COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 12.12.2023 N= 26033

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUME JTEKAPCTBEHHOI'O IIPEITIAPATA
BUCOITPOJIOJI ABEKCHUMA, 5 mr, TaGieTKH, TOKPBITHIE TUICHOYHON 000JI0YKOA.
BUCOITPOJIOJI ABEKCHUMA, 10 mr, TabJIeTKH, MOKPHITHIC INIEHOYHOW 000I0UKOM.

2. KAUECTBEHHBIN 1 KOJJMYECTBEHHBIA COCTAB
JeiicTBytoliee BemecTBo: buconpooia Gpymapar.

BUCOITPOJIOJI ABEKCUMA, 5 mMr, TaOJIETKH, IOKPBITHIE IIIEHOYHOH 000I0YKON

Kaxxnast Tabnerka cogepKuT 5 Mr oucorposona (B Buie ¢pymapara).
BcmomorarenbHbIE BEIIeCTBA, HATMYHE KOTOPBIX HAI0 YYUTHIBATH B COCTABE JICKAPCTBCHHOTO
npenapara: JJakTo3bl MoHOTHIpaT — 28,3 Mr (cM. pasaen 4.4.).

BUCOITPOJIOJI ABEKCUMA, 10 Mr, TabJeTKH, HOKPBITHIE IIIEHOYHOM 000I0YKON

Kaxxnas tabnerka conepxut 10 Mr 6ucornposiona (B Buae pymapara).
BcnomorarenbHnie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUHUTBIBATH B COCTABC JICKAPCTBCHHOI'O

npenapara: jakto3sl MoHoTHIpaT — 40,0 Mr (cM. pasnen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPBIThIE MIIEHOYHOH 000I0UKOMH.

BUCOITPOJIOJI ABEKCUMA., 5 mr, TaOJETKHU, HOKPBITHIE INIEHOYHOU 000JI0UYKOM

Kpyrnible, ABOSIKOBBITYKIONW (OpPMBI TaOJIETKH, NOKPBITHIE MJICHOYHOW 000J0YKON Oenoro uiu
noytH Genoro 1Beta. Ha monepeyHom paspes3e BUIHBI /IBa CJIOSI — SAPO MOYTH OENIoro LBeTa U
IUIEHOYHAast 000JI0UKa.

BUCOITPOJIOJI ABEKCHUMA, 10 mr, Ta0JeTKH, HOKPHITHIE IIJICHOYHOM 000J10YKON

Kpyrible, ABOSIKOBBITYKIONW (OpPMBI TaOJIETKH, MOKPBITHIE MJICHOYHOW 000J0YKON Oenoro uiu
noytH Genoro 1Bera. Ha monepeyHom paspes3e BUIHBI JIBa CJIOSI — SAPO MOYTH OENIoro LBeTa U

IJICHOYHAs 000JI0UKa.

4. KIMHUYECKHUE JAHHBIE
4.1. lloxka3aHusl K NPUMEHEHHI0
BHUCOITPOJIOJI ABEKCHUMA noka3aH Kk IpMMEHEHHUIO Yy B3pOCIbIX B Bo3pacTte oT 18 et nmpu:

— apTepUAIbHON THIEPTEH3HHU;



COOTEBETCTEYET .
ot 12.12

— wmmemudeckoi Oonesnn cepaua (MBC): nnor&) aKTI‘/%(aE'“

CTCHOKapauu,

— XpOHMUECKOH cepaeuHoil HenoctarouHocT (XCH).

4.2. Pe:xuM 103MPOBaHUS U CIOCO0 NPUMeEHEeHHUs!

PexxuM J103upoBaHus

Apmepuanvnasn cunepmen3us u CmadulbHas CMeHOKAPOUs.

Bo Bcex ciydasix pexxum npuemMa 1 103y MoA0upaeT Bpau Kaxa0My MalueHTy HHANBUAYAIbBHO, B
YaCTHOCTH, YYUTBIBasi 4nCIIO cepaeynbix cokpamienuit (HCC) u cocTosiHuE MalueHTa.

OOBIYHO HavanmbHas J03a cocTaBisieT 5 mMr 1 pa3 B cyrku. [Ipu HEOOXOAMMOCTH 103y MOKHO
yBenuuuTh 10 10 Mr 1 pa3 B cyTkH.

[Ipu neyeHuHn apTepHaNbHON TUIMEPTEH3MHM U CTAOMIBHOM CTEHOKApAMM MaKCHUMallbHas
peKoMeH10BaHHas A03a cocrasisieT 20 mr 1 pa3 B CyTKH.

XpoHuueckas cepoeynas HeOOCMamoyHOCmy

CranpaptHas cxema  JyeueHuss ~ XCH  Bkimrouaer — NpUMEHEHHME  HMHIHUOMTOPOB
aHrnoTeH3uHNpeBpaniatomero pepmenta (AIID) nam aHTaroHUCTOB PElENTOPOB AHTMOTEH3WHA
IT (B cnyuae Henepenocumoctu UHruOuTOpoB AlID), Gera-ampeH0OIOKATOPOB, TUYPETHUKOB H,
(baKynbTaTUBHO, CepleYHbIX IMKo3uAoB. Hauano neuenms XCH Owucompomnonom Tpebyer
00513aTeIbHOTO TPOBEICHUS CIElHaTbHON (a3bl TUTPOBAHHMS M PETYISPHOTO BpadyeOHOro
KOHTPOJIS.

[IpenBapuTEeTbHBIM YCIOBUEM IS JICYCHUSI OMCOIIPOIIONIOM SBIISIETCS CTAOMIIbHAS XPOHUYECKAs
cepJieuHas HeJJOCTaTOYHOCTh 0€3 MPU3HAKOB O0OCTPEHMSL.

Jleuenne XCH OuconposonoM HaYMHAETCSl B COOTBETCTBUU CO CIIEAYIOIIEH CXeMON TUTPOBAHUSL.
[Ipu sTOoM MoOXeT noTpeGOBaThCS MHIAMBHUAYyalbHAas aJanTalys B 3aBUCUMOCTH OT TOTO,
HACKOJIBKO XOPOIIO TAIMEHT IEePEHOCHT Ha3HAYCHHYIO /103y, T.€. JI03y MOXHO YBEIUYHBATH
TOJBKO B TOM CIIydae, €clM NpeAbyIyInas J03a XOpouio mnepeHocwnack. s obecriedeHus
COOTBETCTBYIOIIIETO TMpOIlecca TUTPOBAHHUS HA HAYaJbHBIX JTalax JICUCHHS PEKOMEHIYETCs
OPUMEHATh OMCONpPOJION B JieKapcTBEHHOW Qopme: Tabnetku mo 2,5 mr. Pexkomennyemas
HayvanbHas 703a cocTaBiseT 1,25 Mr oaumH pa3 B JieHb. B 3aBUCMMOCTH OT MHIMBHUIYaJbHON
MEPEHOCHUMOCTH JI03Y CIEAyeT MOCTENEHHO MOBBIIATh A0 2,5 mr, 3,75 mr, 5 mr, 7,5 Mr u 10 mr
1 pa3 B nens. Kaxxnoe mocienyromniee yBeInueHHE 1036l JODKHO OCYIIECTBISITECS HE MEHEE YeM
yepes JIBe HeJleIH.

Ecnu yBenndenue 1036l mpemnapara nioxo NepeHOCUTCS NAllMeHTOM, BO3MOKHO CHUKEHHUE JI03BI.

MakcumanbHas pekomeHnoBanHas go03a mpu XCH cocrasisier 10 mr 6uconpornona 1 pa3 B 1eHb.
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YCC wu crenenu BbipakeHHOCTH cuMnToMoB XCH. Ycyry6nenue cumntomoB teuenus XCH
BO3MOKHO Y€ C IIEPBOr0 JIHS IPUMEHEHUS IIperapara.

Ecnyu manueHT mioxo nepeHoCUT MaKCUMaJIbHO PEKOMEHIOBAHHYIO 103y IIpernapara, BO3MOXKHO
IOCTEIIEHHOE CHI)KEHUE JI03bI.

Bo Bpems (a3pl THTPOBAHUS HITH MTOCIIE HEE MOXKET BO3HUKHYTh BPEMEHHOE YXYIIICHNE TEUCHHUS
XCH, aprepualibHasi TUIIOTCH3UsI WK Opaaukapaus. B 3ToM ciiydae peKOMEHIyeTcsi, MPexKIe
BCEro, IPOBECTH KOPPEKLHUIO 03 IpernaparoB COMYTCTBYIOUIEH Tepanuu. Takxke MOXeT
noTpe0OBATHCSA BPEMEHHOE CHUKEHHUE J103bl OMCOMPOJI0JIa UM €0 OTMEHA.

[Tocne crabunm3anuu COCTOSHUS MAalMEHTA CJIEAyeT MPOBECTH MOBTOPHOE TUTPOBAHUE JO3BI,
100 MPOAOIKUTE JIEYEHHE.

Jleuenue npenapaToM OOBIYHO SIBJISETCS 1OJTOBPEMEHHON Tepanuen.

Oco0nIe T'pYIIIBI ITAIIMCHTOB

Tlayuenmwl noswcunoeo 6ospacma
Koppekuuu no3s1 HE TpedyeTcs.
Tayuenmoi ¢ Hapywenuem QyHKyuy novex Uiy nedeHu:

o [Ipu HapymieHuu GyHKIMU MEYEHH WM MOYEK JETKON UM YMEPEHHOU CTENEeHU OOBIYHO HE
TpeOyeTcs KOPPEKTUPOBATh J103Y.

e [Ipu BbIpakeHHBIX HapyiieHUsX (yHkuuu moduek (kaupenc kpearununHa (KK) wmenee
20 MII/MHH) ¥ y TIALIUEHTOB C TSHKENBIMH 3a00JIEBaHUSMH TIEYEHH MaKCUMajbHasi CyTOYHas
no3a cocrapiserT 10 Mr. YBenudeHHe 036l Y TaKUX OOJBHBIX JIOJDKHO OCYIIECTBISATHCS C
0Cc000i1 OCTOPOKHOCTHIO.

K Hacrosimemy BpeMEeHH HEIOCTATOYHO IAHHBIX OTHOCUTEIBHO MPUMEHEHHS OHCOMpoIona y
narueHToB ¢ XCH B coderanuu ¢ caxapHbiM auadberom 1 Tuma, BBIpaXKEHHBIMU HapyIICHUSIMU
(GYHKIIUHM TIOYEK W/WIHA TICUYCHU, PECTPUKTUBHON KapAMOMHUOTATHEH, BPOXKICHHBIMUA TTOPOKAMHU
cep/Ia Wik MOPOKOM KJIalaHa cep/ia ¢ BBIPAKCHHBIMH T'e€MOIMHAMHYSCKUMU HAPYIICHUSMHU.
Taxxe 10 CUX Op He OBUTO TIOTYYSHO JOCTATOYHBIX JIAHHBIX OTHOCUTENHHO nanueHToB ¢ XCH ¢
uH(}apKTOM MHOKap/ia B TEUCHUE TIOCTIETHUX 3 MECSIIEB.

eTH

bezonacHocth u adpdextuBHOCTh Tpemapata BUCOITPOJIOJI ABEKCHUMA y nereii B Bo3pacte
1o 18 yietT Ha JaHHBIM MOMEHT HE YCTaHOBIICHHI (CM. pasnen 4.3).

Cnooco0 nmpuMeHeHus

BnyTps.
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Ta6nerku npenapara BUCOTIPOJION ABEKCUMA &S = bamiars Bt bas B eyricu

YTPOM C HEOOIBIINM KOJNYECTBOM KUAKOCTHU, HE3AaBUCUMO OT BPCMCHHU IIPpUCMaA ITUIIIH. TabneTku

HC CJICAYCT Pa3KCBbIBATh UJIN PACTHUPATh B ITOPOILIOK.

OTtMeHa Opemnaparta

HpenapaT CICAYCT OTMCHATH IIOCTCIICHHO, TaK KakK

BHE3aITHOC IMPEKpalICHUEC JICYCHUA MOXKET

IIPUBECTU K PE3KOMY YXYIUICHUIO COCTOSIHUS NALUEHTA.

4.3. IIpoTBONOKA3AHUSA
— TUIEPYYBCTBUTEIBHOCTh K OMCOIPOJIONY HITH

MePEUYUCIICHHBIX B pazzaene 6.1;

K J'IIO6OMy n3 BCIIOMOI'aTCJIbHbIX BCIICCTB,

— octpas cepieuHas HepoctaTtoyHocTh Ui XCH B craguu nexkommeHcanuu, TpeOyromas

MPOBEJICHHUS HHOTPOITHOW TEPaInu;

— KapauOT€HHBIN LIOK;

—  aTPUOBEHTPUKYISIpHAsS OJiokaia (AV)
3IEKTPOKAPAUOCTUMYIISATOPA;

— CHHJAPOM cJIab0CTH CUHYCOBOTO y3I1a;

— CHHOATpHaJIbHasd 6J'IOKa,Z[a;

OJIoKaza 11111 CTENEHH, 0e3

— BeIpaxenHas Opanukapaus (UCC menee 60 ya/mMuH) 10 Havyana Tepanuy;

— BBbIpaXeHHas apTepuanbHas runotensus (cucronuueckoe AJl menee 100 Mmm pT.cT.);

—  TspKenble GopMbl OpOHXUATBHON aCTMBI;

— BBIp@XEHHbIE HApyIIEHUs NepU(PEepUIecKoro apTepUalbHOrO KpPOBOOOpAIIEHUS WIH

cuHpoM PeitHo;

—  MeTabOIUYECKUH allua03;

— (eoxpomoriuroma (6€3 0OTHOBPEMEHHOTO TPUMEHEHUS 0l-aPEHOOIOKATOPOB);

— BO3pacT g0 18 ner (HeI[OCTaTO‘lHO JaHHBIX I1O

BO3PACTHOM TPYIIIIBI);

3¢ (HEeKTUBHOCTH U OE30MACHOCTH Y TaHHOM

— HCHOCPCHOCHUMOCTL JIAKTO3bl, HCAOCTATOYHOCTH JIAKTAa3bl WM CHUHAPOM TJIFOKO30-

raJlakTO3HON MalibabCopOIIHU.

4.4. Ocobble yka3zaHus U Mepbl MPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

® [IPOBE/CHUE JIECCHCUOMITU3NPYIOIIEH Tepanuu;

® CTCHOKapAaus HpI/IHI_IMCTaJ'Ia;

® TUICPTHPEO3;
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KOHIEHTPAIUU TJIOKO3bI B KPOBU;

e AV Omokazna I crenenun;

e BhIpaKeHHas rnmovyevHas HepoctaTrouHocTh (KK Menee 20 mi/MuH);

e BBIpaKEHHBIC HAPYUICHUS (PYHKIIUU [IEYCHH;

e T[icopuas;

® PECTPUKTHBHAS KapIHOMHUOIIATHS;

® BpOXJICHHBIC TOPOKM CEpAlla MJIM T[OPOK KiIalaHa cepana ¢ BBIPAKECHHBIMU
reMOIMHAMHYECKUMH HapyIICHUSIMH;

e XCH c undapkToM MHOKap/a B TEYCHHUE MMOCICTHUX 3 MECAIICB;

e HapyleHHUs NnepupepuuecKoro apTepruaibHOro KpoBooOpallleHus Jerkod U yMepeHHOU
CTEIEHH;

® TsDKETbIe POPMBI XPOHUYECKOW 00CTpyKTHBHOM Oose3nu serkux (XOBJI);

e HeTspKenble GOpMbI OPOHXUATEHOW aCTMBI,

e OponHxocra3M (B aHaMHE3E);

® ajuIepruyecKue peaxiuu (B aHaMHes3e);

e O0IIMpHBIC XUPYPTUUECKHUE BMEIIATENLCTBA U 00II1ast aHECTE3Ms;

e CTporas aueTa;

e OEpeMEeHHOCTD;

® [EpUOJ TPYAHOTO BCKAPMITHBAHUS.

KoHTpoab MaleHToB

Ha nauanpHOM 3Tame Tepanuu OMCOMPOIIOIIOM TMAIMEHT JOJKEH HAXOIUTHCS IO TTOCTOSHHBIM
HaOmoeHueM Bpada. He cienyer pe3ko mpephiBaTh Ji€U€HHUE OUCOINPOJSIOIOM WM MEHSTh
PEKOMEHIOBAaHHYIO 7103y 0e3 MpeAaBapUTeIbHON KOHCYIBTALMU C BPAadyoM, TaK KaK 3TO MOKET
MPUBECTU K BPEMEHHOMY YXYAILICHUIO ACSITEIBHOCTU CEpALIa.

HDCKDaHIGHI/Ie TCpalnnuu, CHHAPOM «OTMCHBI»

JleueHne He CleyeT MpephIBaTh BHE3AITHO, OCOOCHHO y MAIIMEHTOB C MIIEMUYECKOH OOJIE3HBIO
cepana (MBC), Tak kak 0TMeudanoch yTsKeleHHUEe MPUCTYIIOB CTEHOKApIUH, pa3BUTHE HH(DapKTa
MHUOKap/la 1 BO3SHHUKHOBEHHE JKEITYJOUYKOBBIX apuTMuil y manueHtoB ¢ UBC mpu BHe3amHoOM
MpeKparieHnu npruema oera-aapeHobaokaTopoB. Eciau mpekparienue jieueHuss He00X0IMMO, TO
103y Oucomposona cieyeT CHWXATh TOCTENIEHHO. B cilydae 3HAYUTENBHOTO YTSDKEICHUS
CTEHOKApJMH WK Pa3BUTHS OCTPOrO0 KOPOHAPHOTO CHHIpPOMA CIEAyeT BPEMEHHO BO30OHOBHTH

npueM Oucorposona.
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3abonesanus cepoeuno-cocyoucmotl cucmemobl

bera-agpenoOiaokaTopsl HE JOJDKHBI IPUMEHSThCA Npu AekomneHcupoBanHo XCH o Tex nop,
[IOKa COCTOSIHME MallMeHTa HE cTa0miM3upoBaiock. Ha HauvanbHBIX 3Tanax NpUMEHEHUs
OucoIpoIoa NalMeHThl HYKAAI0TCs B TOCTOSSHHOM HaOIoaeHnn. beta-aapeno610KkaTopel MOTYT
BBI3BIBaTH Opaaukapauto. [Ipu yperxxennun YCC B mokoe Mmenee S0—-55 yi/MuH cieayer yMEeHbIINUTh
JI03y WM TPEKpaTUTh IprueM Oucorpoinona. Kak u qpyrue 6era-aapeHo0I0KaTophl, OUCOMPOIION
MOJKET BbI3bIBaTh yanuHeHue uHTepBana PQ na OKI'. Cienyer ¢ ocTOpOXKHOCTbIO IPUMEHSTH
O6ucomnponon y nanueHtoB ¢ AV 6nokanon I crenenn. HecenektuBHble OeTa-aipeHOOI0KATOPHI
MOTYT YBEJIMYMBATH YaCTOTY U IMPOJOJIKUTEIIbHOCTh AHTMHO3HBIX MPUCTYIOB y IMAlUEHTOB C
Ba30CMACTHYECKOM CTeHOKapauen (cteHokapaueil [IpunHiiMeTana) BCiaeacTBUE OMOCPEI0BAHHON
anbQa-aJpeHopeLenTOpaMi Ba30KOHCTPUKIIMM KOpOHapHOM aprepuu. KapanocenekTuBHbIE
OeTtai-apeHO0I0KaTOPHI (BKIIIOUAss OUCOMPOIION) MPU Ba30CHACTUUECKON CTEHOKApIUU CIeAyeT
MPUMEHSTh C OCTOPOXKHOCTHIO. K HacTosileMy BpeMEeHH HEOCTaTOYHO JaHHBIX OTHOCHUTEIBHO
npuMeHeHus Oucorposona y namueHToB ¢ XCH B coueranum c¢ caxapHbiM auaberom | Tuma,
BBIDQKEHHBIMH ~ HApYHMICHUAMH  (YHKIMM  TOYEK  W/WIM  TEYEeHH, PECTPUKTHBHON
KapAMOMHUONAaTHEN, BPOXKICHHBIMH MMOPOKAMHU Cep/la WK 3a00JeBaHUSIMU KJallaHa cepia C
BBIPQXCHHBIMU T€MOJMHAMHYECKUMU HapylIeHUsIMU. Taxke 10 CHX MOp He ObLIO IMOJY4EeHO
JIOCTaTOYHBIX JaHHBIX OTHOcUTEIbHO mnanueHToB ¢ XCH ¢ uH(papkTOM MuOKapjia B TE€UEHHE
MOCHEIHUX 3 MECSIIEB.

3abonesanus ovixamenbHOU cucmembl

HecmoTpst Ha TO, 4TO celleKTUBHBIE OeTai1-aJpeHOOJ0KATOPbl B MEHBIIEH CTENEHH BIMAIOT Ha
(GYHKIMIO BIXaTEJIbHON CUCTEMBI, YEM HECEJIEKTHBHBIE OeTa-aJpeHO0I0KATOPbI, NAIUEHTaM C
XOBJI u HeTsxenbMu opMaMu OPOHXHATTBHOM aCTMbI OMCONPOIIOJ CJIEYET Ha3HauaTh ¢ 0COO0M
OCTOPOXXHOCTBIO U TOJBKO B TOM CIIy4ae, €CIIM BO3MOXHBIE IPEUMYILECTBA €r0 MPUMEHEHUs
IPEBBILAIOT NOTEHIMAIbHBIN puck. Y nanuentoB ¢ XOBJI 6uconponon cieayer Ha3HauaTh B
HAauMEHbIIEH BO3MOXHOW [103€, M NAIMEHTOB CJENyeT TIIATEJbHO HaO0JI0/aTh Ha MpenMeT
MOSIBJIICHHS HOBBIX CUMIITOMOB (HampUMep, OJbIIIKA, HEMEPEHOCUMOCTh (PM3NUYECKUX HATPY30K,
kamenb). [Ipu OponxuanpHOii actMe win XOBJI mokazaHo OJHOBpeMEHHOE NpPUMEHEHUE
OpOHXOMIIATUPYIOLINX CPEACTB. Y MAllMEHTOB ¢ OPOHXHAIBLHON aCTMOM BO3MOKHO MOBBIIICHUE
PE3UCTEHTHOCTH JIbIXaTENbHBIX MyTEH, YTO MOXKET MOoTpeOoBaTh MpUMEHEHUs! Oojiee BBICOKOMN
J03bI 0€Taz-aAPEHOMHUMETHUKOB.

ObuwiupHbvle xupypeuieckue eMeuamenscmed u oowas anecmesus

Pexomennyercss 0e3 sBHOM HEOOXOIUMOCTH HE NpeKpamaTh mpueM Oucomposona B
NepUonepalioHHOM Tepuose (Tak Kak Oyiokajga OeTa-aJpeHOPELEeNnTOpPOB CHHMXKAET PHCK

BO3HUKHOBCHUSA apI/ITMI/Iﬁ N HUIIEMHU MHOKapJaa BO BpEMA BBOJHOI'O HApKO3a U I/IHTY6aHI/II/I).
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aIpeHOOIOKATOPHI (TaK KaK CYIIECTBYET BEPOATHOCTH B3aUMOCHCTBUS OMCOIIPOIIONa C JPYTUMHU
JIEKapCTBEHHBIMU CPEJICTBAMU C IOCIEAYIOIIUM pPa3BUTUEM TSKENIbIX OpaauapUTMH,
yYMEHbILIEHHEM pPEe(IEKTOPHON TaXUKapAUM U CHUKEHHEM pedIeKTOPHON CIOCOOHOCTH
KOMIIEHCHPOBaTh KpoBomnoTepro). [Ipn HeoOXoaumMocTu mpepbiBaHUS TEpanuu OWCOMPOIIOIOM
nepes XUpypruuecKuM BMEIIATEIbCTBOM, IIPENapaT CaeAyeT OTMEHITh IOCTENEHHO U 3aKOHUYUTh
€ro IpueM IpUMEPHO 3a 48 4acoB JJ0 aHECTE3UU.

Deoxpomoyumoma

Y mnanueHToB ¢ (EOoXpOMOLMUTOMOM OHCOMPOIOA MOXKET ObITh Ha3HAYeH TOJIbKO Ha (oHe
npuMeHeHus anb(a-aapeHoOsokaTopoB. llpu npumMeHeHHH OucCOmposoia Yy NAalKUEHTOB C
(heoXpOMOIIUTOMOM UMEETCSl PUCK Pa3BUTHUS NTapaJOKCAIbHOM apTepraibHON TMIIEPTEH3UH (€CIU
IpeBapUTENbHO HE JOCTUTHYTA 3(pPeKTuBHAS anb(a-aapeHoOI0Kaa).

Tupeomoxcukos

[lpy  TUPEOTOKCHKO3e OHCOMPONON  MOMKET MACKHPOBaTh  KIMHUYECKHE  CHUMIITTOMBI
TUPEOTOKCUKO3a (HampuMmep, Taxukapauto). Peskas orMeHa OHMCONpOiOa y MAUEHTOB C
TUPEOTOKCUKO30M TMPOTHBOINOKA3aHa, IOCKOJIbKY CIHOCOOHA YCHJIMTh MAaTOJOTHYECKYIO
CUMITOMATHUKY.

Peaxyuu nosvluwennoii uygcmeumenvnocmu

VYV nanueHToB, MOJyYarolIMX OHCOIpPOJoN, Ha (OHE OTATOUIEHHOIO aJuIeproJorHuecKoro
aHaMHe3a MOXeT HaOJI0/aThCsl YCUJIEHHE TSKENIBIX CHUCTEMHBIX alJIePrMYecKUX peakiuil uim
aHa(UIIAKCUH, a TAKXKE OTCYTCTBHE TeparneBTUYecKoro 3pdexra oObIYHBIX 103 aApEHATNHA U3-32
ociia0JeHusi  aJAPEHEePrUYEeCKON  KOMIIEHCATOPHOW  pEryisilMd  TOJ JeUCTBHEM Oera-
aapeHoOokaTopoB. [IpruMeHeHne 0ObIYHBIX TEpaNeBTUUYECKUX /103 NMHEepUHA (aipeHallnHa) Ha
¢one mpuema Oera-apeHOOIOKATOPOB HE BCErAa MNPHUBOAMT K JOCTHKEHMIO HKEIaeMOro
KIMHUYeckoro 3¢ dexra. Heo6xoanmo cobitto1aTh OCTOPOKHOCTH ITPU Ha3HAYEHUH OMCOIIpOoIIoIa
NAlUEHTaM C TSKENbIMU PEAKIUSAMHU TMIIEPUYBCTBUTEIBHOCTH B aHAMHE3€ WM NPOXOASIIUM
Kypc J€CEeHCUOMIU3AIIH.

Iicopuaz

[Tpu pemieHnu Bompoca O MpUMEHEHUH OUCOIPOIIOIIA y MALMEHTOB ¢ ICOPHa30M (B TOM YHUCIIE B
aHaMHe3e) ClIeyeT THIATeIbHO COOTHECTH MpeAroIaraéMyro mojib3y OT IPUMEHEHHUs Npenapara
Y BO3MOJKHBIHM pUCK 000CTpEHUs TeUeHUs IIcoprasa.

Cyoopoeu npu eunoznukemuu

Tspkenas THUNOTIMKEMHS MOXET TPHUBECTH K BO3HMKHOBEHHIO CYAOpPOr, OCOOEHHO NpH

nepea03upoBKe OeTa-aapeHo0I0KaTOpoB (cM. pazaen 4.9).
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Konmaxmuuwie nunsol

[TaneHThI, TONB3YIOLIHECS KOHTAKTHBIMH JINH3aMH, TOJDKHBI YYUTHIBATh, YTO Ha ()OHE JICUCHUS
BO3MOKHO YMEHBIIICHUE NPOAYKIIMH CIIE3HOU KUKOCTH.

BcnoMorareabpHEIC BEIECTBA

[Ipenapar BUCOITPOJIOJI ABEKCHUMA conepxut akTo3bl MOHOTHApAT. [laninentam ¢ penko
BCTpEYAIOLIeHCs HACTIEICTBEHHON HEMEPEHOCUMOCTBIO I'aJIaKTO3bI, Ie(UIIUTOM JIaKTa3bl JIOTIapen

WU TIII0KO30-TaJTaKTO3HOM MalibabcopOIel npenapaTt NIpUHAMATh HE CIISTyeT.

4.5. BzaumoaeiicTBue ¢ JAPYrMMH JIEeKAPCTBEHHBIMH NpenapatamMM M Jpyrue BHAbI
B3aMMO/1elCTBUA

HepexoMmennyemble KOMOMHAIINHT

Jleuenue xponuueckoti cepoeunoti HedoCmamo4HoCmu

AHTHapuTMHYecKHE cpelacTBa | kiacca (HampuMmep, XUHMIUH, IU30NUPAMUT, JIUJIO0KauH,
dbenuTonH; prekanHu, mponapeHOH) TP OJHOBPEMECHHOM MPUMEHEHHH ¢ OMCOTIPOIIOIOM MOTYT
CHIDKaTh AV TIPOBOJMMOCTD U COKPATHTENIBHYIO CIIOCOOHOCTD CEep/la.

Bce nokasanus Kk npumenenuio duconponona

bnokaropsl «MemieHHbIX» KanblueBbiX kaHanoB (BMKK) Ttuma Bepamammia u B MeHbILEi
CTETIeHH, IUITHA3EeMa, TIPH OJTHOBPEMEHHOM MPUMEHEHUH C OMCOTPOIIOIOM MOTYT MPUBOAMTH K
CHI)KEHMIO COKpATUTENbHOM CIOocOOHOCTH MHOKapaa W HapyuieHuio AV mpoBoaumoctu. B
YaCTHOCTH, BHYTPMBEHHOE BBEJCHHE BepalaMuia NalMeHTaM, MpUHUMAIMM Oerta-
a/IpeHOOIOKATOPBI, MOKET MPUBECTH K BBIPAKEHHOH apTepHalbHON THIOTeH3uu U AV Oiokaze.
['unoTeH3uBHbIE CpeACTBa ILEHTPAIBHOIO JEHCTBUS (Takue Kak KJIOHWJIUH, METUJIAOINA,
MOKCOHMJIUH, PUJIMEHHUAMH) MOryT mnpuBecTd K ypexeHuto YCC M CHUKEHMIO CEepJeHYHOTO
BbIOpOCa, a TaKKe K Ba3OAMJIATALlMU BCJIEICTBHE CHUXEHUS LEHTPAJIbHOIO CHUMIATUYECKOTO
ToHyca. Pe3kast oTMeHa, 0COOEHHO /10 OTMEHBI 0eTa-aAPEHOOIOKATOPOB MOKET YBEIUUUTh PUCK
Pa3BUTHUS «PUKOIIETHON» apTEPUAIIBHON TMIIEPTEH3HH.

DUHTOIMMO/ MOKET YCHUJIUTh OTPUIIATEIBHBIN XpPOHOTPOMHBIN 3(pdekT OeTa-aapeHo0I0KaTOpOB
U TIPUBECTHM K BBIpAXEHHOW Opanukapauu. OAHOBpEMEHHOE INpHUMEHEHHe (UHroIuMoJa U
Ouconposnona He pekoMeHayercs. B ciydyae HEOOXOIUMOCTH OJHOBPEMEHHOIO NPUMEHEHUS
¢buHroIMMOIa M OGHcomnpoioia TpedyeTcs THIATeIbHOE HAOMIOACHHUE 32 COCTOSIHHUEM MAallleHTa.
Pekomenayercss HauyuHaTh KOMOWHUPOBAHHYIO TEpamuil0 B YCIOBHUSX CTallMOHapa |
OCYILECTBIISAITh COOTBETCTBYIOIIMNA MOHUTOPUHI (TIOKa3aH JAJUTEIbHBI KOHTPOJb YacTOTHI
CEpJEYHbIX COKpAIICHWH, MO MEHBIIEH Mepe, 10 yTpa CIEAYIOLIEro AHsS IOCJiE MEPBOTO

OJTHOBPEMEHHOTO TIprueMa (PUHTOJIMMO/Ia U OHCOTIPOIIOIIa).
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KomOuHanmu, Tpedyroime 0co00ii 0CTOPOKHOOTH

Jleuenue apmepuanvHol cunepmen3uy U CmeHoKapoul

AHTunapurMuueckue cpeiacrsa [ kmacca (Hampumep, XUHWAMH, JU30NMpAaMUM, JIMJOKaWH,
dbenutoun; GiiekanHu, mpornadeHoH) NPy OAHOBPEMEHHOM MPUMEHEHHH C OMCOIPOIIOJIOM MOTYT
CHIXATh AV POBOAMMOCTb M COKPATUTEIbHYIO CIIOCOOHOCTh MUOKap/Ia.

Bce nokazanus Kk npumenenuio Ouconpoiona

BMKK nipou3BoaHbIe TUTHAPONHPUANHA (HapuMep, HUGeTUIHH, (PeT0TUIIH, aMIOIUIINH) TP
OJIHOBPEMEHHOM TPUMEHEHUU C OHCOMPOJIONIOM MOTYT YBEIMYMBATH PHUCK pPa3BUTHS
apTepuaibHOl runoreH3uu. Y mnanueHToB ¢ XCH Henb3si UCKIIOYUTh PUCK MOCIEAYIOIIETO
YXYIIEHUS] COKPATUTENBbHON yHKIMH cepaia.

Antnapurmuueckue cpenactsa Il knmacca (Hanpumep, aMuOAapOH) MOTYT YCHUJIMBATh HAPYIIICHHUE
AV npoBOAMMOCTH.

JeiicTBue OeTa-aapeHoOI0KaTOPOB Al MECTHOTO IPUMEHEHUs (HampuMmep, TJIa3HbIX Karemb A
JICYCHUsST TJIAYKOMBI) MOXKET yCHJIMBATh cHCTeMHBIC 3 (dekTsl Oucomnpoiniona (cHmwkeHue AJl,
ypexkenne UCC).

[TapacuMIaTOMUMETHUKH TIPH OJHOBPEMEHHOM MPUMEHEHHH C OMCOIMPOIOIOM MOTYT yCUIIUBATh
HapylieHue AV npoBOAUMOCTH U YBEJIMYUBATh PUCK Pa3BUTUA OpaTuKapauu.
['unornukeMuyeckoe JeMCTBUE HHCYIMHA UM TUIIOTIIMKEMUYECKUX CPECTB /7S IpUeMa BHYTpPb
MOJKET ycuiuBaTbes. [Ipr3Haku runoriuKeMun, B YaCTHOCTH TaXUKap/Iusl, MOTYT MaCKUPOBAThCS
win nojaBiATees. [lonoOHble B3aumozelcTBusi Oosiee  BEpOATHBI NpU  IPUMEHEHUH
HECEJIeKTUBHBIX OeTa-aipeH00I0KaTOPOB.

CpenactBa Juist mpoBesieHUs1 OOIIe aHeCTe3UH MOTYT YBEJIMYMBATh PUCK KApAHOJEIPECCUBHOTO
JeNCTBUS, MPUBOJIS K apTepuanbHON runoreH3uu (cm. paszaen 4.4). Cepaeunble TIUKO3UIbI TIPU
OJTHOBPEMEHHOM MNPHUMEHEHHH C OUCOIPOJIOJIOM MOTYT MPUBOJIUTH K YBEJIWYEHHUIO BPEMEHHU
NPOBEICHUS UMITYJIbCa, U TAKMM 00pa30M, K pa3BUTHIO OpaJuKapIuu.

Hecrepounnsie nporuoBocnanutenbubie npenapatsl (HIIBII) Moryt cHukaTh runoTeH3UBHBIN
s dexT ducomnponona.

OnHOBpeMeHHOE TpUMEHEeHHe Oucomposiona ¢  Oera-aJjpeHOMUMETHKAaMH  (Hampumep,
U30MPEHATNH, J00YTaMUH) MOXKET PUBOIUTH K CHIDKEHUIO 3(hexra o0oux mpenaparos.
Coueranue Owucomposona ¢ aJpeHOMHUMETHKAMH, BIMSIONMMH Ha Oera- u  anmb(da-
aZpeHopenenTopsl  (Hampumep,  HopanuHehpWH, dSNuUHEDPUH), MOXKET  YCHUJIIUBATH
Ba30KOHCTPUKTOPHBIE 3((EKTbl 3TUX CpPEACTB, BO3HHUKAIOIMIMX C ydyacTueM anbga-
a/IpeHOPELENTOPOB, MpHUBOAs K noBbiieHnto AJl. [lonoGHbIe B3anMoeicTBHs Gosiee BEpOsSTHBI
IpU NPUMEHEHUH HECEJIEKTUBHBIX OeTa-aJpeHO00I0KaTOpOB. AHTUTHMIIEPTEH3UBHbBIE CPEICTBA

TaKk)ke, KaK U Jpyrue CcpeicTBa C BO3MOXKHBIM aHTUTHUIIEPTEH3UBHBIM 3(dexToM (Hampumep,
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TUMOTeH3UBHBIN 3(ddekr Oucnoponona. MednoxuH npu OIHOBPEMEHHOM IPUMEHEHUHU C
OMCOMPOIIOIOM MOXET YBEITMUNBATH PUCK Pa3BUTHUS OpaTuKapIu.

Nuru6utopet MAO (3a uckiaoueHneM HHruonTopoB MAO B) MoryT ycuauBath runoTeH3UBHBIN
ekt Oerta-agpeHobmokaTopoB. OJHOBpEMEHHOE MPUMEHEHHE TaKkKe MOXKET MPHUBECTH K
Pa3BUTHUIO TMIIEPTOHUUYECKOTO KPU3a.

KOM6I/IHaI_[I/II/I, KOTOPBIC CIACAYCT IPUHUMATh BO BHUMAHHUEC

Ankanoudvi cnopviHvu

HerunpupoBaHHble — anKajJOWAbl CHOPHIHBM  MOBBIIIAIOT PHCK  Pa3BUTUS  HapyIICHHH
nepuepuyeckoro KpoBooOpalieHus. DpProraMuH TMOBBIIIAET PHUCK PA3BUTHS HaPYIICHUS
nepuepuyecKoro KpoBooOpaIieHusl.

DapmakoxuHemuuecKue 63aumMooeticmsus

B ¢apmMakoKMHETHYECKUX HCCIENOBAHUSIX HE BBISBICHBI B3aMMOJCHCTBHS OHCONPOJIONa C
THA3UAHBIMH JUYPETHKAMH, TaKUMH KaK THUAPOXJIOPOTHA3HJ M IMMETUAWH. bucompomon He
oka3piBal dddexrta Ha (PapMaKOKMHETHKY TeowumHa. Pudamnuu  yBennyuBaer
MeTaOOJIMYECKU KIMPEHC W YKOpauyMBaeT IIEPHOJ MOJYBBIBEACHHS OHCONPOJONa, OIHAKO
KOPPEKLUH A03bI Ipernapara He Tpedyercs. bucorposion He BIUseT Ha MPOTPOMOMHOBOE BpeMs y

NAIMEeHTOB, MOJTYYAIOINX CTA0MIBHYIO 03y BapdapuHa.

4.6. ®epTUIBLHOCTb, 0ePeMEHHOCTb M JIAKTALUS

bepemeHHOCTD

®apmakosoruueckue 3ppexTsl 6rconpooaa MOryT OKa3aTh HEOJAronpusITHOE BO3JIEHCTBUE Ha
TeueHHue OEPEeMEHHOCTH M OPTaHU3M ILI0/1a/HOBOPOKIEHHOTO. B 11€510M, GeTa-aapeHo010KaTopsl
CHIDKAIOT KpPOBOTOK B IUIALIEHTE, YTO MOXET TMPHUBOJUTH K 3aJepXKKe pocTa IUIoAa,
BHYTpUYTpOOHO! rubeny Mmiofa Wi MPeXIeBPEMEHHBIM pojaM. Y IUI0OAa U HOBOPOXKJIEHHOTO
MOTYT pa3BUBAThCs HEXKENATEIbHBIC SIBICHUS (HAIpUMep, TUIIOTIIMKeMust 1 Opanukapaus). [lpu
HEOOXOAMMOCTH JIeUeHUs] OeTa-aJipeHoO0JIOKaTopaMu  MPEANOYTeHHE CJIeNyeT OTAaBaTh
CeJIEKTUBHBIM OeTa1-aipeHo0I0KaTopam.

[Ipu OepemeHHOCTH OHCONPONON ClEAyeT TMPHUMEHATh TOJBKO B ciay4yae aOCOMIOTHOU
HEOOXOIMMOCTH, €CITM OXKHJaeMasi 1oJIb3a IS MaTepH MPEBBIIIACT BOZMOXKHBIA PUCK Pa3BUTHUS
no0ouHbIX 3¢ (}EeKTOB y Moga W/WIK HOBOpOKAEHHOro. Cienyer OTCleXUBaTh KPOBOTOK B
IUTAlleHTe M MaTKe, a Takke HaOJtoaTh 32 POCTOM U pa3BUTHEM Oynyiiero pedeHka. B ciydae
MOSIBJICHUSI HEXKeJIaTeIbHbIX SBJICHUN B OTHOIIEHUN OEPEMEHHOCTH W/WIIN TUI0/1a PEKOMEHTyeTCsl

IMPUMCHATH AJIbTCPHATUBHBIC METO/IbI TCPAIIUU.
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HOBOPOKJICHHOT'O MOTYT BO3HHKATh CHMIITOMBI OpaiKapauy U TUMIOTIUKEMUH.

JlakTanms

[To maHHBIM JOKIMHUYECKUX MCCIICOBAHUN OMCOIPOJION W/WIIM €r0 MEeTa0OJIUTHl MPOHUKAIOT B
MOJIOKO JIAKTUPYIOIIMX KpbIC. JIaHHBIX O BBIACICHHH OHCOMPOJIOa B TPYJHOE MOJIOKO HET.
[Toaromy mpuem Oucompoyiona HE PEKOMEHAYEeTCS JKEHIIMHAM B TEPUOJI  TPYAHOTO
BckapmimBaHus. Ecim mpuem Oucompolniosia B TEpHOA JAKTallMd HEOOXOAWM, TPYIHOE

BCKapMJIMUMBAaHHUE CIICAYET IMPEKPATUTh.

4.7. BausiHue HA cNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBaMHU M padoTath ¢
MeXaHMU3MaMH
[TpumMeHeHne OUCONpPOII0Ia HE BIUSET Ha CIIOCOOHOCTD YIPABIIATh TPAHCIIOPTHBIMU CPEJICTBAMH,
COIVIACHO pe3ynbTaraM ucciaegoBanus, y mnauueHtoB ¢ HWBC. Opnako Benencrsue
WH/IMBUYAJIbHBIX PEaKIUil CIOCOOHOCTD YIPABISATh TPAHCTIOPTHBIMU CPEACTBAMH MK pabOTaTh
C TEXHUYECKU CIIO)KHBIMH MEXaHHU3MaMH MOXKeT ObITh HapymieHa. Ha sto ciemyer oOpartuth
oco0oe BHUMAaHUE B Hayayle JICUEHUs, 1I0CIe U3MEHEHUS JI03bl, a TaKXKe IMPU OJHOBPEMEHHOM

yrIOTpC6J'IeHI/II/I AJIKOI'OJIA.

4.8. HexkesraTeJibHbIE peakKMu

Pe3roMe HeXeIaTeIbHbIX PEeaKIUui

YacToTa BCTpeyaeMOCTH HEeXeJaTelIbHbIX PeaKLUi onpeenseTcs CIeayonM o0pa3oM: OueHb
gacto (> 1/10); gwacto (> 1/100, < 1/10); meuacrto (> 1/1000, < 1/100); peaxo (> 1/10 000, <1/1000);
o4eHb penko (< 1/10 000).

Tcuxuueckue napywenus

HeuacTo: nenpeccusi, 6eccoHHMLIA.

Penxo: rayurronMHAK, HOYHBIE KOIIMAPHI.

Hapywenus co cmopoHbl HepeHOll cucmembl

YacTo: TrosoBoKpysKeHHe™, roJoBHas 00yb*.

Penxo: noreps cozHaHus.

Hapywenus co cmoponvl opeana 3penus

Penko: ymeHnsblieHue cie3oTeueHus (CiaeayeT yUUuThIBaTh MPY HOIIEHUH KOHTAKTHBIX JIMH3).
OueHb peaKo: KOHbIOHKTHUBHT.

Hapywenus co cmoponwl opeana ciyxa u iabupunma

Penko: HapymieHus ciryxa.

11
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Hapywenus co cmoponwl cepoya

Ouenb yacto: Opagukapaus (y naueaTos ¢ XCH).

UYacro: ycyryonenue cumnromon Tedernst XCH (y mamuentoB ¢ XCH).

Heuacro: napymenue AV mnpoBoaumocTtd, Opaaukapaus (y HAUEHTOB € apTepUaIbHON
TUTIEPTEH3UEH WIIM CTeHOKapauen), ycyryonenue cumnromoB TedeHus XCH (y mamueHTOB ¢
apTepuaJIbHOM TMIIEPTEH3UEN UM CTEHOKapIue ).

Hapywenus co cmoponul cocyoos

Yacro: omrynieHrue MOXoJOAaHUs WM OHEMEHHUS B KOHEUHOCTSX, BhIpaKeHHOe cHukeHue AJl,
ocobeHHo y nanuentoB ¢ XCH.

Heuacto: oprocrarnueckas runoTeH3us.

Hapywenus co cmoponsl OvixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmeHns]
Heuacro: 6ponxocnasM y maiueHToB ¢ OpOHXUAIBHON aCTMOM HIIM OOCTPYKIIMEH JbIXaTelbHbIX
MyTeil B aHAaMHE3e.

Penko: annepruyeckuii puHUT.

Kenyoouno-kuuieunvie napyueHus

Yacro: TONIHOTA, pBOTA, AUapes, 3amop.

Hapywenus co cmopoHvl neuenu u sicenuesvi800auux nymet

Penxo: renarur.

Hapywenus co cmoponsl Kodtcu u nOOKOIHCHbIX MKAHel

Penko: peakuuu MOBBIIIEHHONW YYBCTBUTEIBHOCTH, TAKUE KAK KOXXHBIA 3y, ChIb, TUIIEPEMUS
KOKHBIX TOKPOBOB U aHTHOHEBPOTUYECKUN OTEK.

Ouens penko: amonenus. bera-anapeHoOJ0KaTOPHI MOTYT CHOCOOCTBOBATH OOOCTPEHUIO
CUMIITOMOB T€UEHUs NICOPUAa3a WIH BbI3BIBATh IICOPUA30MOI00HYIO ChIIb.

Hapywenus co cmoponwl mvluteunou, ckeiemHou 4 coeOUHUMenbHOU MKaHU

HeuacTo: mblmieyHas ci1abocTh, CyIOpOTH MBIIIII.

Hapywenus co cmoponvl penpo0ykmusHou cucmembvl U MOTOYHBIX Hcele3

Penko: spextunbHas tucyHKITHSI.

Obwue Hapywienus u peakyuu 8 mecme 68e0eHuUs

Yacro: acrenus (y nanueHToB ¢ XCH), MOBBIIEHHAsS yTOMIISIEMOCTR *.

Heuacro: acrenus (y naiueHTOB ¢ apTepHalibHON rHNepTeH3Uel Wik CTeHOoKapIueit).
Jlabopamopnvie u uncmpymenmanvHole OaHHble

Penko: noBeIllIeHHEe KOHIIEHTPAIIUN TPUTTULEPUIOB U AKTUBHOCTH «I1€YEHOYHBIX» TPAaHCAMHHA3

B KpoBH (acnapratamuHoTpanchepasa (ACT), ananunamunorpanchepasa (AJIT)).

*V nanueHToB ¢ apTepUalIbHOM TMIIEPTeH3NUEH NN CTEHOKapueil 0COOEHHO YacTO AaHHbIE CUMIITOMBI MOSIBIISIFOTCS
B Hayase Kypca yedeHus. OObIYHO 3TH SIBJICHUS] HOCST JIETKUI XapakTep W MPOXOJAT, Kak IIPaBmio, B TeueHue 1-2

HEACIBb ITOCJIC HaYajia JICUYCHU.
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Coo0111eHrEe 0 T0I03pEBAEMBIX HEXKEIATEIbHBIX peaxum!g

Baxxno coo0mars 0 mo/103peBaeMbIX HEKEIATEIbHBIX PEAKIUAX MTOCIIE PErUCTPALIMK IIpenapara ¢
[ENbI0  O0ECTeueHus:  HEMpPEpPHIBHOTO  MOHUTOPWUHTA  COOTHOIICHUS  <«II0JIb3a-PUCK)
JIEKapCTBEHHOT0 Tpernapara. MeIuuHCKUM pabOTHUKAM PEKOMEHIyeTCs COOOIaTh O JIFOOBIX
M0JI03PEBAEMbBIX HEXKENATEIbHBIX PEaKLUAX JIEKAPCTBEHHOrO Ipernapara uepe3 HallMOHAIbHbIE
CHUCTEMBI COOOIICHUSI O HEXKENATENbHBIX PEaKIUsAX TocyAapcTB-wieHOB EBpasuiickoro
HKOHOMHUYECKOI'0 COI03a.

Poccuiickas @enepanus

109012, r. Mocksa, CrnaBsiHCKas momap, 1. 4, crp. 1

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npaBuamzop)

Tenedon: +7 (495) 698-45-38, +7 (499) 578-02-30

®dakc: +7 (495) 698-15-73

On. nouta: info@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa
CumMnromsl
Hambonee wacteie cuMOTOMBI Tepeno3upoBkH: AV 0Ookama, BeIpaKEHHas OpaauKapivs,
BbIpakeHHOe CcHWkeHue AJl, OponxocmasM, ocTpass cepAeuHas HeJAOCTaTOYHOCTh U
runoriaukemMusi. YyBCTBUTENBHOCTh K OJIHOKPAaTHOMY INpPHEMY BBICOKOH 03Bl OMCOMpOJIOia
CHJIBHO BapbUpYeT CPEelM OTAEIbHBIX MAaLMEHTOB U, BeposTHO manueHTtsl ¢ XCH obnanaror
BBICOKON 4YBCTBUTEIBHOCTBIO.
Jleuenune
[Ipy BO3HUKHOBEHHMH MEPEJO3UPOBKH, IMPEXKIEC BCEro, HEOOXOAMMO TNPEKPaTUTh MpPUEM
Ipernapara, 1 Ha4yaTb NOJIEPKUBAIOLIYI0 CHMITOMATUYECKYIO TEPAIIUIO.
[Ipu BeIpakeHHON OpaAuKapIuMU: BHYTPUBEHHOE BBeJeHHE aTponuHa. Ecau s@dexr
HEJOCTAaTOYHBINA, C OCTOPOKHOCTBIO MOXHO BBECTH CPEACTBO, 00Ja/aroliee MOJOKUTEIbHBIM
XpOHOTPONIHBIM  JieiicTBUeM. MHorma MokeT TOTpeOOBaThCS BpeMEHHas IOCTaHOBKa
IIEKTPOKAPANOCTUMYIISITOPA.
IIpu BeIpaxkeHHOM CHM>KEHUU A/Jl: BHYTPMBEHHOE BBEJICHHE IIa3MO3AMEIIAOIINX PACTBOPOB U
Ba3OIPECCOPHBIX  NpernapatoB. BHyTpuUBEHHOEe BBEJEHHE TIJIIOKaroHa MOXET  ObITh
[EJIeCO00Pa3HBIM.
[Tpu AV Gnokaze: nalMeHTh! JOJDKHBI HAXOUThCS T0J] TOCTOSTHHBIM HA0JI0JICHUEM, U TIOJy4aTh
JedyeHue OeTa-aipeHOMHMETHKaMH, TaKUMU Kak snuHedpuH. B cinyuae HeoOXoaumocTu —

MIOCTaHOBKA AJIEKTPOKAPAUOCTUMYIISITOPA.
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[Ipu oGoctpernn Tteuennss XCH: BHYTpHUBEHHOE ﬁ&gbﬂglﬁ;ﬁ}ﬁgﬁgych&ﬁaﬁ%ﬁ c

MOJIOKHUTEIBHBIM HHOTPOITHBIM 3(PEKTOM, a TaKKe Ba30IUIaTaTOPOB.
[Tpu O6ponxocna3me: Ha3HaYeHHE OPOHXOAMIIATATOPOB, B TOM YHUCIE OeTaz-apeHOMHUMETHKOB
W/UiM aMUHO(UIUIHHA.

[Tpu runornukeMun: BHyTPUBEHHOE BBEJICHUE IEKCTPO3bI (TIFOKO3HI).

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoIuHAMHYECKHE CBOMCTBA
dapmakoTrepaneBTHUECKAs rpyrmnrma: Oera-aIpeHo0I0KaTOPHI; CEIICKTUBHBIC Oera-
aIpeHOOIOKATOPEI.
Kox ATX: CO7ABO7

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)(beKTbI

CenexTuBHBII OeTal-aApeHo010KaTop, 63 COOCTBEHHOM CUMIATOMUMETHYECKON aKTUBHOCTH, HE
obsamaeT MeMOPaHOCTAOUIU3UPYIONIUM JeHCTBUEM. bHCOMposon B TepaneBTHYECKUX J103ax
o0ajaeT HE3HAYHMTENBHBIM CPOJCTBOM K Oe€Taz-aJipeHOpelenTopaM BHYTPEHHUX OpPraHOB
(momxenymouHas jxese3a, CKeJIeTHbIC MBIIIIIBL, TJ1a/IKasi MyCKyJaTypa nepudepruuecKux apTepu,
OpOHXOB M MaTKH), a Takke K O0eTaz-aJpeHOpelenTopaM, YYacTBYIOIIUM B PEryJsAlUu
metabomm3ma. CrnemoBarenbHO, Oucompoyionn (B OTIMYKME OT HECCNICKTHBHBIX Oera-
aIpeHOOJIOKATOPOB) B IEJIOM HE BIIMSET HA COMPOTHBIICHUE JIBIXATEIBHBIX IyTEH, OKa3bIBaeT
MEHee BBIPAKEHHOE BIMSHUE Ha OpraHbl, cojep)kale OeTaz-aJpeHOpelenTopbl, U Ha
YIJIEBOAHBIN OOMEH, HE BBI3bIBAET 33JCPKKH HMOHOB HATpusi B OpraHusme. BbIpaxkeHHOCTb
aTEepOreHHOro JecTBHUs Oucomposoja HE OTIMYaeTcs OT JAeMcTBHs mpompaHonona. B
TepaneBTUYECKHUX J103aX OMCOMpPOJIoNl OJOKUpyeT OeTai-aJpeHOPEIENnTOPhl Cep/la, YMEHbIIAET
CTUMYJIMPOBaHHOE KaTexojJaMuHamMu oopazoBanne HAM® u3 AT®, cHIkaeT BHYTPUKIETOUHBIN
TOK MOHOB KaJIbIIMs, OKa3bIBaeT OTPULIATEILHOE XPOHO-, IPOMO-, 0ATMO- 1 HE SIBHO BBIPAKEHHOE
uHoTpornHoe neictBue. buconponon ymenbmaer YCC B mokoe W mpu Harpyske, 3aMeasisier
ATPUOBEHTPUKYISIPHYIO TPOBOJAWMOCTh, YMEHBIIAET BO30YIUMOCTh MHOKapnaa. CHrKaer
cepAeyHbIi BHIOPOC, B HE3HAUMTENBHOW CTENEHM CHUXKAET YAApHbIH 00BbeM. YMeEHbIIaeT
noTpeOHOCTh MUOKap/ia B KHCIOPO/IE, CHIYKAET aKTUBHOCTh PEHUHA TJ1a3Mbl KPOBH.

B mavane neuenuss B mepBbie 24 yaca mocie mpuema Oucorposiona oOmiee mnepudepuyueckoe
cocyauctoe comnporuieHne (OIICC) HeckolbKO yBelIUYUBaeTCs (B pe3yibTaTe PELUIPOKHOTO
BO3pacTaHus aKTUBHOCTH anbda-agpeHopenentopon). Yepes 1-3 cyrok OIICC Bo3Bpamaercs k

ucxogHoMy. [Ipu nnurensHoM Tepanuu n3HavanbHO nosbiieHHoe OIICC cHmxaercs.
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COOTBETCTBYET 3K(
ot 12.1.

MakcumanbHBIA TeMOIUuHAMUYECKHIH A (DEKT 110 CTHFaCTé;l L}E},&Eﬂz Eia“cg%tfg%'pgeﬁéﬁﬂﬁmb

[Tpu npumenenuu 1 pa3 B CyTKH TepaneBTUYECKHA AP PEeKT OMCOMpoIIoia COXpaHsIeTCs B TCUCHHUE
24 gacoB 6naronaps 10—12 yacoBomy neproay MOTYBBIBEACHHS U3 TIa3Mbl KPOBH.

bucomnposion obnagaeT TakuMu ke eKTpodu3nosornueckumMu dpdexramMmu, Kak u aApyrue oera-
azipeHobI0KaTophl. B 3ekTpodr3n0Iornueckux UCCieoBaHusaX OMCOIPOIION ypesKall 4acToTy
CepACYHBIX COKpALCHUW, YyBEIMYUBAI BpeMs IMPOBEACHUS U pedpaKTepHBIC IMEPHOIBI
CHHOATPUAIBHOTO U aTPUOBEHTPHUKYISIPHOTO y370B. OTMeuaeTcs yuimHeHne uHTepBaiioB RR u
PQ, a taxxke xoppurupoBanHoro uaTepBaga QT (QTc) ma DKI' (B mpemenax HOpMabHBIX
3HAYCHHM ).

Buconponon oka3pIBaeT aHTHUTHUIEPTEH3MBHOE, AHTHAPUTMHYECKOE U AaHTHAHTHHAIBHOE
JIICUCTBUE.

MexaHu3M  aHTUTUIEPTEH3MBHOIO  JeMcTBUsA  OuCONpoiona M3y4eH He  IOJHOCTBIO.
AnTHrUnepTeH3uBHbIN 3 (HeKT MOKeT ObITh CBA3aH C YMEHbIIEHHEM MUHYTHOI'O 00beMa KPOBH,
CHUMITATUYECKON CTHUMYISAIUU NepuPEepUIecKuX COCYIOB, CHIDKEHHEM COJCp)KaHHUs PEHUHA B
IUIa3Me KPOBH M aKTUBHOCTH PEHUH-aHTHOTEH3MHOBOM CHCTEMBI (MMeeT OOIbIIoe 3HAYCHUE IS
NAllMeHTOB C HCXOAHOM TIHIlepceKkpelMell peHHHAa), BOCCTAHOBJIEHHEM YYBCTBUTEIBHOCTH
0apopenenTopoB Jyry a0pThl B OTBET HA CHUKEHUE apTepuanbHoro nasienus (A/l) u BausHuem
Ha [eHTpasibHyto HepBHYIO cuctemy (L{HC). [Tpu apTepuansHoii runepTeH3un 3PeKT HacTynaer
yepe3 2—5 THel, MaKCUMallbHOE CHIDKeHHE A [ mocTuraercs, Kak mpaBuiio, Yepe3 2 HeJeH Mocie
Hayasa JeYeHHUs.

AHTHaHTHHAJIBHBIN 2P PeKT 00yCIOBICH YMEHbIIEHHEM TOTPEOHOCTH MUOKap/a B KMCIOPOE B
pesynbrare ypeskeHus UYCC, HE3HAUYUTENBHOTO CHIDKEHHS COKPAaTUMOCTH, YAJIHHEHUEM
JIMACTOJIBI, YIIydllIleHHeM repdy3un Muokapnaa. [Ipu oTHOKpaTHOM NMPUMEHEHUH y TAIlMEHTOB C
NBC 6e3 npuznakoB XCH 6uconposnoin canxaer YCC, ynapHblii 00beM cep/iia 1, Kak cae/ICTBHE,
yMeHbIIaeT (pPaKkIMio BHIOpOCAa M MOTPEOHOCTh MUOKapa B KHCIOpOJe. AHTHAPUTMUYECKUIL
3¢ ekt 00yCIOBIEH yCTpaHEHHEM AapUTMOTEHHBIX (DaKTOpPOB (TaXxMKapAuHu, MOBBIIIEHHON
AKTUBHOCTH CUMIIATUYECKOH HEPBHOM CHCTEMbI, YBEJIWYEHHOro cojepxkaHus UAMO,
apTepuanbHOI TMIEPTEH3UN ), yMEHbIIIEHUEM CKOPOCTH CIIOHTAHHOT'O BO30YXAEHUS CHHYCHOTO U
HKTOIMYECKOTO BOJUTENICH pHUTMAa W 3aMeJIEHUEM AaTPHUOBEHTPUKYISPHOTO MPOBEACHUS
(TperMyIIECTBEHHO B aHTETPATHOM U, B MEHBIIICH CTETICHH, B PETPOTPATHOM HANPaBICHUH Yepe3

ATPUBEHTPUKYISIPHBIN y3€J1) U 110 JOTIOTHUTEIHHBIM MY TSIM.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOnus

bucomnposnon moutu nomHocThio (6osee 90 %) BcachiBaeTCs U3 KEITYIOUYHO-KAIIEIHOTO TPAKTa.
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COOTBETCTBYET:
ot 12.12.2023 Ne 2609

Ero OuwomocTymHOCTh BCIEACTBHE  HE3HA JHTenLHBIEII:“: %%E‘ﬁSEE%HI;JHJPF v %‘PUE%OM

IPOXOXKACHUN» 4epe3 IedeHb (Ha ypoBHe npumepHo 10 %) cocraBuser okosno 90 % mocie
npuema BHYTpb. Ilpuem numm He BiMseT Ha OMOJOCTYIMHOCTh. bucomposion aeMoHCTpHpyeT
JMHEHHYIO KHHETUKY, IIPUYEM €r0 KOHIIEHTPALMH B IJIa3Me KPOBH MTPOMOPLIUOHAIBHBI TPUHATOH
no3e B auanasoHe ot 5 jgo 20 mr. MakcuManbHas KoHIEHTpauus B ruiazMe KpoBH (Cmax)
JocTUraercs yepes 2—3 Jaca.

Pacnopenenenne

buconponon pacnpenensieTcss A0BOJIbHO mHUpoko. OO0beM pacnpeneseHus cocTaBisier 3,5 JI/KT.
CBs3b ¢ OenKkaMu T1a3Mbl KPOBH JtocTUraeT npumepHo 30 %.

Buorpancdopmarus

MeTtabonu3upyercs o OKUCIUTEIBHOMY ITyTH 0€3 MOCIIe Yol KoHbroTaui. Bee MeTabomuTs
MOJIIPHBI (BOJOPACTBOPUMBI) M BBIBOASTCA MOuKaMu. OCHOBHBIE META0OIUTHI, OOHAPYKUBAEMbIE
B TUIa3Me KPOBU U MOUE, HE MPOSBISAIOT (papMaKOJIOTHUeCKON aKTUBHOCTHU. [[aHHBIE, TOTy4eHHbIE
B pe3yJibTaTe JKCIIEPUMEHTOB C MHUKPOCOMAaMH IICYCHU 4YeJOoBeKa IN VIitro, Mmokas3bIBarOT, 4TO
OHCOITPOJION METabOIM3UPYETCs B MEPBYIO ouepeab ¢ moMorbio n3opepmenra CYP3A4 (okomno
95 %), a m3odpepment CYP2D6 urpaer nuiib HE3HAYUTEIBHYIO POIIb.

DJIMMUHALNS

Knupenc Owucompornona ompenensieTcsi paBHOBECHEM MEXIY BBIBEICHHEM IIOYKaMH B
Hen3MeHeHHOM Buje (okoso 50 %) u metabonusmoMm B niedeHu (okoso 50 %) mo MeTabouTOB,
KOTOpbIE TaKkKe BBIBOAATCA MoukaMu. OOmmii ximpeHc cocraBisger 15 m/gac. Ilepuon
nonyBeiBeieHus (T12) — 10-12 wacoB. OtcyrctByer uH(bOpMaims O (apMaKOKHHETHKE
6ucornposona y nauueHtoB ¢ XCH u 01HOBpeMEHHBIM HapyIIEeHHEM (YHKIIUH II€UE€HHU WU TTOYEK.

IToyeyHas HETOCTATOYHOCTD

B uccrnenoBanuu y manueHTOB ¢ MOYEUYHON HEOCTATOYHOCTHIO (CPeIHUN KIUPEHC KpeaTHUHHUHA
28 mu/mMuH) ObLIO OKa3aHo, uTo cHukeHne KK conpoBoxnaetcs yBennueHueM Cmax, MIOMAABIO
noj KpuBo# «koHieHTpanusa-Bpems» (AUC) u Tio Oucomposona. IToCKONMBKY KIHPEHC
Oucomposnoa B paBHOW CTENEHH OCYIIECTBISIETCS TOYKAMH M TEYEHBIO, CYIIECTBEHHOMH
KyMYJSIIUA  OMCOMpOJioNia y TMAalHUeHTOB C JIETKOM W YMEPEHHOH CTENEeHbI0 TOYEHHOMN
HEJIOCTAaTOYHOCTH HE OTMeYaeTcs. B ciaydae TsKenod TOYEYHOW HEIOCTAaTOYHOCTH
(KK < 20 my1/MHH) MOKET TPOUCXOANTh KyMYJISIUS, M J103a Mpernapara He JOJDKHA MPEBBIIIATh
10 mr B CyTKH.

[IeueHOYHAs HEAOCTATOYHOCTD

VY namueHToB C OUPPO30OM TMICUCHU OTMCUYACTCA BBICOKAd BapI/IaGCJIBHOCTB N 3HAYUTCIBbHOC
3aMCIJICHUC DJIMMHUHALIUU 11O CPABHCHHUIO CO 3JOPOBBIMHU JIIOABMU (T1/2 6HCOHpOJ’IOJ’I3 COCTaBJIACT

ot 8,3 1o 21,7 yacoB). Knuanuecku 3HauuMBbIe pa3nuyus GapMaKOKMHETUKH MEXIY MallleHTaMu
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 12.12.2023 N= 26033

A S T Ane
C HOPMAJbHOW W HapyIIeHHOW (YHKIHEH NEYSHU ﬁQ'ﬂLT;;L%Q}'rBE"*ﬂEM&e‘"' EIH'I)I'ili.ﬁICIE'HII-IOfI

[IEYEHOYHON HEJOCTAaTOYHOCTH MOKET MPOMCXOAUTh KyMYJISLMS, U J03a IIpernapaTa He J10JKHA
npesblath 10 MI B CyTKH.

XpoHMYecKas cepAcUHas HeIOCTaATOYHOCTh

VY nanuentoB ¢ XCH |1l ¢pynkumonansHoro kinacca no kinaccudukanun NYHA Ob11u oTMedeHbl
Oojee BBICOKOE COJEp)KaHUE OHMCOIpoJoja B IJJa3M€ KPOBU M YBEJIWYEHHBIH IEPHOJ
MOJTYBBIBEJICHUS 110 CPABHEHUIO CO 3JI0POBBIMH JOOPOBOJIbIIaMU. MakcuManbHasi KOHIICHTPAITUS
Oucomnposona B IJla3Me KPOBHM B PAaBHOBECHOM COCTOSHUHU cocTaBisier 64 + 21 ur/mn npu
cyrouHoil mo3e 10 mr; mepuon moayBbIBeneHHs cocTaBiseT 17 £5 yacoB. DapMaKOKMHETHKA
6uconponona y mauueHToB ¢ XCH 1 comyTcTBYIOIMM HapylIeHneM (YHKIIMH TIEYSHH HITH TTOYEK
HE U3y4anach.

JInia mo)Kujaoro Bo3pacra

Y TnanMeHTOB IMOXWIOTO BO3pacTa OTMEYAETCs HE3HAUUTEIILHOE YBEIUYECHUE HEKOTOPBIX
dapmakokmHeTnueckux mokazareneit (T2, AUC, Cmax) Owmcomposiona Mo CpaBHEHUIO C
MOJIOABIMH ITAIUCHTAMH, IMPCAIOJJIOKHUTCIBHO B CBA3M C BO3PACTHBIM CHMIKCHHUCM ITOYCHHOI'O
kaupeHca. OJHAKO 3TH pa3jinyusi HE SBISIOTCS KIMHUYECKH 3HAYMMBIMH M HE TpeOYIOT

KOPPEKIHHU 03Bl OHCOMpPOIIoa.

6. ®APMAIIEBTUYECKHE CBOHCTBA
6.1. [lepeyeHb BcnoMoraTreibHbIX BelleCTB

[enmron03a MUKPOKpUCTAIIIINYECKAS

JlakT03BI MOHOTHIPAT

Kpaxman Kkykypy3HbIi

Kpocnosunox

KpemHus nuokcuy KoJIouHbIN

Marnus creapat

I'mnpomennosa

Turana quokcuz

Makxkporoi 4000

Tanbk

6.2. HecoBMecTUMOCTH

He npumennmo.
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COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 12.12.2023 N= 26033

(NOCNELOBATENBHOCTE 0002)

6.3. Cpok rogHocTu (CpoK XpaHeHmusl)

2 roja.

6.4. OcoOble MepbI MPETOCTOPOKHOCTH MPU XPAHEHUH

XpaHUTh B CyXOM, 3aIMIIIEHHOM OT CBE€Ta MECTE, IIpU Temreparype He Bbiie 25 °C.

6.5. XapakTep u cofepkaHue NEPBUYHONH YIAKOBKH
ITo 10 v 20 TaGneTOK B KOHTYPHYIO SYCHKOBYIO YIIAKOBKY W3 IUICHKH MOJUBUHWIXJIOPUIHON 1
(b oJIbTH aTIOMHUHUEBOM IMEYaTHOM JIAKUPOBAHHOM.
1,2,3,4, 5, 10 KOHTYpHBIX STYEHKOBBIX YIakoBOK mo 10 Tabnetok wmwm 1, 2, 3, 4, 5 KOHTYpHBIX
SUYEUKOBBIX YIMAKOBOK 10 20 TaOJETOK BMECTE C MHCTPYKIMEH MO0 MEIUIIMHCKOMY MPUMEHEHHUIO

INOMCIIAIOT B ITaYKy M3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MNPH YHUYTOKEHHH HMCHOJIb30BAHHOTO
JIEKAPCTBEHHOI0 Tpenapara WJIM OTXOA0B, MNOJYYEHHBIX [0CJe TNPUMEHEeHUs
JIEKAPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJsIHU ¢ NPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHIUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus
OAO «ABekcuma
125284, Poccusi, r. MockBa, JIeHUHTpacKkuii mpocnekT, A. 31A, ctp. 1
Ten.: +7 (495) 258-45-28

DnekrponHas mouta: info@avexima.ru

7.1. IlpeacTaBuTeIb AEpKATEsl PETHCTPALMOHHOIO YI0CTOBEPEHHU

[Iperen3un norpedbUTENeH HAOPABIATE 110 aIPECY:

Poccniickas @enepanvs

OAO «ABekcuma»

125284, Poccus, r. MockBa, JIeHuHTrpaackuil npocnekT, 1. 31A, ctp. 1
Tem.: +7 (495) 258-45-28

OnekTpoHHas noyra: info@avexima.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 12.12.2023 N2 26093

9. IATA MEPBUYHOW PETMCTPALIMM (MONTBEPHKAERNGS PEFUCTPAITNN,

HEPEPETUCTPALIN)

JlaTa nepBUYHON PEruCTPaALIMMN:

10. JATA IEPECMOTPA TEKCTA

O6mas xapakrepuctruka jgekapctBeHHoro npernapata BUCOITPOJIOJI ABEKCUMA nocrtymnHa
Ha HUH(OpMaLMOHHOM NopTasie EBpa3uiickoro 3KOHOMHUYECKOro cOr03a B HH(OPMAalMOHHO-

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