE KOIIMAphI.

Hapywenus co cmoponul HepeHOU cucmembl

YacTo: roj0BOKpyKeHUE™, TOIOBHAS O0IB™*.

Penko: noreps co3HaHusl.

Hapywenus co cmoponul opeana 3penus

Penko: ymenblieHue ciae3oTeueHus (CaeayeT YYUTbIBaTh IPU HOILIEHUU KOHTAKTHBIX JIMH3).
OueHb peKo: KOHBIOHKTHBHUT.

Hapywenus co cmoponul opeana ciyxa u rabupunma

Penxo: HapymeHus ciyxa.

Hapywenus co cmoponul cepoya

Ouenb yacto: Opagukapaus (y nanuentos ¢ XCH).

Yacro: ycyryonenue cumntoMoB Tedenuss XCH (y manuentos ¢ XCH).

Heuacto: Hapymenue AV-npoBoauMocTd, Opagukapius (y TMalUeHTOB € apTepHalbHOU
TUIEpTEeH3Uel WM CTeHOKapauen), ycyryosnenue cumnromoB teueHuss XCH (y mauueHToB ¢
apTepHalIbHOM TMIIepPTeH3UeN WM CTEHOKap e ).

Hapywenus co cmoponul cocy0os

Yacro: omryneHne MOXOJIOAAHNUS WIM OHEMEHHS B KOHEYHOCTSX, BBIpQXKEHHOE CHMDKEHHE A,
oco0eHHo y nanuenToB ¢ XCH.

HeuacTto: oprocrarnueckas runoTeH3usl.

Hapywenus co cmopoHbl ObixamenvHoU cucmembl, opeanos 2pyOHOU KIemKU U Cpe0oCmenUs
HeuacTo: 6poHX0Cna3M y HalueHTOB ¢ OPOHXUAIBHOM acTMON MM OOCTPYKLIMEH AbIXaTeIbHBIX
IIyTE€N B aHAMHE3eE.

Penxo: amnepruueckuii puHHUT.

Kenyoouno-xuweunvie napywienus

Yacro: TomHOTa, pBOTA, AUAPES, 3aII0P.

Hapywenus co cmopoHbl neuenu u s#ceniesbigo0auux nymeti

Penko: remaTtur.

11
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Hapywenus co cmopomwl Kodicu u nOOKOICHbIX RIKaHell (NOCNEOCBATENEHOCTE 0003)

Penxo: peakuuu MOBBIIIEHHOW YyBCTBUTEIIBHOCTH, TaKUE KaK KOXKHBIA 3y[, CBIIb, THIIEPEMUS
KO>KHBIX TIOKPOBOB M @aHTHOHEBPOTUYECKUHN OTEK.

Ouenp penko: anonenus. bera-anpeHOONIOKATOPBI MOTYT CIIOCOOCTBOBaTh 0OOCTPEHUIO
CUMITOMOB T€UEHUs NICOPUA3a WIH BbI3BIBATH IICOPHA3OMOIO0HYIO ChIIb.

Hapywenus co cmopoHvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

Heuwacro: mpiieunas ¢1abocTh, Cy10pOrY MBI,

Hapywenus co cmoponvl penpo0ykmusHoU cucmemvl 1 MOJIOYHbIX JHcelle3

Penxo: spextuibHast 1uchyHKIUS.

Obwue napywenus u peakyuu ¢ Mecme 68e0eHUs.

Yacro: acrenus (y mauueHToB ¢ XCH), moBbIIIeHHAsT yTOMIISIEMOCTB ™.

Heuacro: acrenus (y naiueHTOB ¢ apTepUAIbHON TUIIEPTEH3UEH WU CTeHOKapauei).
Jlabopamophvie u uncmpymenmanvHovle OaHHble

Penxo: moBeIeHre KOHIICHTPALWU TPUTIUIIEPUIOB M AKTHBHOCTH «II€YCHOYHBIX» TPAaHCAMUHA3

B KpoBH (acnapraramuHorpancdepasza (ACT), anannnamuHoTpancdepasa (AJIT)).
*y TanucHTOB C apTepHanLHoﬁ FHHepTeHSI/Ieﬁ WA CTGHOKap,Z[HCﬁ 0COOEHHO 4acTo JaHHBIC CHUMIITOMBI IIOABJIAKOTCA
B Ha4vaJiC Kypca JICHCHU:. OOBIYHO 3TH SBJIECHUS HOCST JIETKUH XapaKTep U NpoxXoaidAT, KaK MpaBUJIO, B TCYCHUC 1-2

HCACIIb IIOCJIC HaYajla JICUYCHU.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo co001mIaTh 0 O03peBaCMbIX HEXKEIATESIbHBIX PEeaKIHIX ITOCIIe PeTUCTPalliy Mpernapara
C uenbio 00eCne4eHHs HENPEPHIBHOTO MOHUTOPUHTA COOTHOUICHHS  <«II0JIb3a-PUCK)
JIEKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOO0IIaTh O JTHOBIX
M0JI0O3PEBACMBIX HEKEIATEIBHBIX PEAKIHIX JICKAPCTBEHHOTO Iperaparta depe3 HalMOHAIbHBIE
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUIX TOCYAapCTB - YWICHOB EBpa3uiickoro
HKOHOMHUYECKOTO COI03a.

Poccuiickas @enepanus.

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpPaHCHHUS.

Anpec: 109012, r. Mocksa, CriaBsiHCKasl IUI0IIa b, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

DnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B uHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHEeT»:

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka
CumMnromsl
Haubonee wyactele cuMnToMbl mepeao3upoBku: AV-0rokana, BbIpakeHHas OpaauKapaus,

BbIpakeHHOe CcHWkeHue AJl, OponxocmasM, ocTpass cepAeyHass HeJAOCTaTOYHOCTh U
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CHJIBHO BapbHpYeT CPEelM OTICNbHBIX MAallMeHTOB, W, BeposATHO, mamueHTtl ¢ XCH obGmagaror
BBICOKOM 4YBCTBUTEJIBHOCTBIO.

Jleuenue

[Tpy BO3HUKHOBEHHH MEPETO3UPOBKHU MPEK/E BCETO HEOOXOIUMO MPEKPATUTD MIPUEM IMpenapara
Y HayaTh NOJJEPKUBAIOLIYI0 CUMITOMATUYECKYIO TEPAIIUIO.

[Ipu BbIpakeHHOW OpaAMKapAWW: BHYTPUBEHHOE BBeJACHHME aTpomnuHa. Ecam s¢dekr
HEJOCTAaTOYHBINA, C OCTOPOKHOCTBIO MOXHO BBECTH CPEACTBO, 00Ja/aroliee MOJOKUTEIbHBIM
XPOHOTPONHBIM  JeiictBueM. MHorma MoxkeT moTpeOoBaTbcsi BpeMEHHAs IOCTaHOBKA
IIEKTPOKAPANOCTUMYIISITOPA.

ITpu BbIpaykeHHOM CHMXEHUU AJl: BHYTpPUBEHHOE BBEACHUE IUIa3MO3aMELIAIOUINX PACTBOPOB U
Ba3OIPECCOPHBIX  MpenaparoB. BHyTpuUBEHHOE BBEJACHHE TJIIOKaroHa MOXET  OBITh
1€JI€CO00Pa3HBIM.

[Tpu AV-6rokaze: manueHTsl JOKHBI HAXOAUTHCS TIO ITOCTOSTHHBIM HAOIIOICHHEM U TIOTY4aTh
JedeHne Oera-a[peHOMHMETHKAMH, TaKUMH Kak snuHepuH. B ciyuae HeoOxommmoctn —
MIOCTaHOBKA 3JIEKTPOKAPAUOCTUMYIISATOPA.

[Ipu ob6octpenun Teuenus XCH: BHyTpUBEeHHOE BBEJEHHE [UYPETHUKOB, INpENapaTroB C
MOJIOKHUTETHHBIM HHOTPOITHBIM 3P PEKTOM, a TaKKe Ba30IMIaTaTOPOB.

[Ipu Oponxocma3zme: Ha3HaYeHHWE OPOHXOAMIIATATOPOB, B TOM YHMCIE OeTaz-aJpeHOMHUMETHKOB
W/AIM aMUHO(UIUIHHA.

HpI/I TUIIOTTIMKEMUHN: BHYTPHUBCHHOC BBEACHNEC JCKCTPO3bI (FJIIOKO3BI).

5.  ®APMAKOJOIMYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYecKHe CBOiicTBa

dapmakoTepaneBTHUECKas rpymnmna: Oera-aIpeH00I0KaATOPHI; CEJIEKTUBHBIE Oera-
a7peHo0JI0KaTOPBI.

Kox ATX: C07ABO7

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Bd)d)eKTH

CenexTuBHBII OeTai-aipeHOOIOKATOp, 0€3 COOCTBEHHOW CHMIIATOMHUMETUYECKOW aKTHUBHOCTH,
He 00JajaeT MeMOpaHOCTAOMIIM3UPYIONTUM JACHCTBHEM. BUCOIIPOIIoN B TepaneBTUYECKUX JT03aX
o0JlalaeT HE3HAYUTEIBHBIM CPOACTBOM K OeTaz-aJpeHOopelenTopaM BHYTPEHHUX OPTraHOB
(moKenmyIouHasl Kelie3a, CKEJICTHBIC MBI, TJaaKkas MYCKyJaTypa MepupepuIecKux
aprepuii, OpOHXOB U MAaTKH), a TaKXke K O0eTaz-aApeHOPEHenTOpaM, YIaCTBYIOIIUM B PEryIISIUN
Merabonu3ma. CrenoBarenbHO, Oucomposon (B OTIMYME OT HECEICKTUBHBIX Oera-

aZpeHOOIOKATOPOB) B IIEJIOM HE BJIMSIET HA CONMPOTHBJICHUE IBIXATEIBHBIX MyTEH, OKa3bIBAET
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MEHEee BBIPR)KCHHOE BIMSHHE Ha OpraHbl, CO,Z[ep}KQE_II;II:(;"-lge; Ea;:g%'élue irops

_NEPTHOMY OTYETY

YIJIEBOAHBIN OOMEH, HE BBI3BIBACT 33JICP)KKM HMOHOB HATpUS B OpraHu3Me. BbIpaKeHHOCTb
aTepOreHHOTO JCHCTBHsSI OHCONpOJoia HE OTIMYaeTcs OT JACHCTBHs mporpaHonona. B
TepaneBTHUECKUX J103aX OMCOMpOJION OJOKHpYeT OeTar-aIpeHOpeLenTophl ceplla, YMEHbIIAET
CTUMYJIUDOBAaHHOE KaTeXoJlaMMHaMM O0pa3oBaHME LMKIMYECKOTO ajJeHO3MMOHOopochara
(uAM®) u3 agenosuntpudochara (ATD), cHUKAET BHYTPUKICTOUHBIA TOK MOHOB KaJbLus,
OKa3bIBaCT OTPUIATEIBLHOE XPOHO-, OPOMO-, 0aTMO- M HE SIBHO BBIPAKEHHOE HHOTPOITHOE
nercrBue. buconponon ymenpmaer YCC B mokoe HW NpU  HArpy3ke, 3aMeJisaeT
aTPUOBEHTPUKYISPHYIO IPOBOJAUMOCTb, YMEHbIIAET BO30YyAMMOCTh MuoOKapaa. CHuxaer
cepAeyHbIi BBHIOPOC, B HE3HAUMTENBHOW CTENEHM CHUKAET YAApHBIH 00BeM. YMEHBIIAaeT
NOTPEOHOCTh MUOKap/a B KUCIIOPOJE, CHUKAET aKTUBHOCTh PEHUHA I1JIa3Mbl KPOBH.

B Hauazne nedenus B nepBble 24 yaca mocie mnpuema Oucomposiona oOiee nepudepudeckoe
cocynuctoe conpotusieHre (OIICC) HeckonbKO yBeTUUMBaeTCs (B pe3yibTaTe pPEeUIPOKHOIO
BO3pacTaHus aKTUBHOCTH alib(a-aapenopenentopor). Yepes 1-3 cyrok OIICC Bo3Bpamiaercs K
ucxogHoMmy. [Ipu niaurensHoM Tepanuu n3HavanbHO nobiieHHoe OIICC cHuxaercs.
MakcumanbHbIil reMoAMHaMu4ecKuid 3pQexT nocturaercs uepe3 3—4 uaca mocie npuema
BHYTpb. [Ipu npumenenun 1 pa3 B cyTku TepaneBTHUECKUIl 3¢ ekt Ouconpoiiona coXpaHsercs
B TeueHue 24 yacoB Omarogaps 10—12 qacoBoMy nieproay MOTYBBIBEICHUS U3 TUIa3Mbl KPOBH.
Bucorponon o6magaeT TaKuMH Ke dIeKTpopu3noIorndeckumu dpdekramu, Kak u Apyrue oera-
azipeHobsokatopel. B anexkrpodusznonornyeckux uccieqoBaHusAX OUCOIPOIIOIN ypeKan 4acToOTy
CepACUYHBIX COKpALlEHWH, YyBEIMYUBAI BpeMs IPOBEIACHUS U pedpakTepHble MEepHOJIbI
CHHOATPHAJIBHOTO U aTPUOBEHTPUKYISIPHOTO Yy3710B. OTMeuaeTcs yiMHeHre nHTepaioB RR u
PQ, a taxxe koppurupoBanHoro unrepBasia QT (QTc) ma OKI' (B mpenenax HOpMallbHBIX
3HAYEHUM ).

buconponon oka3plBa€T AaHTUTMIIEPTEH3UBHOE, AHTUAPUTMHYECKOE U aHTHAHTMHAJIBHOE
JIeUCTBHE.

MexaHu3M  aHTUTUIEPTEH3UBHOTO  JCHCTBUA  OMCOMpPOJIOJia W3y4eH HE  MOJIHOCTHIO.
AnTHrUNIepTeH3UBHBIN 3()()EKT MOKET ObITh CBSA3aH C YMEHbILIEHHEM MUHYTHOI'O 00beMa KPOBH,
CHUMITaTUYECKON CTUMYIALUN Nepupeprudeckux COCy/I0B, CHHKEHMEM COJEp’KaHHs PEHUHA B
11a3Me KpOBH M aKTUBHOCTH PEHUH-aHTHMOTEH3MHOBON CHUCTEMBI (MMeeT O0JIbIIoe 3HaYCHHE IS
MAlMEHTOB C MCXOJHOM Tunepcekpenueil peHuHa), BOCCTAHOBJIEHHEM YYBCTBUTEIbHOCTHU
6apopenenTopoB Iyr'y a0pThl B OTBET HA CHWKEHUE apTepuanbHoro nasienus (A/l) u BausHuem
Ha ueHTpaibHylo HepBHyo cucremy (IIHC). Ilpu aprepuanbhHoil rumepreHzuu 3¢ ¢ext
HACTyIaeT yepe3 2—5 NHeW, MakcuMalbHOE CHMKeHue AJl mocturaercs, Kak MPaBHIO, YEpeE3

2 HeAeH I0CJIe Hadana JICUCHHUS.
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AHTHaHTUHABHBIN 3P eKT 00yCIIOBIIEH YMEHE [ieHneM H("frpt;@tgﬂ%t JM%& éEﬁcﬁoﬁohe B

pesynprate ypexxkeHuss YCC M HE3HAYUTENbHOIO CHM)KEHUS COKPaTUMOCTH, Y/UIMHEHHEM
JIMACTOJIBI, YIydlleHneM nepdy3un mMuokapaa. [Ipu olHOKpaTHOM NMPUMEHEHUH y MAIlMEeHTOB C
NBC 6e3 mpusnakop XCH Owuconponon cumxaer YCC, ymapHplii 0o0beM cepiama M, Kak
CIIEICTBUE, YyMEHbIIAeT (pakuuio BbIOpOcCa U MOTPEOHOCTH MHOKapAa B KHUCIOPOJIE.
AnTHapuTMHYEeCKH 3((eKT 00yCIOBICH YCTPAaHEHHEM apUTMOTCHHBIX (PaKTOPOB (TaXUKapIuH,
NOBBILICHHOW AaKTHUBHOCTH CHUMIATHYECKOH HEPBHOM CHUCTEMBI, YBEJIWYEHHOTO COIEpPHKaHUS
HAM®, aprepuanbHOW TUMEPTEH3HH), YMEHbBIIEHHUEM CKOPOCTH CIOHTAHHOTO BO30YXKIACHUS
CUHYCHOTO U OKTOMHMYECKOrO BOAMTENEH pUTMa U 3aMeIJeHHEM aTPUOBEHTPHUKYJISPHOIO
poBeJeHUS (IPEUMYILIECTBEHHO B aHTErPaHOM U, B MEHbIIEH CTENEHU, B PETPOTrPaHOM
HAIPaBJICHUU Y€pe3 aTPUOBEHTPUKYIISIPHBIN y3€1) U IO JOTOJIHUTEIbHBIM IIYTSM.

5.2. dapMakoKHHeTHYEeCKHE CBOHMCTBA

AOGcopbuus

buconponon nouru nosHocteio (6osee 90 %) BcackIBaeTCs U3 HKETYJOUYHO-KUIIEYHOTO TPAKTa.
Ero OHOZOCTYIHOCTH BCIEACTBHE HE3HAYMTEIbHONH  MeTaboNM3aluu  «IIpu  TIEPBOM
MPOXOXKACHUN» 4Yepe3 nedyeHb (Ha ypoBHe mpumepHo 10 %) cocrasisier okono 90 % mocne
npuema BHYTpb. [Ipuem mumm He BIMAET HA OHOJOCTYIHOCTh. bUCOMpONON TeMOHCTpUPYET
JUHEHHYI0 KUHETHKY, I[pUYEeM, €ro KOHLUEHTpaluu B IUIa3ME€ KPOBHU MPONOPLHOHATbHBI
MPUHATON 703€ B AMana3zoHe 103 oT 5 10 20 Mr. MakcumaibHasi KOHIICHTPAIUs B IJIa3Me KPOBU
(Cmax) mocturaercs yepes 2—-3 yaca.

Pacnpenenenue

buconponon pacmpenensiercss 10BOJIBHO MHpoKo. OOBEM pacmpeneieHuss COCTaBISET
3,5 n/kr. CBa3b ¢ Genkamu 1miaa3Mbl KpoBU gocturaet npumepHo 30 %.

BI/IOTDaHC(bODMaHI/IH

Metabonuzupyercs 1O OKUCIMTEIbHOMY TMyTH 03 Tocleayronei KoHbioranuu. Bcee
METa0OJUTHl TOJSIPHBI (BOJOPACTBOPUMBI) M BBIBOASTCS TMOYKaMu. OCHOBHBIE METAOOIUTHI,
OoOHapyXHBaeMbIe B IUIa3ME€ KPOBH M MOYE, HE MPOSBISIIOT (apMaKOJIOTHYECKONH aKTHBHOCTH.
JlaHHbIe, MOJyYEeHHBIC B PE3yIbTaTe SKCIIEPUMEHTOB C MHKPOCOMaMH TEYEeHH YesioBeka in Vitro,
MOKA3bIBAIOT, YTO OMCOMPOIION METAOOIH3UPYETCS B IIEPBYIO OUEpelb C TOMOIIbIO H30(epMeHTa
CYP3A4 (oxoiso 95 %), a uzopepment CYP2D6 urpaer nuiire HE3HAYUTEIBHYIO POJIb.
DJIMMUHALMS

Knupenc Owucomposnona omnpenensercs paBHOBECHMEM MEXKIY BBIBEICHHEM TIOYKAMHU B
HeuzMeHeHHOM Buje (okomo 50 %) u merabonuzMoM B niedueHu (okono 50 %) mo MetabonuToB,
KOTOpBIE Tak)Ke BBIBOAATCS Toukamu. OOmmii kimpeHc coctaBmsier 15 /4. Ilepuon

nonyBbiBenenus (T12) — 10-12 4. OrcyrcTByeT nHdpopMaius o GpapMakOKHMHETHKE OHCOMPOIIoia
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P LB

IToyeyHass HETOCTATOYHOCTD

B uccnenoBanuu y malueHTOB ¢ MOYEYHON HEIOCTATOUYHOCTHIO (CPEAHUM KIMPEHC KpeaTHHUHA
28 mu1/muH) ObUTO MOKa3aHo, yTo cHUkeHue KK compoBoxmaercst yBenuueHuEM Cmax, TUIOIIAIHA
noa kpuBoi «koHIeHTpamusa-Bpems» (AUC) um Tie Oucomposona. ITockonbKy KiIHMpeHC
Oucomnposnoja B PaBHOM CTENEHU OCYLIECTBISAECTCA MOYKAMH U IE€YEHBIO, CYIIECTBEHHOU
KyMYJISIIMA  OMCOTpOJIoNa y TMAlUMEHTOB C JIETKOM M YMEpPEHHOH CTENEeHbI0 MOYEeYHOH
HEJOCTATOYHOCTH HE OTMedaerca. B ciayyae TsDKEIoM MOYeYyHOM HEeA0CTaTOYHOCTH
(KK < 20 mur/MUH) MOXET MPOUCXOJUTh KYMYJISAIMS, U JI03a Ipernapara He J0JKHA MPEBbIIIATh
10 mr B cyTKH.

IIeueHouHas HEAOCTATOYHOCTD

VY nanueHToB C LMPPO30M IMEYEHM OTMEYaeTcs BBICOKAs BapuaOelnbHOCTb M 3HAUYUTENILHOE
3aMe/IJICHUE JIMMUHALIMY 110 CPAaBHEHMIO CO 3/10pOBBIMU JItobMU (T1/2 Guconposiona cocTapiser
or 83 nmo 21,7 uacoB). KnuHuuecku 3HauuMmble paznuuus (apMAKOKUHETHKH MEXIY
NanUMeHTaMM C HOPMaJbHOM M HapylmeHHOW (yHKUMEH Ie4eHW He BbIABICHBL. B ciyuae
BBIDQKCHHOM II€YEHOYHOM HEJOCTaTOYHOCTH MOJKET IPOUCXOIUTh KyMYJSILMs, M J03a
npernapara He J0JDKHA IIpeBblmarh 10 Mr B CyTKH.

XDOHI/ILIGCKEUI cepacyHasd HEAOCTATOYHOCTD

VY narmmenToB ¢ XCH Il pynknnonansHoro kinacca mo kinaccudukanua NYHA Obln oTMEUYSHBI
Oojyiee BBICOKOE COJEp:KaHHWE OHCOMpoiofia B IJla3Me€ KPOBM U YBEJIMYEHHBIH TEPUOJT
MOJTYBBIBEJICHUS 110 CPABHEHHIO CO 370POBBIMHU JOOPOBOIbIIaMU. MakcuMaabHas KOHIEHTpAIUs
Oucomponona B IJJa3ME€ KPOBH B PAaBHOBECHOM COCTOSIHUM COCTaBisieT 64+21 Hr/miu mnpu
cyTouHOM no3e 10 Mr; mepuoj MoiayBbIBENEHUsI cOCTaBisieT 17+5 vacoB. DapMaKOKMHETHKA
oucomnposnona y nanueHToB ¢ XCH u comyTCTBYIOIIMM HapylieHHeM (YHKIMH MEYeHH WU
MOYEK HE U3y4alach.

JInia moyKuJIoro Bo3pacra

Y manueHTOB TOXWJIOTO BO3pacTa OTMEYAeTCs HE3HAYUTEIIbHOE YBEIWYCHHE HEKOTOPBIX
dapmakokuHetnueckux mnokazareneit (Tiz, AUC, Cmax) Oucomposona mTO CpaBHEHHUIO C
MOJIOABIMHU TAIIMEHTaMH, MPEINOJI0KUTEILHO B CBSI3U C BO3PACTHBIM CHIDKEHHEM MOYEYHOTO
kmuperca. OJHAKO 3TH pa3iudds HE SIBISIOTCS KIMHUYECKH 3HAYMMBIMH W HE TpPEOYIOT

KOPPEKLIHMHU 03Bl OHCOMpOoIIoa.

6. ®APMAIEBTUUYECKHWE CBOWCTBA
6.1. IlepeyeHb BcOMOraTe/IbHBIX BElECTB

Buconposion, 5 Mr, Ta0IeTKH, DOKPBITHIE IIEHOYHOU 000JI0UYKOM
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Cocmas s0pa mabnemxu: (MOCNEAOBATENEHOCTE 0003)

Kanbeuus runpodocdar 6e3BoaHbIIMH
Henrono3a MUKpOKpUCTATIINYECKAS
Kpaxman kykypy3HbIi

Maruus creapat

KpeMuus auokcu1 KOJUTOUIHbIN
Cocmas 0borouku mabremxu:
Komnosuyus ons obonouxu:
[TonMBUHUIOBBIN CIIUPT

Turana auokcug (E171)

Makporoi 3350

Tanbk

Buconposoi, 10 Mr, TabJeTKH, DOKPBITHIE [JIEHOYHONW 000JI04YKOM

Cocmas siopa mabremxu:

Kamenus runpodocdar 6e3B01HbIIH

[enmron03a MUKPOKPUCTAITHYECKAS

Kpaxman kykypy3HbIit

Maruus creapar

KpeMuus auokcur KOJUTOUIHbBIN

Cocmas obonouku mabremxu:

Komnosuyus ons obonouxu:

[TonMBUHUAIIOBEIN CIUPT

Turana quokcun (E171)

Makxkporoi 3350

Tanpk

Keneza oxch JKenTHII

JKenesa okcun KpacHbIN

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rognocTu (CpoK XpaHeHHUs )

2 roza.

6.4. Oco0ble Mepbl IPeI0CTOPOKHOCTH NPU XPAHEHUHU
XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Bbimie 25 °C.

6.5. XapakTep u coaep:kaHHe MEPBUYHON YIAKOBKH
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I[To 10, 15 Tabnetok B KOHTYPHOM s ﬁKOBoﬁ':n}';%M:B%&EﬂaEiHé—%: e frénxn

HOJMBUHUIIXJIOPUIHON U (DOJIBIH aTFOMHUHHUEBOM MEUYaTHOMN JIAKUPOBAHHOM.

Ilo 1, 2, 3, 5, 6, 9 unn 10 KOHTYPHBIX SYEHKOBBIX YIMAKOBOK BMECTE€ C HMHCTPYKLHUEU IO

MEIUIUHCKOMY IPUMEHEHHIO TIOMELA0T B IAUYKy U3 KapTOHA KOPOOOUHOTO.

6.6. OcoOble Mepbl NPeJIOCTOPOKHOCTH MPH  YHUYTOKEHHHM  HMCIOJIB30BAHHOIO
JIEKAPCTBEHHOI'0 TMpemnapara HWJIM OTXO0A0B, IOJY4YEeHHbIX I0OcCJe NPHMEHEeHUs!
npenapara, u ipyrue MaHUIyJISILUM C IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7.  JEPXATEJIb PETUCTPAIHUMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs

000 «M3Bapuno @apmar, Poccus

108817, r. MockBa, kM BruykoBckoe mocce 5-if (. Buykosckoe), nena. 1, ctp. 1
Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

OnekrponHas moura: info@izvarino-pharma.ru

7.1. TlpencraBuTe/ib Aep:KaTesisi perucTPAllMOHHOIO YI0CTOBEPEHH s

[Iperen3un norpedbuTENeH HAOPABIATE 110 aIPECY:

Poccniickas @enepanys

000 «M3Bapuno @apmar, Poccus

108817, . MockBa, kM BHykoBckoe mocce 5-if (. Baykosckoe), nsia. 1, ctp. 1
Tenedon: +7 (495) 232-56-55;

®akc: +7 (495) 232-56-54.

OnekTponHas noura: info@izvarino-pharma.ru

8. HOMEP PETHCTPALHUOHHOI'O YAOCTOBEPEHUSA

9. JATA NMEPBUYHOWM PETUCTPAILIMU (IMOJATBEPXJIEHUSI PETUCTPAIINU,
HEPEPEI'MCTPALINN)

[laTa nepBoi perucTpanum:

10. JATA NEPECMOTPA TEKCTA
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OO0mass  XapakTepHUCTHKA  JICKAPCTBEHHOTO npenégzggﬂ-l E%%J(E{QPH%E@%QHB ! Ha

UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO CO03a B HH(POPMALMOHHO-

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