COOTBETCTEYET ZKCNEPTHOMY OTUYETY

o1 25.11.2024 N2 25943

OBLLASI XAPAKTEPHCTUKA JIEKAPCTBERHOTOTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

bucomnponon-Tesa, 5 Mr, TaGIETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOM.

bucomnponon-Tesa, 10 mr, TaGIeTKH, TOKPHITHIC INICHOYHONW 000JIOUKOM.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleficTByoIIIEE BEIIECTBO: OUCOIPOJION.

Buconposon-TeBa, 5 Mr, TaOIeTKN, HOKPBITHIE IJIEHOYHOW 000JI0UYKOM

Kaxxnas Tabnerka cogep’ut 5 Mr 6ucorposona ¢pymapara.

Buconpooin-Tesa, 10 Mr, TabGJaeTKHU, ITOKPBITHIE IJIEHOYHOU 000JI0UYKOMI

Kaxxnas rabnerka cogepxut 10 Mr Oucomnposiona ¢pymapara.

[TonHbIii IepeYeHsb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, MOKPHITHIE MIICHOYHOU 000I0YKOH.

buconponon-Tesa, 5 mr, Ta6HeTKI/I, IMOKPBITHIC TNICHOYHOM 000J10UKOH

prr JIbIC NBOAKOBBIITYKIJIBIC Ta6J'IeTKI/I, IIOKPBITLIC IUIEHOYHOM 000JI0YKOM 0€JIOro UiIn HOYTH

0eJoro 1BeTa, C TPaBUPOBKOM HA OJTHOM CTOPOHE: «S».

Buconposon-Tesa, 10 mMr, Ta0IeTKH, TOKPBITHIE INIEHOYHOU 000JI0YKOMI

prr JIbIC IBOSAKOBBIITYKIJIBIC Ta6J'IeTKI/I, ITOKPBITHIC IJICHOYHOH 000JI0YKOM O€I0ro UiIu MOYTH

0eJoro 1BeTa, ¢ TPaBUPOBKOM Ha OJTHOM cTOopoHEe «10».

4, KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusl K NPUMEHEHHIO

[Ipenapat bucomnposnon-TeBa npuMeHseTCs y B3pOCIIbIX M0 MOKA3aHUSIM:

. apTepuanbHas TUIIEPTEH3US;
. nmemudeckas 6ose3ns cepana (MUbC): crabunpHas cTeHOKapaus;
. XpOoHHUYECKasl cepieuHast HetocTaTrouHoCcTh (XCH).

4.2. Pesxum 103MpOBaHNS U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Apmepuanvras cunepmen3us u CMmaouiIbHAsl CMEHOKAPOUs.
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Bo Bcex citydasix pekuM mpueMa u 103y noabupaet Bpahl kax oMy Baiehty-iHmirunydisHo, B

YaCTHOCTH, YUUTBIBas 4acToTy cepaeuHbix cokpaiienuii (YCC) u cocTosiHre naiuenra.

OOblyHO HavallbHas 103a cocTaBisieT 5 Mmr mpemnapara bucomposnon-Tesa 1 pa3 B cytku. Ilpu
HEOO0XOIMMOCTH /103y MOKHO yBenU4uTh 10 10 Mr 1 pa3 B CyTKH.

[Ipu neuyeHuHn apTEepHAILHONM TUINEPTEH3UHM M CTAOMIBHON CTEHOKAPAMHM MAaKCHMAIIbHO
pekomeHI0BaHHas 1o3a cocrapisieT 20 mr nipenapara buconponoin-Tesa 1 pa3 B 1eHb.

XCH

st obecrieueHusl YKa3aHHOTO HIDKE PeXKMMa J03UPOBAHUS IPU HEOOXOAWMOCTH MPUMEHEHHS
oucomnpornona B no3ax 1,25 mr u 3,75 Mr cienyer Ha3HavaTh HpenapaTsl OMCOMPOIoia APYTrux
MIPOM3BOIUTENICH B JIGKAPCTBEHHOM popMe «TabJIeTKH 2,5 MI» C pa3aeIuTeIbHON PUCKOW UITH
«TabJETKH 5 MI» ¢ KpecTOOOpa3HON PUCKOM.

CrangaprHas cxema JIeYeHus XCH BKJIIOYAET IIPUMEHEHNE WHTUOUTOPOB
aHrMoTeH3WHNpeBpamamomero  ¢gepmenta  (AIIDP) wiM  aHTarOHUCTOB  PEIENITOPOB
anruotensuna ll (B cimyuyae nHenepeHocumocTtu MHruOuTOpoB AlID), Gera-agpeHobI0KATOPOB,
IUYPETUKOB M, (haKyJIbTaTUBHO, CepACUYHBIX TMuKo3uaoB. Hawano neuenus XCH npenapatom
Bucomnponon-TeBa TpeOyer 00sS3aTeNbHOTO MPOBENEHHUS CIEMUATBHONW (a3bl THUTPOBAHUS H
peryisipHoro BpayeOHoro KoHTposs. [IpeaBapuTenbHBIM yCIOBUEM JUIS JIEYEHHS MpPErapaTom
buconponon-Tesa siBnsiercs crabunbHast XCH 6e3 npuzHakoB 000CTpeHUsI.

Jleuenue XCH mnpenapatom bucomnposnon-TeBa HaumHaeTcs B COOTBETCTBUM CO ClEAYHOLIEH
cxeMoil TutpoBaHus. Ilpm >TOM MoOKeT mOTpedOBaTbCcd WHAUBUAyalbHas ajanTanus B
3aBUCHUMOCTH OT TOT'0, HACKOJBKO XOPOULIO MAalMeHT MEPEHOCUT Ha3HAUYE€HHYIO 703y, T. €. 103y
MO>KHO YBEJIMYMBATH TOJIBKO B TOM CIIy4dae, €CIU MPebIIyIas 103a XOPOIIO epeHOCHIIach. [l
o0ecrieyeHnss COOTBETCTBYIOIIETO Ipollecca TUTPOBAHHMS Ha HayalbHBIX J3Tamax JeueHHs
PEKOMEHJIyeTCS TPUMEHSATH OHCOMpPOJION B JIEKApCTBEHHOW (opme: Tabmetku 2,5 wr.
Pexomenayemasi HauanpHasi 03a coctaBisieT 1,25 mMr oauH pa3 B JeHb. B 3aBHCHMOCTH OT
WHJIMBHUIyaIbHOM MEPEHOCUMOCTH J03y CJIEyEeT MOCTENEeHHO MOBBIATH 10 2,5 mr, 3,75 mr, 5
mr, 7,5 mr u 10 mr 1 pa3 B genb. Kaxnoe mocnenyroiiee MOBBIIIEHUE J103bl JOJIKHO
OCYIIECTBIISITHCS HE MEHEE YEM Yepe3 JIBE HEelu.

Ecnu yBennuenue 10361 penapara mioxo NEPeHOCUTCS MALMEHTOM, BO3MOYKHO CHUKEHUE J103bI.
MaxkcuManbHO pexkomeHnoBaHHass no3a npu jedeHnn XCH cocraBnser 10 Mr mpemnapara
buconponon-Tesa 1 pa3 B neHs.

Bo Bpemst TUTpOBaHUSI PEKOMEHIYETCSI PETYJISIPHBIN KOHTPOJb apTepuainbHoro nasieHus (AJl),
YCC wu crenenu BolpaxkeHHOCTH cumnToMoB XCH. Ycyry6nenue cumnromoB TeueHus XCH

BO3MOJXKHO YK€ C IICPBOI'0 JHA IPUMCHCHUA IIpCriapara.

Eciu manumeHT mioxo NEPECHOCUT MAKCUMAJIBHO PCKOMCHIOBAHHYIO 03y Ipfrapara, CICAYCT
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PaccMOTPETh BO3MOXKHOCTH MocTeneHHoro camkerns no3sl ) CIEOCEATENEHOCTS 0003)

MY OTUETY

Bo BpeMA (1)213]31 TUTPOBAHUSA WK ITOCJIC HEC MOT'YT BOBHUKHYTh BPEMCHHOC YXYAIICHUC TCUCHUA
XCH, aptepuanbpHasi THIIOTEH3U WK Opagukapaus. B 3ToM ciiyuae peKOMEHAyeTcs, MPexkie
BCEro, IIPOBECTU KOPPEKLMIO J03 IPEenaparoB COIYTCTBYIOIIEH Tepanuu. TakkKe MOKET
noTpe0oBaThCsl BPEMEHHOE CHUKEHHUE 103kl IIpenapata buconposnon-Tesa min ero orMeHa.
[Tocne crabunm3anuu COCTOSIHUS TMAIMEHTA CIEAYEeT MPOBECTH MOBTOPHOE TUTPOBAHHE TO3bI,
00 IPOJOIKUTH JICUCHHE.

IIpoaomKHTEIBFHOCTE JICUCHHS IIPH BCEX MOKAa3aHMAX K MPHMEHEHHIO penapara bruconposo-

Tesa
Jleuenue npenaparom bucomnposnon-TeBa 0OBIYHO SBISETCS TOJITOBPEMEHHOM TepaIHei.

QOco0ble rpynisl MalueHTOB

K HacrosmeMy BpeMeHHM HEAOCTAaTOYHO JaHHBIX OTHOCHUTEJIbHO TNPUMEHEHHUs Ipernapara

buconponon-Tesa y mnauuentoB ¢ XCH B coueranuu c¢ caxapHeiM juaberom [ Tuma,

BBEIDOKCHHBIMA ~ HAPYIICHUSMU  (QYHKIMM  TOYEK  W/WIM  TICUCHH,  PECTPUKTUBHOMN

KapJMOMHUONIATUEH, BPOXKICHHBIMM NOPOKaMH CEpJla WJIM MOPOKOM KJalaHa cepama

BbIPQ)KCHHBIMU F€MOIMHAMUYECKUMH HAPYIICHUSIMHU.

Taxxke 10 cux Mop He ObUIO MOJIYYEHO JOCTATOYHBIX JAHHBIX OTHOCUTENBHO narueHToB ¢ XCH c

nH(pAPKTOM MUOKap/a B TEUEHHUE MOCIEIHUX 3 MECSIIEB.

Iayuenmwl ¢ nHapywenuem QyHKyuy novex uiu neveHu

e [lIpu HapymieHun QyHKIMUY TIEUEHU WU MOYEK JIETKOW WM YMEPEHHOW CTeNneHU OOBIYHO He
TpeOyeTcst KOpPEKTHUPOBATH JI03Y.

e [Ipu BeIpakeHHBIX HapymieHUsX (yHkuuu mnouek (kmupeHc kpeatuHuHa (KK) wmenee
20 MiI/MHH) ¥ y TIAIIUEHTOB C TSKEIBIMH 3200J€BaHUSMHU MEYCHU MaKCHMalbHAsl CyTOYHAS
no3a coctaisieT 10 Mr. YBenudeHue 103bl y TAKUX MAIMEHTOB JOKHO OCYIIECTBISATHCS C
0c000# 0CTOPOKHOCTBIO.

Ilayuenmul nodxcunozo eospacma

Koppekunu no3s1 He TpedyeTcs.

eTH

B cBsi3m ¢ OTCYTCTBHEM NOCTATOYHOTO KOJWUYECTBA JAHHBIX MO MPUMEHEHHUIO OMCOMpOsoia y

nereid, npenapat bucomnpoiion-TeBa HE peKOMEHIYETCA NMPUMEHSTh y JETE€d M MOJIPOCTKOB B

BO3pacte 10 18 mer.

Cnoco0 mpuMeHeHus

[Ipenapat bucomnpomnon-TeBa npuHUMAaIOT BHYTPh, 1 pa3 B CyTKH YTPOM C HEOOJBIINM
KOJMYECTBOM KUKOCTH, HE3aBUCHMO OT IprueMa nuiiy. TabieTku He cleayeT pa3KeBbIBaTh

WM pacTUPaTh B TIOPOLLIOK.
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4.3. IpoTuBONOKA3aHUS (NOCNEOCBATENEHOCTE 0003)

['unepuyBCTBUTENFHOCTS K OMCOMPOJIONY MM K JHOOOMY M3 BCIIOMOTATENIbHBIX BEIIECTB,

MIePEYHCIICHHBIX B pazzeine 6.1;

ocTpas cepaeyHas HegoctarouHocts, XCH B ctanuu nekomnencanuu, Tpedyromias
MIPOBEICHUSI THOTPOITHOM Teparnuy;

KapJAUOT€HHBIN 1IOK;

arpuoBeHTpukyisapHas (AV) 6mokana Il u Il crenenu, 6e3 aneKTpoKapAMOCTUMYIISATOPA;
CHHJIPOM cJ1a00CTH CHHYCOBOTO Y3714,

CHHOATpHAJIbHAsK OJIOKAA;

BeIpakeHHas Opagukapaus (HCC no nHauvana neueHus menee 60 ya/MuH);

BBIpaXEHHAs apTepuaibHas runoTensus (cucronndeckoe AJl menee 100 mm pT. CT.);
TsKeNble OpMbl OPOHXHATIBHOM aCTMBI;

BBIp)XKEHHBIC HAPYIIEHUS Mepru(epruIecKoro apTepruaibHOTO0 KPOBOOOPAIIEHHUS WIIA CUHAPOM
Peiino;

dbeoxpomoruToMa (6e3 OTHOBPEMEHHOT'O TPUMEHEHHUS aTb(a-aIpeHO0IOKATOPOB);
MeTaboIMYeCcKU aluao3;

BO3pacT 110 18 et (HeAOCTaTOuHO JaHHBIX MO0 APPEKTUBHOCTH U O€30IaCHOCTH Y

JTAHHOW BO3PACTHOM TPYIIIHI).

4.4. OcoOble yKka3zaHus U MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

MIPOBEJICHUE IECEHCUOUTU3UPYIOIIEH Tepanuu;

creHokapaus lIpunimerana;

TUIIEPTHPEO3;

caxapHbIii 1uabet | Tuna u caxapHelili 1MadeT co 3HAYUTETHLHBIMH KOJICOAHUSMU
KOHIICHTPALIUHU TJIFOKO3bI B KPOBU;

aTpUOBEHTPUKYJISIpHas Onokana | ctenenu;

BEIpaKeHHas modyeuHas HepoctaTouHocTh (KK Menee 20 mu/mMun);
BBIpOKCHHBIC HAPYIICHUS (PYHKITUU TICYCHHU;

rcopuas;

PECTPUKTHUBHAS KapAHUOMHOIIATHUS;

BPOXACHHBIC ITIOPOKHU CEpALla WJIN ITOPOK KiIariaHa cepaua ¢ BbIpa)XCHHbBIMU

reMOJMHAMHYECKUMH HAPYIICHUSIMU;
XCH c unapkToM MHOKapaa B TEYCHHUE MOCIEIHUX 3 MECSIIEB;

HapyIeHHs nepudepruuecKkoro apTepuatbHOro KpoBOOOpaleH!s JETKOM U yMepeHHOH
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CTEIEHH; (NOCNEOQCBATENBEHOCTL 0003)

TsDKEIbIe POPMBI XPOHHUYECKON 00CTpYKTHUBHOM 00s1e3HM Jerkux (XOBJI);
HETsDKeNbIe HOPMbI OPOHXUATLHOW aCTMBI;

OpoHXxOCTa3M (B aHaMHE3e);

aJUIeprUYecKue peakiuy (B aHaMHese);

OOIIMPHBIE XUPYPrHUSCKIE BMEIIATEILCTBA M 00IIast aHECTE3HUS;
cTporasi TueTa;

OCpEMEHHOCTB;

Iepruoa rpyaHoro BCKapMJIMBaHUs.

Oco0ble yKa3zaHus

IIpexpawenue mepanuu u « CUHOPOM OMMEHBL»

He cnenyer pe3ko npepbiBaTh JeUeHHE OMCOIPOIIOIOM UM MEHATh PEKOMEHIOBaHHYIO 103y 0€3

HpeHBapHTCHBHOﬁ KOHCYJIbTallUKM C Bpad4oOM, TAaK KaK 3TO MOXCET HNPHUBCCTH K BPEMCHHOMY

YXYALIEHUIO JESATENIbHOCTH CepLia.

Jleuenue He CJICAYCT NPCPbIBATH BHE3AIIHO, 0COOEHHO Yy NanueHTOB C HUBC (OTMC‘I&J’IOCL

YTAKCICHUC TIPUCTYIIOB CTCHOKApJAWHW, PpPa3BUTUC I/IH(bapKTa MHUOKapJa W BO3HHKHOBCHHC

KEJIy0UKOBBIX apuTMuil y nauueHtoB ¢ MBC mpu BHe3anmHOM mIpekpalleHuHM npueMa Oera-

anpeHo0OsiokaropoB). Eciu npekpaiieHue JedeHus: He0O0X0MMO, TO 103y OMCONPOIIOia CICIyeT

CHI)KAaTh IIOCTeNEeHHO. B CJIydac 3HAYUTCIBHOI'O YTAKCICHUA CTCHOKApAWMW WM PAa3BUTHUA

OCTPOI'0 KOPOHAPHOT'0 CUHApPOMA CIIEAYCT BPEMCHHO BO300HOBUTH npuem 6Hc0np0nona.

3abonesanus, npu KOMopvix HEOOXOOUMO C OCMOPOAHCHOCHbIO NPUMEHAMb NPEnapam

BI/ICOHPOJ'IOJ'I CJICOAYCT MPUMEHATH C OCTOPOXKHOCTBIO B CIICAYIOINIUX CIIy4dasaX:

Tsoxensle popmbl XOBJI u HeTskenble GopMbl OPOHXHATBHOMN aCTMBI;

caxapHblii 1ua0eT cO 3HAYMTEIbHBIMH KOJEOAHMSAMM KOHLEHTpAIMU TIJIFOKO3bl B KPOBH:
OMCONPOJIO MOXKET MAacCKHUpOBaTh CHUMITOMBI THUIOTIMKEMUHU (BBIPAKEHHOTO CHUKEHUS
KOHILEHTPALMU TJIIOKO3bl B KPOBH), TaKH€ KaK TaXWUKapAMs, OUIYLIEHHE CepAleOneHus Uiu
MIOBBIIICHHAS TIOTIUBOCTD;

CTporas JueTa;

MIPOBE/ICHUE JIECEHCUOMITU3NPYIOIIEH Teparnuu;

aTPUOBEHTPUKYIIsApHas 6iiokana I crenenuy;

BazoClacTUyeckass cTeHokapaus (creHokapausi [IpuHnmMerana); HaOMONANIMCh Claydau
KopoHapocmna3zMa. HecMoTps Ha BBICOKYIO O€Tai-CeeKTUBHOCTb, MPUCTYIBI CTEHOKAapIUH
HEJb3s1 TIOJTHOCTHIO UCKIIOUUTH MpPU MpHeMe OMCOIpOIIoNa y MalUeHTOB CO CTeHOKapauen

IIpunnMerana.
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Crieryet ¢ 0c060ii 0cTOpOXkHOCTHIO TiprHUMaTh|penapdt) DCITEOCEATENEHOCTS 0003)

MY OTUETY

e HapyleHHUS MNepUPEPUYECKOro apTEepHaAIbHOTO KpPOBOOOpAIIEHHUS JErKOW M yMEpeHHOU

CTCIICHHU (B Ha4daji€ TCpallii MOXKET BOSHUKHYTH YCUJICHUC CI/IMHTOMOB);

e 1copuas (B T. 4. B aHAMHE3eE).

3abonesanus cepoeuHo-cocyoucmo cucmemol

bera-anpeno0mokaTopbl HE TOJDKHBI MPUMEHATHCS TpH AekommieHcupoBanHo XCH g0 tex mop,
MOKa COCTOSIHME NallMeHTa He CTaOMIN3UPOBAIIOCh.

Ha HavanbHbIX 3Tanax NpUMEHEHHsl OMCONpOJoia MALMEHThl HYXKIAIOTCA B IOCTOSIHHOM
HaOJIFOIEHUH.

Bera-anpenoGnokaTopsl MOTYT BBI3bIBaTh Opamukapauto. Ilpu ypexenun UCC B mokoe MeHee
50-55 yn/MuH ciemyer yMEHBIIUTD 103y WIKA IPEKPATUTh IPUEM OUCOIPOIIONA.

Kak u apyrue 6eta-aapeHo0I0KaTOPbI, OMCONPOIION MOXKET BbI3bIBAaTh YUIMHEHUE HHTEpBasa PQ
Ha onekTpokapauorpamme (OKI). CremyeTr ¢ OCTOPOXKHOCTBIO HPUMEHSTH OUCOIPOION Yy
MAIUMEHTOB C aTPUOBEHTPUKYJISIPHOI Onokanoil | ctenenu.

HecenexTtuBHble OeTa-agpeHOOSIOKATOPEl MOTYT YBEJIWYMBATh YacTOTY U IMPOJOJIKUTEIbHOCTD
AQHTMHO3HBIX MPHUCTYNOB Yy MALMEHTOB C Ba30CMACTUYECKOM CTEeHOKapAuel (CTeHOKapauen
[Ipunimerana)  BCHOEACTBUE  ONOCPEAOBAHHOM  ajb(a-pelentopaMy  Ba30KOHCTPUKLUH
KopoHapHOU aptepun. KapaumocenekTuBHbIe OeTai-aApeHOOIOKATOpHl (BKIIOUYAsT OMCOIPOIION)
IIPU Ba30CNACTUYECKOW CTEHOKApAUU CIEAYET IIPUMEHATH C OCTOPOKHOCTBIO.

K nacrosimiemy BpeMeHU HEAOCTAaTOYHO JAHHBIX OTHOCUTENIbHO NPUMEHEHHUs Oucornpoiona y
nanueHToB ¢ XCH B coderanuu c¢ caxapHbIM guaderom | Tuma, BbIpaK€HHBIMHM HApYyIIEHUSMHU
(GYHKIMU TOYEK W/MIU MEeYeHH, PeCTPUKTUBHOW KapAHMOMHONATHEH, BPOXKIAEHHBIMU MTOPOKaAMHU
cepAua MM MOPOKOM KilanaHa Ceplua C BBIPAKCHHBIMU I€MOJWHAMUYECKMMH HApYyLICHUSIMH.
Taxxke 10 cux mop He ObLIO MOJYYEHO JOCTaTOUHBIX JaHHBIX OTHOCHUTENbHO nanueHToB ¢ XCH c
MH(}apKTOM MHOKap/a B TEYEHHUE MOCIEAHUX 3 MECSILEB.

Lvixamenvuas cucmema

Hecmotpst Ha TO, 4TO celeKTUBHBIE OeTai-aJApeHO0I0KATOPbl B MEHBLIEH CTENEeHH BIUSIOT HA
(GYHKIUIO JIbIXaTeIbHONW CHCTEMBI, YeM HECEJEKTHUBHbIE OeTa-aJpeHOOIOKATOPHl, MAallUeHTaM C
XOBJI u HersxenbMu hopMaMu OPOHXHATTBHOM aCTMBI OMCOIIPOJION CielyeT Ha3HavyaTh ¢ 0c000i
OCTOPO’KHOCTBIO U TOJBKO B TOM CIIy4ae, €CJIM BO3MOXKHbBIE IPEUMYILECTBA €r0 NPUMEHEHUs
NPEBBILIAIOT MOTEHIHMANbHBIA pHck. I[lpu OponxuampHOM actme wuau XOBJI mokaszano
OJIHOBPEMEHHOE NPUMEHEHUE OPOHXOAMIATUPYIOIINX CPEACTB. Y MallMEHTOB C OPOHXHATbHON
acTMOH BO3MOJKHO TIOBBIIIEHUE PE3UCTEHTHOCTU JbIXAaTelIbHBIX IyTel, 4uTo Tpedyer Ooiee
BBICOKOM J03bI O€Taz-aIpeHOMUMETHKOB.

Ha3znauenue Oucomnposona B KOMIIJIEKCHOH Tepanuy cepe4HON HEJOCTATOYHOCTH y MALMEHTOB



COOTBETCTBYET 3KCNEPTHOMY OTYETY
oT 25.11.2024 Nz 25943
¢ XOBJI cnemyer HauMHATh C HAWMEHbINEH| Bo3MOXHON_ H6dRl,) Bl TramiterToB [ TuiaréibHo

HaOJI0AaTh HA MIPEIMET MOSIBIICHHSI HOBBIX CHUMIITOMOB (HAaIIPHMEP, OJIBIIIKH, HETIEPEHOCUMOCTH
(hbU3UYECKUX HArpy30K, KaIis).

O6wuprle xupypcuueckue emewameibemed u 061/1/;(1}1 anecmesuA

[Ipy HEOOXOIUMOCTH TPOBEACHUS XHUPYPTUUYECKHUX BMEUIATENBCTB CIEAYET MpeaylnpennuTh
Bpaya-aHeCTEe3HOJIOra O TOM, YTO MAIMEeHT IPUHUMAET OeTa-aJpeH00I0KaTOPH! (BO3MOXKEH PUCK
JICKQpCTBEHHBIX B3aMMOJCHCTBHIA C pa3BUTHEM TSDKEIBIX OpaguapuTMHMA, yMEHBIICHUS
pediieKTOpHONM TaxWKapAuM U apTepHalbHOM rumoteH3uu). Pekomengyercs 0e3 sBHOM
HE0OXOUMOCTH HE MpeKpalaTh MpUeM OHCOIpoJoia B NEpUONEPAallMOHHOM mepuonae (T. K.
Onokana 6era-aJpeHOPenenTOPOB CHIKAET PUCK BO3SHUKHOBEHUS apUTMUN M HIIEMHH MHUOKap/Aa
BO BpeMsI BBOJJHOT'O HAPKO3a M MHTYOAIIUU TPaXen).

B ciydae HEOOXOTUMOCTH TpEpHIBAHUS JIEYCHUS OMCOMPOIIOIOM TIepea IMPOBEACHUEM
XHPYPTAYECKOTO BMEIIATENbCTBA, TpenapaT ClieAyeT OTMEHHTh HEe MeHee ueM 3a 48 yacoB 10
OTepauu.

Deoxpomoyumoma

VY manueHToB ¢ (EoXpOMOLUTOMON OHUCOMPONION MOKET OBITh Ha3HA4YeH TOJbKO Ha (QoHe
pUMEHEHHs anb(a-aapeHoOI0KaTOPOB.

Tupeomoxcuxos

[Ipu runepdyHKIMM HIMTOBUIHON Kene3bl OeTa-aJpeHOONOKATOphl (BKIOYAs OMCOIMPOIION)
MOTYT MacKUpPOBaTh TaXWKapIUI0 W YMEHbBINIATh BBIPAKEHHOCTh CUMITOMOB THPEOTOKCHKO3A.
Pe3kast oTMeHa mnpemnapara MOXET BbI3BaTb 00OCTpPEHHE CHMITOMOB 3a00JI€BaHMS U pPa3BUTHE
TUPEOTOKCUIECKOTO KpHU3a.

Peaxyuu eunepuyecmeumenvrocmu

Bera-anpeHoOmokaTopsl, BKIIOYas OHCOMPOJION, MOTYT TMOBBICUTh UYyBCTBHTEIBHOCTH K
aJiepreHaM M TSOKECTh aHAaQWIAKTUYECKHX PEAKIMNA/PeaKkuid TUIepIyBCTBUTEIBHOCTH H3-32
ocnalleHusi  aJpeHepruyeckodl  KOMIIEHCATOPHOW  peryisuuu 1oj jAeicTBUeM  Oera-
anpeHobsokaropoB. IIpruMeHeHHe OOBIYHBIX TepamneBTUYECKUX 103 dnuHedpuHa (agpeHanuHa)
Ha ¢oHe mpuema OeTa-aJ[peHOOIIOKATOPOB HE BCErJa NMPUBOAMUT K JIOCTHXKEHUIO KEJIaeMOro
kimHYeckoro 3¢ dexra. Heobxoammo coOmtomath OCTOPOXKHOCTH TPH  Ha3HAYCHUH
Oucomposoia MalMeHTaM C TSKEIbIMH PEaKIHUsIMH TUIEPUYyBCTBUTEILHOCTH B aHAMHE3E WU
MPOXOAAIINM KypC AECEHCHOMIN3ALNH.

Ilcopua3z

[Ipu pemeHun Bompoca O NPUMEHEHHH OHMCONpOJIoNa y TMAlMEHTOB C IICOPUA30M CIEAyeT
TIIATEJILHO COOTHECTH MPEAINOoJIaraeMylo MoJib3y OT IPUMEHEHHUs IpernapaTa 1 BO3MOXKHBIN PUCK

O6OCTpCHI/IH TCUYCHMU IICOpHa3a.



COOTBETCTEYET ZKCINEPTHO
oT 25.11.2024 Nz 25943
Koumaxmmuwie 1un3zol (MOCNEOOBATENEHOCTE 0003)

MY OTUETY

HaHI/ICHTBI, MMOJIB3YIOIIUECSA KOHTAKTHBIMH JIMH3aMH, JOJDKHBI Y4YHUTBIBAaThb, YTO Ha (l)OHC

IIPUMECHECHUA 66Ta-aﬂp€H06J’IOKaTOpOB BO3MOXHO CHHMXKCHHUEC ITPOAYKIIUU CIIe3HOH KHUIAKOCTH.

4.5. BzaumopaeiictBue ¢ JpPYrMMH JIeKAPCTBEHHBIMH TMpenapaTtaMu M JApyrue BH/IbI
B3aHMMOJAEHCTBUSA
HeDeKOMeHZ[VeMBIe KOM6I/IHaLII/II/I

Jleuenue XCH

AnTHapuTMuyeckue cpeiactBa | kmacca (Hampumep, XUHHIWH, JAW30IMpPaMHJ, JIHMJOKAMH,
(denuTouH, prekanHu, MponadeHOH) P OJTHOBPEMEHHOM IPUMEHEHUH ¢ OUCOMPOIIOIOM MOTYT
CHMIKaTh aTPUOBEHTPHUKYJISIPHYIO IPOBOAUMOCTb M COKPATUTEIbHYIO CLIOCOOHOCTh CepaLa.

Bce noxazanus x npumenenuio npenapama buconponon-Teea

brnokaTopsl «menneHHbix» KanplueBbX kaHanoB (BMKK) tuma Bepanammia u, B MeHbIIEH
CTETIeHH, TUITHA3EeMa, TIPY OJHOBPEMEHHOM IMPUMEHEHUHU ¢ OMCOMPOIIOIOM MOTYT IPUBOAUTH K
CHIKEHHIO COKpATHTENbHOH CHOCOOHOCTHM MHOKap/ia M HApYLICHUIO aTPUOBEHTPHUKYJSPHOM
IIPOBOJIMMOCTH. B yacTHOCTH, BHYTpUBEHHOE BBEICHUE BEparlaMuiia MalueHTaM, IpUHUMAIOIIUM
Oera-aJpeHO0IOKAaTOPbl, MOXXET IPHUBECTH K BBIPAKEHHOW apTepuanbHON TMIIOTEH3UU H
aTPUOBEHTPUKYJISIPHOH OJ0Kae.

I'unoTreH3uBHBIE CpEICTBA LIEHTPAJIBHOIO JEUCTBUS (TakMe KakK KIOHMJIMH, METHIIJIONA,
MOKCOHHU/IMH, PWIMEHHUAMH) MOryT npuBecTd K ypexeHnto UCC U CHHKEHHIO CeplIedHOro
BBIOpOCa, a TaKkkKe K Ba30JWJIATAIlMH BCIEACTBUE CHIDKEHHUS LEHTPAIBHOTO CHMITATHYECKOTO
ToHyca. Pe3kas oTMeHa, 0COOEHHO /IO OTMEHBI OeTa-a[peHO0I0KATOPOB MOXKET YBEIUIUTH PUCK
Pa3BUTHS «PUKOIIETHOIY apTepUatbHOIN TUIEPTEH3HH.

OUHTOTUMO/ MOKET YCUIIUTh OTPUIIATEIIbHBINA XPOHOTPOIHBIN 3D ekt OeTa-aapeHo0I0KaTOpOB
U TIPUBECTH K BBIpaXeHHOH Opaaukapauu. OJHOBpEMEHHOE NpPUMEHEHHE (PUHIOIMMOAA U
Oucomnposona He pekoMeHjyercs. B ciayuae HE0OXOAMMOCTH OJIHOBPEMEHHOTO NPHUMEHEHHS
¢unronumona u npenapatra bucomposnon-TeBa Tpebyercs TiiaTenbHOE HaONIOEHNUE 3a
COCTOSIHMEM TMaIeHTa. PekoMeHmyeTrcs HauuHATh KOMOWHUPOBAHHYIO TEPANUI0 B YCIOBHUSX
CTallMOHApa U OCYLIECTBJIATH COOTBETCTBYIOIIMH MOHUTOPHUHT (TIOKa3aH JUIUTENbHBIA KOHTPOJIb
YCC, no MmeHsleil Mepe, 10 yTpa CIEIYIOLIEro JHS MOcie MEepBOro OJHOBPEMEHHOIO IpuemMa
¢duHromMMosa u npenapata buconposnon-Tesa).

KomMmOuHammu, tpedvronme 0co00i 0CTOPOKHOCTH

Jleuenue apmepuanvroll cunepmensuu u cmeHoKapouu
AHnTHapuTMHUeckne cpenctBa | kmacca (Hampumep, XWHHUAWH, AW30MHUPAMHJ, JHMIOKaWH,
(benuTouH; QuekanHu, nponadeHoH) MPU OTHOBPEMEHHOM ITPUMEHEHUH ¢ OMCOMPOIIOTIOM MOTYT

CHIDKATh aTPUOBEHTPUKYJISIPHYIO TPOBOAUMOCTD M COKPATUTENBHYIO CIIOCOOHOCTh MUOKAp/a.
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Bce noxasanus k npumenenuio npenapama bucanponon-Teea NEAOEATENEHOCTE 0003)

MY OTUETY

BMKK npouzBoaHbie TMrHApONUPUANHA (HapuMep, HU(PEeAUNuH, QeoaUNuH, aMJIOAUINH) IPU
OJTHOBPEMEHHOM TIPUMEHEHUU C OHCOMPOJIONIOM MOTYT YBEIMYMBATH PHUCK Pa3BUTHSA
aprepyajiibHON runotreH3uu. Y mnauueHtoB ¢ XCH Henp3si UCKIIOUUTH PUCK IOCIEAYIOIIErO
YXYJIIIEHUS! COKPAaTUTENbHON QYHKIIMH cepia.

AnTtnapurmuyeckue cpenctna Il kiacca (HanpuMep, aMHOZapOH) MOTYT YCHIIMBATh HapyIICHHUE
aTPUOBEHTPUKYJIIPHON IPOBOJUMOCTH.

JleiicTBre OeTa-aapeHo0I0KaTOPOB Il MECTHOTO IPUMEHEHHUS (HampuMep, TIIa3HbIX Kanelb JUIs
JICYCHUS TJIAYKOMBI) MOXET YCHIIMBAaTh CUCTeMHbIE 3(pdexThl Oucomnpomnona (cHuxenne All,
ypexerne YCC).

[TapacuMnaToMHUMETUKH MIPU OJHOBPEMEHHOM MPUMEHEHUH C OHMCOMPOIIOTIOM MOTYT yCHIIUBATh
HapyIIeHNe aTPHOBEHTPUKYIISIPHON MPOBOJANMOCTH U YBEITHUUBATH PUCK PA3BUTHUS OpaIiKapIHH.
'unornukemMuueckoe 1eHCTBUE UHCYJIMHA WM THIIOTJIMKEMUUECKUX CPEICTB JIJIs pUeMa BHYTPh
MOXET ycuinuBarbCcs. IIpU3HAaKM TUNOINIMKEMHUH, B YAaCTHOCTHM TaxUKapAus, MOTYT
MacKUpOBaThcsl WM TOJABIAThCS. [lomoOHble B3aumozeicTBusi Oojiee BEpPOATHHI MPH
MIPUMEHEHUH HECEJICKTHBHBIX OeTa-aIpeH00I0KaTOPOB.

CpenctBa i npoBe/ieHUs1 oOLIe aHeCTe3UH MOTYT YBEIMUYMBATh PUCK KapJUOJEIPECCUBHOIO
NEUCTBUS, MPHUBOISA K apTepuanbHOM rumoreH3uu (cM. paszmen 4.4, moapaszmen «OcoObie
yKkazaHus»). CeplieuHble TTUKO3U/IbI IPU OJTHOBPEMEHHOM MPUMEHEHUU ¢ OUCOMPOIOIOM MOTYT
MPUBOJIUTh K YBEJIUYEHHUIO BPEMEHU MPOBEACHUS HMITYJIbCa, U TaKUM 00pa3oM, K pa3BUTHUIO
OpaauKapIuu.

Hecrepouansie npotuBoBocnanutenbubie npenapatsl (HIIBIT) MoryT cHMXaTh THIIOTEH3UBHBIN
a¢ ekt Gucomnpomnona.

OnHoBpeMeHHOE TIpUMEHeHue mpemnapata buconponon-Tea ¢ Oera-agpeHOMUMETHKAMHI
(Hampumep, HM3OMpPEHAIMH, J00yTaMUH) MOKET NPUBOAUTH K CHIDKEHHIO 3¢dekra obomux
npenapaTtoB. CoueTaHue OHMCOMpOIIONA ¢ aAPEHOMUMETHKAaMH, BIUSIOUIMMHU Ha Oera- U aibda-
aJipeHOpeLenTopbl  (Hampumep,  HOpANMMHE(DPUH,  SNHUHEPPUH)  MOXKET  YCHIUBATh
BAa30KOHCTPUKTOPHbIE 3((EKTbl 3ITUX CPeACTB, BO3HUKAIOUIMX C YydYacTHeM ajbda-
aJpeHOPEIenTOpOB, MpuBO/s K NoBbimeHu0 AJl. TlomoOHbIe B3anmmoelicTBHS 00Jiee BEPOSITHBI
MIpY IPUMEHEHUH HECEIEKTUBHBIX OeTa-aJpeH00I0KaTOPOB.

AHTUTUNIEPTEH3UBHBIE  CPEACTBA, TaKXe, Kak M JpYrMe CpeAcTBa C  BO3MOXKHBIM
AQHTUTUIIEPTEH3UBHBIM  3(dexkToM  (Hampumep,  TPULUKIMYECKHE  AHTHJICIPECCAHTHI,
O6apOuTypathl, PEHOTHA3UHBI) MOTYT YCHJIMBATh THIIOTEH3UBHBIN 3(pekT Ouconpoiona.
MednoxuH npu OAHOBPEMEHHOM MPUMEHEHHU C OHCOIMPOJSIONIOM MOXKET YBEIWYHBATh PUCK

pa3BUTH OpauKapaHH.
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Nuruburopst MAO (3a uckimroueaneM HHruoutopoB MADB) Moo yéviivpats miror¢HBuBHbIIH

MY OTUETY

s ekt Oeta-agpeHobmokaTopoB. OJHOBpEMEHHOE MPUMEHEHHE TaKkKe MOXKET IPUBECTH K

Pa3BUTHUIO THIICPTOHUYECKOI'O KpH3a.

KOMGI/IHaI_II/II/I KOTOPHBIC CIACAYCT IPUHUMATh BO BHUMAaHHC

Anxanoudsi cnopvinbu

HerunpupoBanubsle  ankalouabl CIOPBIHBM  TOBBIIIAIOT  PHUCK  Pa3BUTHUS  HAPYILICHUN
nepudepuyeckoro KpoBOOOpalleHUsl. DProTaMWH TOBBIIACT PHUCK PA3BUTHS HapyIICHHS
nepudepruIecKoro KpoBooOpaIieHusI.

DapmakokuHemuyecKue 83aUmMo0elcmausl

B (dapmakokMHETHYECKHUX HCCIEIOBAHUAX HE BBISBICHBI B3aUMOJCHCTBUS OHCOMpOJIONa C
THA3UIHBIMHA JHYPETUKAMH, TaKUMH KaK THIPOXJIOPOTHA3Wa W HUMETHIWH. bucomponon He
okaszpiBal 3¢dekra Ha  ¢PapMakOKMHETUKY TeopumHa. Pucdamnun  yBenmuuuBaer
METa0OIMYECKUH KIIMPEHC U YKOpaunBaeT nepuos noiyssiBeaeHus (Tiz) Oucomnpomnona, ogHako
KOPPEKIMH JI03bI Tpenapara He Tpedyercs. bucomnposon He BiusieT Ha MPOTPOMONHOBOE BpeMs Yy
MaMEeHTOB, MOMyYaoIUX CTAOUIBbHYIO 103y BapdapuHa.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD M JIAKTALUS

bepemeHHOCTD

dapmakonoruueckue 3pPexTsl OMCOmpoIoIa MOTYT OKa3aTh HEOJIAroNnpHUsATHOE BO3ICHCTBUE HA
TeyeHue OepeMEeHHOCTH M OpPraHu3M I110/1a/HOBOPOKIEHHOT0. B 11enoMm, Oeta-aapeHo010KaTopsl
CHIDKAIOT IUIALlEHTApHYIO Mepdy3uio, YTO MOXKET NPUBOAUTH K 3aMEUIEHHIO pocTa IUIoJa,
BHYTpUYTPOOHOM rH0eNy III0Aa UM MPEKIEBPEMEHHBIM poaaM. Y IJI0JIa U HOBOPOXKJIEHHOTO
MOTYT pa3BHUBAThCS HEXKeEJAaTeNbHbIEC SBICHUS (HApUMeEp, TUIIOTTUKeMUs U Opagukapaws). [Ipu
HEOOXO/JMMOCTH JIeYeHUs OeTa-aJipeHoOJoKaTopaMu  NpPEANoYTeHHe CclelyeT OT]aBaTb
CeNIeKTUBHBIM OeTa1-aipeHo0I0KaTOpaM.

Bucomnposnon He cinenyer MpUMEHSATh BO BpeMsi OEpEMEHHOCTH, IPUMEHEHHE BO3MOXKHO B TOM
cllydae, €cClid MoJib3a JUIsi MaTepH IMPEBBIIAET PUCK Pa3BUTUS MOOOUYHBIX 3PQEKTOB y IUI0Ja
W/WIIA HOBOPOXKJICHHOTO.

Crnenyer oTciexuBaTh KpPOBOTOK B IUTAIlEHTE M MaTKe, a Takke HaOIroJaTh 3a pOCTOM U
pasBuTHEeM Oymymiero pedeHka. B ciydae mosiBiIeHUs HeXeNIaTeIbHBIX SIBICHUH B OTHOIICHUH
OepeMEeHHOCTH W/WJH TUIO/Ia PEKOMEHIYeTCSl NMPUMEHSTh aJbTEPHATHBHBIC METOMBI TEpaIui.
Crenyer TIaTelbHO 00CIEI0BaTh HOBOPOXKACHHOTO 1OCe PoA0B. CUMIITOMBI TUIIOTJIMKEMUH U
OpasuKapanu, Kak MpaBUiio, BO3HUKAIOT B TEUEHHUE MEPBBIX 3 THEH KHU3HHU.

JlakTanus

[To naHHBIM JOKIMHUYECKHX MCCIIEI0BAaHUI OMCOIMPOIION U/UIM €r0 MEeTabOJIUTHI BBIIEISIOTCS B

MOJIOKO JIaKTUPYIOIIUX KpbIC. JIaHHBIX O BBIJENIEHUU OUCOMPOJIONa B IPYAHOE MOJIOKO HET.

10
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ITosTomMy mpueM Oucomposona He pexkoMenmyerc |Gkenimuaand &/ mdpron s tpyimaoro

BCKapMJIMBaHUSI.

[Ipyn HeoOXonMMOCTH HpPUMEHEHHUs Mpenapara B MEPUOJ JIAKTAlMKU TPYJHOE BCKApMIIMBAHHE
HEOO0XOIUMO MPEKPATHUTb.

4.7. BiusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMM CpeACTBAMH U pPadoTaTth ¢
MeXaHM3MaMU

[Ipenapat bucomnposnon-TeBa He BIUsAET HA CHOCOOHOCTH YIIPABIATH aBTOTPAHCIIOPTOM COTJIACHO
pe3yabTaTam uccienoBanus y naueHToB ¢ UbC. Onnako BeneACTBUE MHIUBUAYATbHBIX PEAKIIUN
CIOCOOHOCTh YIPABJIATh TPAHCHOPTHBIMH CPEICTBAMU WIIM PabOTaTh ¢ TEXHHUUYECKH CIIOXKHBIMH
MeXaHM3MaMH MOKeT ObITh HapyuieHa. Ha 3To cienyer oOpaTuTh 0cob0e BHHMaHUE B Hayale
JICUYEHUs, TIOCTIE U3MEHEHHS JI03bI, & TAKXKe MPU OJJHOBPEMEHHOM YHOTPEOICHUH aJTKOTOJIS.

4.8. HexkesaTeibHbIEe peaKkuu

PesroMe HekeIaTeabHbBIX PeaKIIUM

YacroTa 0OOUHBIX peakLuii, IPUBEAECHHBIX HUKE, OIPEEIIAIacCh COOTBETCTBEHHO CIIEAYIOIIEMY:
ouenv ywacmo (> 1/10); uyacmo (> 1/100, mo < 1/10); neuacmo (> 1/1000, no < 1/100); peoxo
(> 1/10 000, no < 1/1000); ouensv peoko (< 1/10 000).

Hapywenus ncuxuxu

Heuacmo: nenpeccus, 06CCOHHULIA;

Peoko: ranaronuHanm, HOYHbIE KOIIMapBHI.

Hapywenus co cmoponul nepenoii cucmemvl

Yacmo: TOTOBOKPYKEHUE™, TOIOBHAs O0IL™;

Peoxo: notepst cozHaHUsL.

Hapywenus co cmoponul opeana 3penus

Peoko: ymenbllieHue ciie30Te4eHus (ClIeyeT YUYUTHIBATh IPU HOIIEHUH KOHTAKTHBIX JINH3);
Ouenb pedxko: KOHBIOHKTUBHUT.

Hapywenus co cmoponwl opeana ciyxa u 1abupunmmvle HapyueHus

Peoko: napymenus ciyxa.

Hapywenus co cmoponul cepoya

Ouenwv wacmo: 6pagukapaus (y nanueatoB ¢ XCH);

Yacmo: ycyryonenune cumntoMoB TeueHuss XCH (y manuenTtos ¢ XCH);

Heuacmo: napylieHue aTpUOBEHTPHUKYJISPHOM NMPOBOAMMOCTH, Opaaukapaus (y MalUEeHTOB C
apTepHalibHOM THNEepTeH3uel UM CcTeHoKapaueil), ycyryonenue cumntoMoB TeueHuss XCH (y
MAIMEHTOB C apTEPHAIIBHOM TMIIEPTEH3UEN NN CTEHOKapIuen).

Hapywenus co cmopoHul cocy0os

Yacmo: OINYIICHUE IMMOXOJIOAaAHUA NI OHEMCHHUA B KOHCYHOCTAX, BBIPAXKCHHOC CHMKCHUC AH,

11
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ocobenHo y naruentoB ¢ XCH; (MOCNEAOBATENEHOCTE 0003)

Heuacmo: oprocTatnueckas rUMOTEH3US.

Hapywenus co cmoponul OvixamenvHotl cucmemsl, Op2aHo8 epyOHOU KIemKU U CPpeO0CmeHUs.
Heuacmo: 6poHXocnasM y ManueHTOB ¢ OPOHXHATLHOW aCTMOM MM OOCTPYKITUEH JIbIXaTEIbHBIX
MyTel B aHAMHE3¢;

Peoko: annepruueckuii puHUT.

Hapywenus co cmoponul sicenyodouno-kuuieuno2o mpaxkma

Yacmo: TOUIHOTA, PBOTA, AUAPES, 3aII0P.

Hapywenus co cmoponul neuenu u scenuesbl8o0auux nymeti

Peoko: renarur.

Hapywenus co cmoponul Kodtcu u noOKOINCHbIX MKAHeL

Peoko: peakuuy runepuyBCTBUTEIBHOCTH, TAKUE KaK KOXKHBIN 3y/1, CHIMb, TUTIEPEMUS KOKHBIX
IIOKPOBOB U aHTHOHEBPOTHUYECKUM OTEK;

Ouenb pedxo: anonenus.

Bera-anpeHo00KkaTOpsl MOTYT CIIOCOOCTBOBATh 00OCTPEHUIO CUMITTOMOB TEUSHHSI IICOpHa3a UiTH
BBI3bIBATh MICOPHA3OMOAO0HYIO ChIIb.

Hapywenus co cmoponul ckenemno-mululednou u cOeOuHumenbHOU MmKaHu

Heuacmo: mpliieyHas ciabocTh, CyJOPOTH MBILIILI.

Hapywenus co cmopoHbl nonoswix opeanos u MOIOYHOU dicene3vl

Peoxo: spexTunbHast TUCHYHKLUS.

Obwue paccmpoiicmea u HapyuieHus 8 mecme 66e0eHUs

Yacmo: actenus (y nanueHToB ¢ XCH), moBbIlIIEHHAS YTOMIIIEMOCTbD*;

Heuacmo: actenus (y HalieHTOB ¢ apTEepUaIbHON THIIEPTEH3UEH UM CTEHOKApAHEeH ).
Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Peoko: oBbIIIeHHE KOHIIEHTPAIIMH TPUTITUIIEPUIOB U AKTUBHOCTH «TICYCHOYHBIX» TPAaHCAMHUHA3
B kpoBH (acnapratamuHoTpancdepasza (ACT), amannHamuHoTpancdepasa (AJIT)).

* YV manmeHToB ¢ apTepUANbHON TUIEPTEH3UEH WM CTEHOKapaueil 0COOCHHO YacTo JaHHBIE
CUMITOMBI TIOSBIISIIOTCS B Havase Kypca JiedeHusi. OObIUHO 3TU SBICHUS HOCAT JIETKUI XapakTep
U IIPOXOJAT, KaK MPaBUJIO, B TeUEHHUE |-2 Henenb nociae Hayalla JeUYeHHUs.

COO6H_ICHI/IC 0 TOA03PEBACMBIX HEXKECIATCIbHBIX PCAKITHMAX

Baxxno cooOmare 0 MOJO3pEeBAEMbIX HEXKENATEeNbHBIX pEeaKIUsAX I0oClie pPETUCTpaluu
JIEKapCTBEHHOI'O Tperapara ¢ Lelblo o0ecrieuyeHus: HeMPEPHIBHOIO MOHUTOPUHIAa COOTHOIICHHUS
«T0Jb3a — PHUCK» JIEKapCTBEHHOIO Mpemnapara. MeaunuHCKUM pabOTHUKAM pPEKOMEHIYeTcs
coo0maTe O JIIOOBIX MOJ03PEBAEMbIX HEXKENaTEeNbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara

4YCpe3 HAUUOHAJIBHBIC CUCTCMEIL COO6H.[€HI/I$I O HCXKCJIATCIIbHBIX PCAKIUAX TOCYAAPCTB — YJICHOB
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EBpa3uiickoro "5KOHOMHUYECKOTr0 COI03a. (NOCNEOQCBATENBEHOCTL 0003)

Poccuiickasg @eneparys

DdenepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUS

109012, r. Mockga, CrnaBsiHCKas omaip, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Be06-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMOTOMBI

Haubonee wuacTele CHMITOMBI TEPEIO3UPOBKH: BBIpaKCHHAs Opamukapaus, AV Orokana,
BbIpaK€HHOE CHIbKeHUE AJl, ocTpas ceplieuHas HeJJ0OCTaTOYHOCTb, TUIIOITIMKEMHUSI, OpOHXOCIIa3M.
YyBCTBUTEIBHOCTh K OJAHOKPATHOMY IPHUEMY BBICOKOH JJ03bI OMCOMpPOJIOia CHJIBHO BapbUpPYyeT
CpeAM OTHENbHBIX NAIMeHTOB M, BeposATHO, mnauueHTsl ¢ XCH oOmagaroT BBICOKOM
qyBCTBUTEIHHOCTHIO.

Jleuenue

[Ipy1 BOZHUKHOBEHUU N1E€PEIO3UPOBKH, IIPEXKE BCET0, HEOOXOIMMO IPEKPATUTH IIPUEM ITpernapaTa
Y Ha4aTh NOJEPKUBAIOLIYI0 CUMIITOMAaTHUECKYIO TEPAIHIO.

[Ipu BeIpakeHHOW OpaaWKapAWH: BHYTPUBEHHOE BBeneHWe arponuHa. Ecmum  sddext
HE/I0CTaTOYHBIN, C OCTOPOKHOCTBbIO MO>KHO BBECTH CPEJCTBO, OOJIafaroliee MOI0KUTEIbHBIM
XpOHOTPONHBIM  JieficTBUeM. MHorma MokeT moTpeOoBaTbCs BpEMEHHash IOCTAHOBKA
ANEKTPOKAPAUOCTUMYJISATOPA.

[Ipu BbIpaskeHHOM cHMXEeHMHM AJl: BHYTpHUBEHHOE BBEACHME IIa3MO3aMEIAIONIUX PACTBOPOB U
Ba30NPECCOPHBIX  MpenaparoB. BHyTpUBEeHHOe BBEAECHHE TJIIOKATOHA  MOXKET  OBITH
1[e71€CO00Pa3HBIM.

[Ipu aTpUOBEHTPHKYJSPHOW OJIOKa/ie: MAIMEHTHl JOJDKHBI HAXOIUTHCS IO/ TMOCTOSTHHBIM
Ha0JII0/IEHUEM U MTOJIy4aTh JieueHue OeTa-a[peHOMUMETUKAMU, TAKMMHU Kak 3nuHedpuH. B cinyuae
HE00XO0/IMMOCTH — IOCTAHOBKA AJIEKTPOKAPANOCTUMYIIATOPA.

IIpu ob6octpenun Teuenuss XCH: BHYTpUBEHHOE BBeJIE€HUE JAMYPETUKOB, IpEMapaToB C
MOJIOKUTEIbHBIM HHOTPOITHBIM 3(pPEeKTOM, a TaKKe Ba30JUIaTaTOPOB.

IIpu OGponxocna3zMe: Ha3HaYeHHE OPOHXOJMIIATATOPOB, B TOM 4YHCIE OeTaz-aipeHOMHMETHUKOB
W/WIM aMUHO(QHIUIHHA.

HpI/I THUIIOTJIMKCMUHN: BHYTPHUBCHHOC BBCACHHUC JCKCTPO3bL (FHIOKO3BI).

5. PAPMAKOJIOTUTYECKHE CBOMCTBA

5.1. ®apmakoaMHaMHuYecKHe CBOiicTBa
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COOTBETCTBYET 3KI

o1 25.11.2 -
dapmakoTeparneBTHYecKas rpymmna: oera-aapeHoomokaropl celiekdtusipie Odra 1 C T 1003)

CMEPTHOMY OTYETY

aspeHo0I0KaTOPHI.-

Koxg ATX: CO7ABO7

MexanusMm aeiicteus U hapMakoauHaMmuueckue dhheKThI

CenexTuBHbIN OeTar-apeHo0n0kaTop 0e3 COOCTBEHHON cCHMIIATOMUMETHYECKON aKTUBHOCTH, HE
obmagaer MeMOpPaHOCTaOMIM3UPYIOLUIMM JeiicTBUeM. brcomponon B TepameBTHYECKHX 033X
o0ylajaeT HE3HAYMTENBbHBIM CPOJCTBOM K OeTaz-aJipeHOpelenTopaM BHYTPEHHHX OpIaHOB
(moKeITy TouHas xKee3a, CKeJIETHbIE MBIIIIIBI, TTaJKast MyCKyjIaTypa nepudepruueckux apTepui,
OpOHXOB M MaTKH), a Takxke K OeTaz-apeHOpelenTopaM, YYacTBYIOIIUM B PpETyJISALUH
Metabonmm3ma. CrenoBarenbHO, Oucomponionn (B OTIMYHME OT HECEICKTHBHBIX OeTa-
a7ipeHo0JI0KaTOpPOB) B LIEJIOM HE BJMSET HAa CONPOTUBIIEHUE JbIXATEJbHBIX MYTEH, OKa3bIBAET
MEHee BBIPA)KEHHOE BIMSIHME Ha OpraHbl, cojepkaliue OeTaz-aApeHOpeLenTopsl, M Ha
YIJICBOAHBII OOMEH, HE BBI3BIBACT 3a/EPKKM HOHOB HATpUs B OpraHu3Me. BBIpakeHHOCTH
aTepOreHHOro JEHCTBHs OuCONposona He OTIMYaeTcs OT JAEHCTBUS mpompaHonona. B
TepareBTUYECKUX J103aX Oucomposion Oiokupyer OeTai-aApeHOPELenTOpbl CepAlla, YMEHbLIAET
CTUMYJIMPOBAaHHOE KaTexojgamMuHamu oopazoBanue HAM® u3 AT®, cHukaeT BHYTPUKICTOUHbINA
TOK MOHOB KaJIbLIMs, OKa3bIBAE€T OTPULIATEIBHOE XPOHO-, IPOMO-, 0aTMO- U HE SIBHO BBIPA)KEHHOE
uHoTponHoe JneictBue. buconponon ymensmaer YCC B mokoe W mpu Harpyske, 3aMeyisieT
aTPUOBEHTPUKYISPHYIO MPOBOJUMOCTh, YMEHbBIIAET BO30YIUMOCTh MHOKapjaa. CHuKaer
CepACUHbI BHIOPOC, B HE3HAUUTENIILHOW CTENEHM CHIDKACT YJApHbI 00beM. YMEHbIIaeT
NoTpeOHOCTh MUOKAp/Ia B KUCIOPO/IE, CHI)KAET aKTHBHOCTh PEHUHA IJ1a3Mbl KPOBH.

B navane neuenus B mepBbie 24 yaca mocie mpuema Oucomposiosia obiiee mnepudepuueckoe
cocyaucroe comnporusienue (OIICC) Heckonbko yBenuuuBaercs (B pe3ysbTaTe pPEeLUNPOKHOIO
BO3pacTaHMs aKTUBHOCTH aibda-aapeHopenentopos). Yepes 1-3 cytok OIICC Bo3Bparmiaercs k
ucxogHomy. [Ipu nnurensHol Tepanuu u3HadanbHo nossimeHHOe OIICC cHuxkaercs.
MaxkcuMaabHBIA TeMOAMHAMUYeCKUH 3 ekt mocturaetcs yepes 3-4 gaca mocie npuéMa BHyTPb.
[Ipu npumenennu 1 pa3 B cyTku TepaneBTUUYeCKuil 3pPexT Oncomnposiona COXpaHsaercs B TeUeHUE
24 gacos 6narogaps 10-12 yacoBomy T1/2 U3 T1a3MbI KPOBH.

bucomnposnon o6nagaer TakuMH ke 3IeKTpodu3noIornueckumu 3¢pdexramu, kak u apyrue dera-
azipeHobnokaropel. B anekrpodusnonorndyeckux wuccieaoBaHusax oOucomnpoison ypexan YCC,
yBEIUYMBaI BpeMs MpOBEACHHS U  pedpakTepHble MEPUOAbl CHHOATPHUAIBHOIO U
aTPUOBEHTPUKYJISIpHOTO y370B. OTMedaercss ymmHeHue wuHTepBaioB RR u PQ, a Takxke

koppurupoBannoro uarepsana QT (QTc) na DKI (B mpezenax HOpMAIbHBIX 3HAYCHUH ).

BI/ICOHPOHOH OKa3bIBa€T AHTUTHUIICPTCH3UBHOC, AaHTHUAPUTMHUYCCKOC HW AHTHAHTWUHAJIIBHOC
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COOTBETCTBYET 2KCNEFPTHO
oT 25.11.2024 N= 25343
JEUCTBHE. (NOCNEOQCBATENBEHOCTL 0003)

MY OTUETY

MexaHu3M  aHTHUTUIEPTEH3UBHOTO  JI€HCTBHA  OucoOmposoia M3yuyeH HE  IMOJHOCTHIO.
AHTUTUNEPTEH3UBHBIN 2PPEKT MOXKET OBITH CBS3aH C YMEHBIIEHHEM MHUHYTHOTO 00beMa KpOBH,
CHUMITaTUYECKOM CTUMYJIALUU NEepu(epUyecKrX COCYI0B, CHHKEHHEM COAEp)KaHUS PEHHHA B
IU1a3Me KPOBH M aKTUBHOCTH PEHHH-aHIMOTEH3MHOBOM CUCTEMBI (MMEeT OO0JIbIIOEe 3HAUEHUE IS
MAIMEeHTOB C MCXOJHON THIEpPCEeKpeleil peHWHa), BOCCTAHOBIEHHUEM YYBCTBUTEIHHOCTH
6apopenenTopoB Iyrd aOpThl B OTBET Ha CHKeHHE AJl M BIUSHHEM Ha IEHTPAIbHYIO HEPBHYIO
cuctemy (IIHC). Ilpu aprepuanpHOi rurnepreH3nn 3PGEKT HACTymaeT uepe3 2-5 JgHEH,
MaKcUMalibHOEe CHIKeHue A/l tocturaercs, Kak paBuiIo, yepes 2 HeIeM I0CIe Havasa JIEYeHHUS.
AHTHAHTUHATBHBIN 3G (GEeKT 00yCIOBIEH YMEHBIIEHHEM NOTPEOHOCTH MUOKAp/Aa B KUCIOPOAE B
pesynbrare ypexxkeHus YCC, HE3HAUMTENBPHOTO CHIDKEHUS COKPAaTUMOCTH, YIJIMHEHHEM
JIMACTOJIbI, YiIydllleHHueM nepdy3uu Muokapaa. [Ipu ogHOKpaTHOM NPUMEHEHUHU Yy MALUEHTOB C
NBC 6e3 npuznakoB XCH 6uconponon camxaer YCC, ynapHbsiit 00bE€M cepAlia U, Kak ClIe/ICTBUE,
yMEHbIIaeT (hpaKIuio BHIOpOca W MOTPEOHOCTh MHOKapla B KUCIOpOJae. AHTHAPUTMHUYECKUI
3¢ ¢exT 00yCIOBICH YCTpAaHCHHEM AapUTMOTCHHBIX (DaKTOPOB (TaXWKapIWH, TOBBIIICHHON
aKTUBHOCTH CHMIIATUYECKOM HEpPBHOW CHUCTEMbI, YBEIMYEHHOTo cojepxkaHus UAMO,
apTepUabHOM I'MIIEPTEH31H ), YMEHBIIEHUEM CKOPOCTU CIIOHTAHHOT'O BO30YKJI€HHsI CHHYCHOTO 1
HKTONMUYECKOTO BOJAWTENICH pPHUTMAa M 3aMEIUICHHEM aTPUOBEHTPHUKYJSIPHOTO TPOBEICHHUS
(MIperMyIIECTBEHHO B AHTETPAJHOM M, B MEHBIIEH CTEIEHH, B PETPOTPaTHOM HAMpaBICHUSIX
Yyepe3 aTPUOBEHTPUKYIISAPHBIHN y3€1) U 110 TOTIOJIHUTEIbHBIM ITyTSIM.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOGcopOrus

buconponon nmoutu nonHocteio (0osee 90 %) BcackIBaeTCsl U3 JKEITyIOUYHO-KHILIEYHOTO TPAKTA.
Ero OumomocTymHOCTH  BCIEACTBHE  HE3HAUUTENFHOW  META0ONM3allMH  «IPH  MEPBOM
MPOXOXKICHUM) Yepe3 neueHb (Ha ypoBHe mpuMepHo 10 %) cocrarisiet okoo 90 % mocie npuema
BHYTpb. [Ipruem numm He BauseT Ha OGMOAOCTYHNHOCTb. BUCOPOION AEMOHCTPUPYET JTUHEWHYIO
KUHETHKY, TIPUYEM €ro KOHIIEHTPAllMM B IUIa3Me KPOBU INPOIOPIUOHANBHBI MPUHATON J103€ B
nuanaszoHe oT 5 10 20 mr. MakcumanbHas KOHIEHTPAUs (Cmax) B MJIa3Me KPOBH JIOCTUTAETCS
yepes 2-3 yaca.

Pacnpenenenue

buconponon pacnpenensercs J0BOIbHO MHPOKO. O0bEeM pactpesieNieHus: COCTaBIseT 3,5 JI/KT.
Cs13b ¢ OenkaMu TUIa3Mbl KpoBH JocTuraet npumepHo 30 %.

Buorpanchopmariust

Mertabonu3upyercs 1Mo OKUCIUTENHPHOMY IyTH 0€3 ToClIeyIolel Konbloranun. Bee MeTaboauTh

MOJIAPHBI (BOJIOPACTBOPUMBI) U BBIBOJATCS MOouykaMu. OCHOBHbBIE METa0OIUTHI, OOHAPYKUBAaEMbIe
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
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B [UIa3Me KPOBHU M MOYE, HE MPOSBIIOT (papmakonornuetikoii /dkfiipioetir, [kantiid, mOmyaeHHbIe

B pe3ysbTare JKCIIEPUMEHTOB C MHUKPOCOMaMHU IE€YEHHM YeloBeKa In Vvitro, MOKa3bIBAIOT, YTO
OMCOIPOIIOT METa0OJM3UPYETCs B NIEPBYIO odepenb ¢ nomoinsio uzohepmenta CYP3A4 (okoio
95 %), a uzopepment CYP2D6 urpaer numib HE3HAYUTEIBHYIO POJIb.

OJIMMUHALNS

Knupenc Ouconposiona onpeaensieTcs paBHOBECHEM MEXAY BBIBEJACHHEM IIOYKAMU B
Hen3MeHeHHOM Bujie (okoso 50 %) u merabonusmomM B niedeHu (0koio 50 %) 10 MeTaboIuTOB,
KOTOpBIE TaKKe BBIBOJAATCA moukamu. OOmmi KiaMpeHc cocrtapiasgeT 15 n/4. Ilepuon
nonysbiBeaenus — 10-12 wacos. OrcyrerByer nnpopmanus o papMakOKUHETHKE OMCONIPOIIOA Y
narueHToB ¢ XCH 1 oiHOBpeMeHHBIM HapyIieHueM (PYHKIINH ITEYCHH WU MOYCK.

Oco0ble T'pYHIIBI ITIAITMCHTOB

Hapywenue gynxyuu nouex

B uccnenoBanuy y nalnyeHTOB € ITOYEYHOM HEAOCTATOUHOCTBIO (CPeIHUM KIMPEHC KpeaTHHUHA
[KK] 28 mu/muH) 0110 TIOKa3aHo, yto cHkenne KK compoBoxnaercs yseaudenneM Cmax, AUC
(momanas Moa KpUBOM «KOHIEHTpanus-BpeMsa») u Tiz Oucomponona. IlockoiabKy KinpeHc
Ouconponona B PaBHOH CTemeHM OCYIIECTBISETCS IMOYKAMU M II€YEHBIO, CYLIECTBEHHOM
KyMyJSIIMM  OMCONpoJiofia y TNAalMEeHTOB C JIETKOW W YMEPEHHOW CTENEHbI0 IOYeHHOU
HEJOCTAaTOYHOCTH HE OTMedaeTcs. B cirydae Tspkenmoit modeuHoi HepocratouHoctu (KK < 20
MJI/MHH) KyMYJIALUS MOKET NPOUCXOAUTh U J103a IIperapara He JOJDKHA npeBblmars 10 mr B
CYTKH.

Hapywenue ¢pynkyuu nevenu

VY manMeHToB C IMPPO30M IEUEHH OTMEYaeTcs BBICOKas BapuHabeIbHOCTh M 3HAYMTEIbHOE
3aMeJUIeHHE NUMHHALIMY [0 CPAaBHEHUIO €O 340pOoBbIMH JtoAbMU (T1/2 Gucompoiona cocraBiser
ot 8,3 10 21,7 yacoB). KnuHnuecku 3HauuMble pa3inuusl papMaKOKMHETHKH MEXy NallieHTaMH
C HOPM&JIbHOM W HapylIeHHOW (yHKIMEH NeYeHH He BbIABIEHBL. B ciyyae BbIpakeHHOU
MIEYEHOYHON HEJOCTATOYHOCTH KYMYJISALIUSI MOXKET TPOUCXOANTD, U J03a Tpernapara He JODKHA
npeBbImaTh 10 Mr B CyTKH.

XCH

VY nanuentoB ¢ XCH Il ¢pynkimonansHoro kinacca no kinaccupukanuu NYHA 6011 oTMedeHbI
OoJiee BRICOKOE COJIepyKaHHe OMCOIPOIIOia B IIa3Me KPOBU M YBEIHYEHHBIH T1/2 MO CpaBHEHHIO
CO 3JI0pOBBIMH J1I0OpOBOJIbIIAaMH. MaKkcuMalbHasi KOHLEHTpaIHst OMCOMPOIIoia B IIa3Me KPOBH B
PaBHOBECHOM COCTOSIHMM cocTaBisieT 64 + 21 Hr/ma mpu cyrtouHod noze 10 mr; mepuon
NOJTYBBIBEIEHUS COCTABIAET 17 + 5 yacoB. dapmakokuHeTHKa GHcomposiona y manuentos ¢ XCH
Y COITy TCTBYOIIUM HapymieHneM (QyHKIIMH TIEUeHH WK MTOYeK He N3ydanach.

Toocunori 6ozpacm
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V NanuMeHTOB TOKHKJIOrO BO3pacTa OTMeYaercss HesHAUMTAIHH0E SyBeiitudiie | mEKOTOpsIx

¢bapmakokuHeTnueckux mnokaszareneil (Tie, AUC, Cmax) Oucomponona Mo CpaBHEHHIO C
MOJIO/IBIMU TIAIIUCHTAMH, MPEIIOJIOKUTEIHLHO B CBSI3U C BO3PACTHBIM CHU)KCHHEM IMOYEYHOTO
kiupeHca. OJHAKO ATH pa3jivyusi HE SIBISIIOTCS KIMHUYECKH 3HAYUMBIMH U HE TPEOyIOT

KOPPEKIHHU 03Bl OHCOMpPOIIoa.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. [lepeyeHb BCIOMOTaTeJILHBIX BellleCTB
Kpockapmemnnosa Hatpus

Maruus creapar

Mannuron

Hemrono3a MUKpOKpHUCTAIIINYECKAst

CocrtaB 000704KH:

I'unpomennosza

Maxkporoun-6000

Turana quokeun (E 171)

6.2. HecoBMecTHMOCTDb

He nmpumenumo.

6.3. Cpok roaHocT (CPOK XpaHeHHs )

2 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh 1pu Temneparype He Boime 25 °C.

6.5. XapakTep u coaep:kaHue NepBUYHOI YITAKOBKH

10 Tabnerok B 6uuctep u3 mieHku [IBX/IIB/JIX u antomMuHneBoit (obry.

3 unu 5 GIMCTEpOB BMECTE ¢ MHCTPYKLUEH 110 MPUMEHEHHIO MOMEIIAI0T B KAPTOHHYIO MAUKYy C
KOHTPOJIEM MTEPBOTO BCKPBITHS.

6.6. Oco0ble Mepbl MNPEeIOCTOPOKHOCTH TNPH YHUUYTOKEHHM HMCHOJIH30BAHHOIO
JIeKAPCTBEHHOr0  Ipenapata WJIH OTXO0A0B, MOJYYeHHBIX IOCje TPHMeHeHHUs
JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUIYJISINMH C MIPenapaToM

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

N3panine

Tesa @apmanesruueckue [Ipennpusatus Jlta.

124 /1sopa A-Hesua Cr., Tens-ABus 6944020

7.1. IlpencraBuTeib Aep:KaTessi perucTPallMOHHOIO Y10CTOBEPEeHUsI
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IIperensun moTpebuTenel HanpPaBIsaTh 110 AAPECY: (MOCNEOOBATENEHOCTE 0003)

Poccuiickas @enepanns
00O «TeBay, 115054, r. Mockaa, yi. Banosas, a. 35 ten.: +7 (495) 644 22 34,
bakc: +7 (495) 644 22 35/36

Anpec anekTpoHHO# mouTsl: info@teva.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JATA TEPBUYHON PETMCTPAIOMU (IIOJTBEPKIEHUS
PETACTPALIMM, TIEPEPETUCTPALIAN)

JlaTa nepBOW perucTpanum:

10. JATA HEPECMOTPA TEKCTA

OOm1ast xapakTepuCTHKA JIEKApCTBEHHOTO npenapara buconponon-Tesa nocrymnHa Ha
nH(popMaoHHOM nopTasie EBpasuiickoro 3KOHOMHYECKOro cor3a B MHPOPMAIIHOHHO-

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