ot 06.05.2026 N2 9175

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

buconposnon, 2,5 mr, TabsieTKH, MOKPHITHIE MJIEHOYHONW 000JI0UKOM.
bucomnposon, 5 Mr, TabJIETKH, TOKPBITHIE TUICHOYHOW 000JI0UKOA.

buconposnon, 10 Mr, TabieTKH, TOKPHITHIE TUICHOYHON 000JI0UKOH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JleiicTByIOIIIEE BEIIECTBO: OMCOIPOIION.

Buconpoioi, 2.5 Mr, Ta0JIeTKH, DOKPBITEIE JIEHOYHONW 000JI0YKOMI

Kaxnas Tabnerka, MOKpbITas IUICHOYHOM OO0O0JIOUKOM, comepkut 2,5 Mr Oucomposoiia (B BHUIE
dbymapara).

Buconposioi, 5 Mr, Ta0JeTKH, HOKPHITIE IJIEHOYHON 000J10YKOI

Kaxnas Tabnerka, MOKpBITAas IUICHOYHOH O0OJOYKOM, COAEPXHUT 5 Mr Oucomposona (B Bujie
bymapara).

Buconposoi, 10 Mr, TabaeTKH, DOKPHITHIE JIEHOYHOW 000JI0UYKOM

Kaxxnas tabnerka, MOKphITas TUICHOYHOW 000JI0YKOU, comepkut 10 mr Oucompoiona (B BUAC
dbymapara).

BeiecrBa, Hajm4re KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO IMperapara; JIakTo3a (Cm.
pasznen 4.4).

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, HOKPHITHIE INIEHOYHOU 0007I0YKOM.

Buconpoioi, 2.5 Mr, Ta0JeTKH, DOKPBITHIE JIEHOYHONW 000JI0YKOM

Kpyrible 1BOSKOBBITYKIIbIE TAOJIETKH, TOKPHITHIE IJIECHOYHOW 000JI0UKOM O€710r0 MIM OYTH 0e10ro
I[BETa C PUCKOM ¢ oJHOI cTopoHbl. Ha momnepedHom pa3pes3e BUIHBI /IBa CJIOSI — SAPO OEnoro wiu
o4ty Oenoro IBeTa U INIEHOYHAs 000JI0UKa.

TabneTKy MOXKHO pa3eIuTh Ha PaBHBIE JO3bI.

Buconposoi, 5 Mr, TabJeTKH, MOKPLITHIE INIEHOYHOH 000JI0YKOMI

Kpyribie 1BOSKOBBIIYKIIbIE TaOJIETKH, TOKPHITHIE MJIEHOYHOW 000JI04KOM O€I0r0 MiIM OUYTH 0e10ro
nBeta. Ha momepeyHoMm paspes3e BHIHBI JBa CIOS — SAPO OEIOro MM MOYTH Oeoro mBera U
IUIEHOYHAast 000JI0UKA.

buconpomnon, 10 mr, Ta6HCTKI/I, MMOKPBITHIC TIJIEHOYHOM 000J1049KOM

Kpyrible 1BOSKOBBITYKIIbIE TaOIETKU, TOKPHITHIE MJIEHOYHOU 000JI04KON O€710r0 MIM OYTH 0e10ro
nBeta. Ha momepeyHoMm paspese BHIHBI JIBa Clof — SApO O€’Ioro MM moyTH Oeoro nBera u
IUIEHOYHAast 000JI0UKA.
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4. KINHUYECKHUE JJAHHBIE (MOCNEOQOCBATENEHOCTE 0004)

4.1. ITokazaHusl K NIPUMEHEHHIO

[Ipenapat Bucomnposnosn noka3zan K MPUMEHEHHUIO Y B3pOCIBIX B Bo3pacTe OT 18 JieT 1o MmoKa3aHusIM:

e aprepualibHas THUIIEPTEH3US;
e wumemuyeckas 6one3ns cepana (MBC): crabunbHast CTEeHOKAPIUS;
® XpOHMUECKas cepeuHas HegoctaTouHocTh (XCH).

4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHEHUs

PexxuM 03upoBaHus

Apmepuanvras cunepmen3us U CMaOUIbHASL CMEHOKAPOUs.

Bo Bcex ciaywasx pexuMm npuema U 03y NoJ0MpaeT Bpad KaXXJAOMY MALUEHTY WHIUBUIYAIbHO, B
YaCTHOCTH, YUUTHIBasi 4acTOTy cepiaeuHbix cokpamienui (HCC) u coctosiHuE ManueHTa.

OObluHO HayanbHasE 1032 COCTaBisieT S5 Mr mpemapara bucomponon 1 pa3 B cyrku. llpm
HE00XO0AMMOCTH /103y MOKHO yBeIuuuTh 10 10 Mr 1 pa3 B cyTKH.

IIpu nedeHun aprepuaNbHOM TUNEPTEH3MM U CTaOWIBHOM CTEHOKApAMM MaKCHMaJIbHO
peKOMeEHI0BaHHas 103a cocrasisieT 20 Mr npenapara buconponon 1 pa3s B cyTku.

XpOHH’%@CKd}i cepdeuya;z Heo0oCmamo4HoCms

CrangaprtHas cxema JIeYeHus XCH BKIIIOUAET pPUMEHEHUE WHTHOUTOPOB
aHTHOTeH3UHNpeBparammero pepmenra (AIID) wim aHTaroHUCTOB PELENTOPOB aHTHOTeH3UHA 11
(B cmyuae HemepeHOCUMOCTH HHruoutopoB AllD), Oera-aapeHoOIOKATOPOB, AMYPETUKOB U,
(bakyIbTaTUBHO, CepACUHBIX IHK03uI0B. Hauano neuenus XCH npemaparom bucompoion tpedyer
00513aTeTLHOTO MTPOBEICHUS CIIeUaIbHON (ha3bl TUTPOBAHUS U PETYIISIPHOTO BpauyeOHOTO KOHTPOJIS.
[IpenBapuTeIbHBIM YCIIOBHEM JUIS JICYCHHUS IMpermapaToM buconmponon sBisieTcs CcTaOwmiIbHas
XpOHHUYECKas cep/ieyHasi HeIOCTaTOYHOCTh 0e3 MPU3HAKOB 000CTPEHUSI.

Jleuenne XCH mnpenapatom bucomnposion HauMHaeTcss B COOTBETCTBHM CO CJENYIOLIEH cxemoi
tuTpoBaHud. [Ipu 3ToM MOkeT moTpeOOBaThCS HHAWBUyalbHAs aJanTalus B 3aBUCUMOCTH OT TOTO,
HACKOJIKO XOPOIIIO MAIMEHT MEPEHOCUT Ha3HAYEHHYIO 7103y, T. €. 103y MOKHO YBEIIMYUBATH TOJIBKO
B TOM Ciy4ae, €Ci MpeAblaylas 103a XOpoulo nepeHocuaack. Pekomenayemasi HadaibHas 103a
coctapisieT 1,25 Mr onuH pa3 B CyTKH. B 3aBUCHMOCTH OT MHAMBUIYATbHON MIEPEHOCUMOCTH J103Y
clelyeT MOCTENEeHHO MOBBIATh 10 2,5 Mr, 3,75 mr, 5 mr, 7,5 mr u 10 mr 1 pa3 B cytku. Kaxnoe
MOCJIEIYIOIIEe YBEIMUECHHE JT03bI JOJHKHO OCYIIECTBIATHCS HE MEHEE UeM Yepe3 JBE HECIIH.

Ecnu yBenndeHnue n03bl mpenapara IUI0XO IEPEHOCUTCS MAlMEHTOM, BO3MOXKHO CHUXXEHUE JIO3BI.
MaxkcuManbHasi pekomeHaoBaHHas nao3a npu jedeHun XCH cocraBaser 10 Mr mpenapara
buconponon 1 pa3 B cyTkn.

Bo BpeMst TUTpOBaHMSI PEKOMEHIYETCsl pEryJISIpHBII KOHTPOJIb apTepraiibHoro aasienus (A/l), HCC
U cTeneHu BblpaxkeHHocTH cuMnToMoB XCH. YeyrybOnenune cumntomoB Teuenus XCH Bo3MOxkHO
YK€ C IepBOro JHs MPUMEHEHHUs Mperapara.

Eciu manmeHT mioxo NEPCHOCUT MAKCHUMAJIBHYHO PCKOMCHIOBAHHYIO OO3Y IIperapara, CICAYCT
PacCMOTPETh BOBMOKHOCTD IMOCTCIICHHOI'O CHUKCHHA O036bI.

Bo Bpemst (a3pl TUTpOBaHUS WM IOCTE HEE MOTYT BO3HUKHYTh BPEMEHHOE YXYALICHHE TE€UEHUS
XCH, aprepuanbHasi TUIIOTeH3Us WK Opaaukapaus. B aToM ciydae pekoMeHayeTcsl, pexe BCero,
MIPOBECTH KOPPEKIMIO 703 MpenapaToB COMYTCTBYOLIEH Tepanuu. Takke MOXeT MoTpeOoBaThCS
BPEMEHHOE CHI)KEHHE J03bI IIpernapara bruconponon uim ero oTMeHa.

Ilocne CTa6I/IJII/ISaL[I/II/I COCTOSAHUS MaueHTa CICAYCT NPOBCCTHU MMOBTOPHOC TUTPOBAHUC NO3hI, 0o
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IMPpOAOJIKUTE JICUCHUC.

IIpooonxcumenvHocms neueHus npu cex NOKA3aHUAX K npumenenuio npenapama buconponon
Jleuenue npenaparoM bruconposion 00bIYHO SABISETCS JOJTOBPEMEHHON TEpanuen.

Oco0ble rpynrisl MalueHToB

Jluya noosicunozo eospacma
Koppexmust 10361 HE TpeOyeTcs.

K Hacrosimiemy BpeMEHM HEAOCTATOYHO AAHHBIX OTHOCUTEIBHO NPHUMEHEHHUs Oucomposona y
nanueHToB ¢ XCH B coueranuu c caxapHbIM auaOeTroM 1 Tuna, BbIpa)KEHHBIMH HapyLIEHUSMU
(GYHKIMU MOYEK W/WIM IEYEHHU, PECTPUKTUBHOW KapAMOMMONATHEH, BPOXKIEHHBIMHU IOPOKaMU
cepAua WIM IMOPOKOM KjalaHa CepAllda C BBIPAKEHHBIMM I€MOJMHAMUYECKHMMH HApyLIECHUSMHU.
Taxoke 10 cux 1Mop He ObUIO MOJIyYEHO J0CTaTOYHBIX JaHHBIX OTHOCUTENbHO manueHToB ¢ XCH c
nH(pAPKTOM MUOKap/a B TEUCHHE MOCTIETHUX TPEX MECSIIEB.

Hab;uenmbz C NOYeYHOoU HedoCMAamo4HOCbIO

e [Ipu HapymieHUH (GYHKIUU TOYEK JIETKOW HIIM YMEPEHHOW CTEIEeHU OOBIYHO HE TpeOyeTcs
KOPPEKTHPOBATH J03Y;

¢ [Ipu BoIpaskeHHBIX HapylieHUsx GyHKuu nouyek (knupenc kpeatunnHa (KK) menee 20 mur/mMun)
cyrouHas no3a cocraBiaser 10 wr. VYBenuueHue 03bl Y TaKUX HAIlMEHTOB JIOJKHO
OCYIIECTBISITHCS C 0COO0H OCTOPOKHOCTBIO.

HCZI/;MGHWIIJZ C NeYeHOYHOU HeOOCMAMmoOYHOCIbIO

e [lpu HapymieHun (pyHKUMM NEYEHU JIETKOW WM YMEPEHHOM CTENeHH OOBIYHO He Tpebyercs
KOPPEKTHPOBATh J103Y;

e VYV NanUeHTOB C TSHKEJIBIMU 3a00JI€BaHUSMHU MEYEHU MaKCHUMajbHas CYTOYHas 71032 COCTaBJsET
10 Mr. VYBenuueHwe J03bI Y TaKUX NAlMEHTOB JOJDKHO OCYIIECTBISITRCS C  0COOOM
OCTOPO>KHOCTBIO.

CTHU
bezonacHocTh 1 3¢ heKTUBHOCTE Oucompoiona y aeteit B Bo3pacte oT 0 10 18 et He yCTaHOBIEHBI.
Cooco0 nmpuMeHeHns

BuyTps.

Tabnerku mpenapara buconponon cienyer mpuHUMATh OJWH pa3 B CYTKU YTPOM C HEOOJBIINM
KOJMYECTBOM KUAKOCTH, HE3aBUCUMO OT BPEMEHHM MpHeMa NuIIU. TalleTku He Ccleayer
pa3>XeBBIBATH UIIM PACTUPATH B IOPOLIOK.

4.3. IIpoTnBonoOKa3aHus

® TUIEPUYYBCTBUTEIBHOCTh K OHCOINPOJIONY H/HIM K JIIOOOMY M3 BCIHOMOTaTeNbHBIX BEIIECTB,
MIEpPEYNCIICHHbIX B pa3zene 6.1;

® OCTpas cepiaeuHas HefocTatouyHoCTh, XCH B cTamuu pexommeHcauu, Tpedyromas mpoBeaCHUS

MHOTPOITHOM Tepanuu;

KapAUOTE€HHBIN II0K;

atpuoBeHTpuKkyispHas (AV) 6mnokana I u Il crenenu, 6e3 3MeKTpOKapAMOCTUMYJIISATOPA;

CHHJIPOM c1a00CTH CHHYCOBOTO Y3J1a;

CHUHOAaTpHalibHas OJI0Kaza;

BbIpaxkeHHas Opaaukapaus (UCC menee 60 ya/MuH) 10 Hayaia Teparuu;

BBIpaKEHHAs apTepuaibHas runoteHsus (cucronnyeckoe AJl menee 100 mm pT. cT.);

TsKeNble OPMBbI OPOHXHATBHOM aCTMBI;
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® BBIpXCHHbIE HAPYIICHUS MEepU(EeprUuecKoro apTePUAIbHOLO. Kp OpalliCHUI WA CUHAPOM

Peitno;
e (eoxpomornToMa (0e3 0OJTHOBPEMEHHOTO IPUMEHEHUS alb(a-aIpeHOOI0KaTOPOB);
e MeTaOOJIMYECKHH aIui03;
e JeTCKUi Bo3pact 10 18 ner.

4.4. OcoOble ykazaHusi 1 MepPbl MPEI0CTOPOKHOCTH NMPH NPUMEHEHUH

Bucomnposon cienyer mpUMEHSTh C OCTOPOKHOCTBIO IMPH CIEAYIOUINX COCTOSHUSX: IPOBEICHHE
JIeCEHCUOMIM3UPYIOIIeH Tepanuu, creHokapausi [IpuHiiMeTana, THIepTUPEO3, caxapHblil auader
| Tuna u caxapHblii [Ua0eT CO 3HAYUTENILHBIMU KOJEOAHUSIMHM KOHLIEHTPAIMH TJIOKO3bl B KPOBH,
AV oOnokana | cremenu, BeIpakeHHas modevHas HemoctatouyHocTh (KK menee 20 mi/mMuH),
BEIpOKCHHBIC HApYIICHHUs (QYHKIMH T[EYCHH, I[ICOpUA3, PECTPUKTUBHAS KApAHMOMHUOMATHUS,
BPO’KJCHHBIE TTOPOKHU CEp/Ila WM MOPOK KIIaraHa cepilla ¢ BhIPAXKEHHBIMH T'€MOJAMHAMUYECKUMU
HapymenusiMu, XCH ¢ uH(papkroM Muokapga B TEYEHHE MOCIEIHUX 3 MECALEB, HAPYIICHHUS
nepuQepruyeckoro apTepruaibHOr0 KpOBOOOpPAIEHHUS JIETKOW M yYMEPEHHOW CTENEHHU, TSKEIble
(bopMBI XpOHIYECKOM 00CTPYKTHBHOM O0e3nu Jierkux (XOBJI), HeTsikensie GopMbl OpOHXHATBHON
acTMbI, OpoHXxocmasMm (B aHaMHe3€), aUICpruyecKkue peakiuu (B aHaMmHe3e), OOUIUPHBIC
XUPYpPrUYeCKHe BMEIIATENbCTBA W OOIAs aHeCTe3Ws, CTporas auera, OepeMeHHOCThb, MEPUOJ
TPYAHOTO BCKapMIIMBAHHSL.

Oco0ble yKa3zaHus

IIpexpawernue mepanuu u « CUHOPOM OMMEHbBL»

He cienyer pe3ko npepsiBaTh JIEYEHHE OMCOIPOJIONIOM WM MEHATH PEKOMEHJOBAaHHYIO 1103y 0e3
[PEBApUTEIILHON KOHCYJIBTALlMM C BpPAuyoM, TaK KaK 3TO MOXET IPUBECTH K BPEMEHHOMY
YXYALIEHUIO JAESITEbHOCTH CepLa.

JleueHwue He clienyeT MpephIBaTh BHE3AIHO, 0COOCHHO y manueHToB ¢ MBC (oTMeuanoch yTskeneHue
MPUCTYIIOB CTEHOKAPJAWHW, pa3BUTHE HH(]ApKTA MHUOKapJa W BO3HHUKHOBEHHE JKEITYJI0YKOBBIX
aputMuii y nanuentoB ¢ UbC npu BHe3amHOM mpekpalieHud npueMa OeTa-aapeHoOI0KaTOPOB).
Ecnu npekpamienne nedeHnst He00X0AUMO, TO J03y OMCOIPOIOia CIeayeT CHIDKATh MMOCTENIeHHO. B
cllydae 3HaYUTENbHOTO YTSHKEeNEHUS! CTeHOKApANH WM Pa3BUTHSL OCTPOTO KOPOHAPHOTO CHHIPOMA
cJIelyeT BpEMEHHO BO30OHOBHUTH MPUEM OHCOIPOJIOa.

3abonesanus, npu KOMopvix HEOOXOOUMO C OCMOPOACHOCMbIO NPUMEHAMb NPENapam
buconponon caexyeT NpUMEHATh C OCTOPOKHOCTBIO B CIEAYIONIUX CIIydasX:

e TspKenslie popMbl XOBJI u HeTsxenble popmMbl OpOHXHUATBHON aCTMBI;

e caxapHBIi AWAa0ET CO 3HAYUTEIFHBIMH KOJICOAHWUSMH KOHIICHTPAIIMH TIIOKO3Bl B KPOBH:

OUCONPOJION MOXKET MAaCKUpOBaThb CHMITOMBI THIIOITUKEMHH (BBIPAKEHHOTO CHIDKEHUS

KOHIICHTPALMU TJIOKO3bl B KPOBH), TaKWe KaK TaXWKapAWs, OIIYIICHWE CEepALCOMECHUS WM

MOBBIIIEHHAs! TOTIMBOCTH;

CTporasi TUeTa;

MIPOBE/ICHUE JIECEHCUOMITU3NPYIOLIEH Tepanuu;

aTPUOBEHTPUKYISIpHAs Ostokana I crernenwy;

Ba3ocracTuueckas creHokapaus (creHokapaus [lpuHiMerana); HaOmomamuch — ciydyau

KopoHapocma3zMa. HecMoTpst Ha BBICOKYIO 6€Ta1-CelNeKTUBHOCTb, IPUCTYIBI CTEHOKAPANH HENb3s

MOJIHOCTBIO HCKITIOYUTH IIPU MpreMe OMCOIpoioia y MalueHToB co cTeHokapauei [Ipunnmerana.

Crenyer ¢ 0c000# OCTOPOKHOCTHIO IPUHUMATh NPeTapar;

e HapylleHus nepudepuyeckoro apTepraIbHOro KpoBOOOpAIEeHHs JIETKOH U YMEPEHHOU CTeNeHH
(B Havase Teparuu MOXXET BOSHUKHYTh YCHJICHHE CUMITTOMOB);

e 1icopua3 (B T. 4. B aHaMHe3e).
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3abonesanusn cepoeuno-cocyoucmou cucmemol

COOTBETCTBYET ZKCNEPTHOMY OTUETY

bera-anpeHoOnokaTopsl HE JOJDKHBI TMPHUMEHATHCS TPU  JEKOMIIEHCUPOBAHHOW XPOHHYECKOU
CepACYHON HEIO0CTaTOYHOCTH 10 T€X IOp, OKAa COCTOSIHME MMAlMeHTa He cTaduiu3upoBanoch. Ha
HayvaIbHBIX dTarax NPUMEHEHUs OMCOMPOIIOa MAIMEHTHI HYK/Ial0TCS B IIOCTOSSHHOM HAOJIIOICHHH.

bera-anpenobmokaTopsl MOTYT BbI3bIBaTh Opamukapauto. [Ipu ypexxennun YCC B mokoe MeHee
50-55 yn/muH cienyer yMEHBIIUTD 103y WM MPEKPATUTh IPHUEM OHCOMPOIIOoa.

Kaxk u apyrue Geta-aipeHo010KaTopbl, OMCOMPOIION MOKET BbI3bIBATH YAJIHMHEHHE HHTepBasia PQ Ha
anektpokapauorpamme (DKI).

CienyeT ¢ OCTOPOKHOCTBIO IPHMEHATH OHCOMPOJIOA Yy MAIHMEHTOB C aTPHOBEHTPUKYISPHOMN
osokaznoi I crenenu.

HecenektuBHble OeTa-aipeHOOIOKATOPEI MOTYT YBEIMYHBATH YacTOTYy W MPOJOJIKHTEIBHOCTD
AQHTMHO3HBIX TMPHUCTYNOB Yy TMAlMEHTOB C Ba30CHACTHYECKON CTCHOKapAue (cTeHoKapauei
[TpuHIMETAaNa) BCIIGACTBHE OMOCPEIOBAHHOHN alib(a-perentopaMy Ba30KOHCTPUKIIMH KOPOHAPHOU
aprepun.  KapamocenekTuBHbie — OeTai-aApeHOOJIOKATOpHl  (BKJIOYAash ~ OMCOMPOIION)  TIpHU
Ba30CIIACTUYECKON CTCHOKAPIUU CIICIYET IPUMEHSTh C OCTOPOKHOCTBIO.

K HacTosiiemMy BpeMEHM HEIOCTaTOYHO J[aHHBIX OTHOCHTEIBHO IPUMEHEHMsI Oucorpojona y
nanueHToB ¢ XCH B coderanuu c caxapHbeIM auaberoMm | Tuma, BbIpa)XK€HHBIMH HapyLICHUSIMU
(GYHKIMW TOYEK W/WIM TE€YEeHU, PECTPUKTUBHOW KapAMOMHONATHEH, BPOXKICHHBIMH IOPOKaMHU
cepAua WM IOPOKOM KJlallaHa CEpALIA ¢ BBIPAKCHHBIMU T€MOAMHAMUYECKUMU HaPYILIECHUSMH.

Taxoke 10 cux mop He OBUIO MOTYYEHO TOCTATOYHBIX JAaHHBIX OTHOCUTENHHO manueHToB ¢ XCH c
MH(papKTOM MUOKap/a B TEUEHHUE MOCIEIHUX TPEX MECSIIEB.

,Zlblxame/sza;z cucmema

HecmoTpss Ha TO, 4TO CeNEKTHUBHbIE OeTai-apeHOOIOKAaTOPhl B MEHBIIEH CTENEHH BIUSIIOT Ha
(GYHKINIO JBIXaTEIbHONH CHCTEMBI, YEM HECENIEKTUBHBIC OeTa-aJpeHOOIOKATOPhI, MalUEHTaM C
XOBJI u HeTspxenbIMH (opMaMH OPOHXHMATIBHON aCTMbI OGMCOIPOJION cielyeT Ha3HayaTh ¢ 0co00H
OCTOPOKHOCTBIO M TOJIBKO B TOM CJlydae, €CJIM BO3MOXKHBIC INPEHMYLIECTBA €r0 NPUMEHEHUS
NPEBBIIAIOT MOTeHUUaNbHbIM puck. Ilpu OponxumaneHoi actMe win XOBJI nokazaHo
OJIHOBPEMEHHOE MPUMEHEHUE OpPOHXOAUJIATUPYIOMIUX CPEACTB. Y MAlMEHTOB C OpOHXHAIbHOU
acTMOM BO3MO’KHO IMOBBIIIEHNE PE3UCTEHTHOCTH JIbIXaTeNbHBIX MyTeH, YTO TpeOyeT 0oJiee BHICOKOM
10361 0eTaz-aJJPEeHOMUMETHUKOB.

VY naunuentoB ¢ XOBJI 6uconposion, Ha3HAYaeMblii B KOMIUIEKCHOM Tepanuu C LEeJbl0 JIEYeHUs
CEPJIEYHON HEJOCTATOYHOCTH, CJIEIYeT HaYMHATh C HAMMEHBIIECH BO3MOXXHOMW JI03bI, a ITAIIMEHTOB
TIIATeNIbHO HAOJII0/1aTh Ha MOSBICHUE HOBBIX CUMIITOMOB (HalpuMep, OJIbIIIKH, HEIEPEHOCUMOCTH
(bu3NYECKUX HArpy30K, Karuis).

O6Wuprl€ xupypzsuiveckue emeuianmelbcmea u 061/1461}1 aHecmes3u

[Ipy HEOOXOAMMOCTH MPOBEACHUS XUPYPrHUYECKHX BMEUIATENbCTB CIENYeT MpeaynpeauTh
Bpaya-aHECTE3UoJora O TOM, YTO TMAIMEHT MpHHUMAeT OeTa-aipeHOONIOKaTOphl  (pHUCK
JIEKapCTBEHHBIX  B3aUMOJEMCTBMM C pPa3BUTHEM TSDKENbIX OpaiuapuTMHUNA, YMEHBIICHHUS
pedIeKTOPHOM TaxXUKapAuu U apTepuatbHON TUMOTeH3un ). He pekoMeHyeTcst mpekpamiaTh mprueM
OucompoIIoa B IEPUOIIEPAIIMOHHOM TTepuoie (T. K. 010Kaaa 6eTa-aapeHOPEeNTOPOB CHUKAET PUCK
BO3HUKHOBEHHUS apUTMUN U UIIEMUU MUOKap/a BO BpeMsl BBOJHOTO HApKO3a U UHTYOAIIUU TPAXEH).

B cayyae HeoOXOAMMOCTH TpepbIBaHUS JIEYEHUS OWCOMPOJIONIOM Tepel] MpOBEIECHUEM
XUPYPrUU4ECKOr0 BMEIIATEIbCTBA, IPEnapar cleIyeT OTMEHUTh HE MEHee 4eM 3a 48 4acoB 110
oIepaLuu.

@erpOMOZz;Mn’IOMCZ

VY namnueHtoB ¢ (GeoxXpoMOIMTOMOM OHCOMPONON MOXKET ObITh Ha3HA4Ye€H TOJBKO Ha (QoHe
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puMeHeHus alb(da-aapeHoOI0KaTOPOB.

Tupeomoxcuxo3

[Ipu runepyHKIIMU MUTOBUIHOM KeJe3bl OeTa-aapeH00I0KATOPHI (BKIIIOYAss OMCOIPOSIO) MOTYT
MacCKHpOBAaTh TaXWUKAPIWIO W YMEHBIIATh BBIPAKEHHOCTh CHMITOMOB THPEOTOKCHKO3a. Peskas
OTMEHa Tperaparta MOXXET BbBI3BaTh OOOCTPEHHE CHMIITOMOB 3a00JICBaHUSI M Pa3BUTHE
TUPEOTOKCUYECKOTO KpHU3a.

Peakuuu cunepdyecmeumelbHocmu

bera-aapenob10KkaTopel, BKIOYask OMCOMPOIIO, MOTYT TIOBBICUTh YYBCTBUTEIIHPHOCTh K aJUIepTeHaM
U TSDKECTh aHa(pUIAKTUYECKUX peaKIUil/peakinii TUIepUyBCTBUTEIBHOCTH H3-3a OCIa0ICHUS
aJpEHEPTUYECKON KOMIIEHCATOPHOM peryisauuu oz JIEUCTBUEM
Oeta-ampeHob0kaTopoB. [I[puMeHeHne 0OBIYHBIX TEPAICBTUYECKUX 703 AMMHEPPUHA (aIpeHATHHA)
Ha ¢oHe mpueMa Oera-aIpeHOOJIOKATOPOB HE BCErna MPHUBOAMT K JIOCTUIKECHHUIO JKEJIAEMOTO
KimHu4eckoro 3gdekxra. Heodxoaumo co0oaaTe OCTOPOKHOCTh MPH Ha3HAUEHUU OMCOMpOIIoa
MAIMEHTaM C TSDKEJIBIMU PEaKIUSIMH THIIEPYYBCTBUTEIHPHOCTH B aHAMHE3€ HIIM TPOXOJISIIIM KypC
JI€CEeHCUOMITU3AIIHH.

Ilcopuaz

ITpu pemienuu Bonpoca 0 MpUMEHEHHH OUCOTPOI0ia Y MALMEHTOB € IICOPUA30M CIIEAYET TIATEIbHO
COOTHECTHU IPEAINOIAraéMyIo M0JIb3y OT IMPHUMEHEHUs IpernapaTa U BO3MOXHBIA PUCK 000CTpEeHUS
TE4eHUs Icopuasa.

Konmaxmmuwie nunsol

[TarreHTsl, MOJIb3YIOIINECs KOHTAKTHBIMM JIMH3aMU, JOJDKHBI YUUTBIBATh, UYTO HA (POHE IPUMEHEHUS
OeTa-aipeHO0IOKAaTOPOB BO3MOKHO CHIDKCHHE MIPOAYKIIMU CIIE3HOM KUIKOCTH.

BcnomorarensHbIe BENIECTBA

[Ipenapar buconpomnon coxepkKuT JIakTo3y. JlaHHBIA JIEKapCTBEHHBIM Ipernapar HE CIELyeT
IPUHUMATh MMALMEHTaM C PEJIKO BCTpeyarolleiics HaclIeCTBEHHOM HENepeHOCHMOCThIO TaJIaKTO3Bl,
JIAKTa3HOM HEIOCTATOYHOCTHIO WIIM TIIFOKO30-TAIaKTO3HON MalibabCcopOIIneid.

4.5. BzaumojeiicTBHe ¢ JAPYrHMH JIeKADCTBEHHBIMH TNpenapaTamMM W Jpyrue BH/bI
B3aUMOIeHCTBUA

HepekoMmeHayeMbIS KOMOMWHALIMHU

Jleuenue XCH

AHTHapuTMHUYECKHE cpecTBa | kinacca (Hampumep, XUHUAWH, AU30MHUPAMHU/I, JIUJOKanH, (DEHUTONH,
(bnexanHnI, TpornadeHoH) MPU OJHOBPEMEHHOM MPUMEHEHUH C OMCOMPOIIOIOM MOTYT CHIDKATh AV
MIPOBOAMMOCTE ¥ COKPATUTENBHYIO CIIOCOOHOCTH CEp/lIa.

Bce nokazanus x NPpUMEHERUIO npenapama EuCOI’lpOJlO]l

brokaTopsl «menneHHbIX» KanbiueBbix kaHaioB (BMKK) tuna Bepanamuina u B MeHbIIIEH CTETICHH,
JUJITHAa3EMa, HpI/I OJIHOBpeMeHHOM HpI/IMeHeHI/II/I C 6I/ICOHpOJ'IOJ'IOM MOFyT HpI/IBO)II/ITI) K CHUXCHUIO
COKpPaTUTENBHON CIIOCOOHOCTH MHUOKapjaa W HapymieHuto AV mpoBoaumoctH. B dacTHOCTH,
BHy’I‘pI/IBeHHOG BBCICHHUC BepanaMHna IIalrtMeHTaMm, HpI/IHI/IMaIOH_[I/IM
Oera-aipeHOOIOKATOPHI, MOXKET MPHUBECTH K BBIPAKEHHOM apTepHanbHOW TUmoTeH3un u AV
onoxane.

'unoTreH3uBHBIE CpPEACTBA IEHTPAJIBLHOTO JeMcTBUSA (Takue Kak KIOHWUAMH, METWIJIONa,
MOKCOHM/IUH, pUJIMEHUIUH) MOTYT IipuBecTy K ypeskeHnto YCC 1 CHUKEHHIO cep/IeuHOTro BhIOpoca,
a TaKk)Ke K Ba30JMJIATAllMU BCIEACTBUE CHUIKEHUS IIEHTPAJIBHOIO CUMIIATHYECKOro ToHyca. Pe3kas
OTMEHa, OCOOEHHO J0 OTMEHbl 0eTa-aJpeHOOJOKATOPOB MOXKET YBEIMYUTh PHUCK pPa3BUTHUS
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ot 06.05.2026 N= 3175

(MOCNEQOBATENEHOCTE 0004)

«PUKOIIETHON» apTepHaTbHON TUIIEPTEH3UU.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

@OUHTOIMMO/I MOXKET YCHIIUTh OTPUIIATEIbHBIN XPOHOTPOMHBIN 3P dekT OeTa-aapeHobI0KaToOpoB U
NpUBECTH K BBIpAKEHHOW Opamukapanu. OIHOBpEeMEHHOE NpUMEHEHHE (QHUHIOIMMOJAa U
Oucomposioa He peKoMeHayercs. B ciaydae HEOOXOJMMOCTH OJHOBPEMEHHOIO IPUMEHEHHUs
¢uHrOoNMMOa M mpenapara bucompomnon TpeOyercst TIiaTenpHOE HAOMIOAECHHE 33 COCTOSHUEM
namuenTa. PekoMeHayercss HauMHaTh KOMOMHHPOBAHHYIO TEpalmvio B YCJIOBUSAX CTaliOHapa M
OCYIIECTBIISITH COOTBETCTBYIOIIMI MOHHUTOPUHT (TIOKa3aH JUIUTEIbHBIH KOHTPOJb YacCTOTHI
CEplIeUHBIX COKpAIIEHHH, MO MeEHbIIEH Mepe, [0 yTpa CIEAYIOLIEro IHS IIOCiIEe IIEPBOrO
OZIHOBPEMEHHOT0 ITpueMa (GpuHroarmMoza u npenapara buconposon).

Kombunaumu, tpedyroume 0co00il 0OCTOPOKHOCTH

Jleuenue apmepuanbHoll cunepmensuu U CMeHoKapouu

AnTHapuTMHyeckue cpeactsa | knacca (HarpuMep, XMHAIUH, AU30IUPAMUL, JTUI0KAauH, (PEHUTOHH,
bnexannua, nponadeHOH) NpU OJTHOBPEMEHHOM NMPUMEHEHUH ¢ OCOMPOIOIOM MOTYT CHUXATh AV
MIPOBOJIUMOCTH M COKPATHTEIBHYIO CIIOCOOHOCTh MUOKAp/AA.

Bce noxazanus x NpUMEHEeHUo npenapama BMCOI’ZpOJZOJZ

BMKK npowusBoHbIE JUTHAPONUPUINHA (HanpuMep, HUGEAUNUH, (EeTOTUNIH, aMIOAUIINH) TPU
OJTHOBPEMEHHOM IPUMEHEHUH C OMCOIIPOJIOJIIOM MOTYT YBEIMYMBATh PUCK PA3BUTUS apTepHATIbHON
runoteH3un. Y mnamueHToB ¢ XCH Henmb3si HMCKIIOUUTh PHUCK TOCHEAYIOIIETO YXYIIICHUS
COKpaTHUTEeNbHOM QyHKIMM cepaa.

Antnapurmuueckue cpeactna Il kiacca (Hanpumep, aMruo1apOH) MOTYT YCHUIIMBATh HapylieHue AV
MIPOBOJIUMOCTH.

JeiictBue 6eta-aapeHOOIOKATOPOB JIsI MECTHOTO NMPUMEHEHUs (HalpuMep, IIa3HbIX Kareb IJis
JICYCHHUs TJIAyKOMBI) MOXET YCHUIUBaTh CUCTEeMHBbIE 3(dexTsl Oucomponona (cHmwxeHue Al
ypexxkenne YCC).

[TapacHMIaTOMUMETUKH TPU OJHOBPEMEHHOM NPUMEHEHHH C OHMCOIPOJIOJIOM MOTYT YCHJIMBATh
HapyuieHne AV nmpoBOAMMOCTH M YBEIMUMBATH PUCK Pa3BUTHUS Opaaukapauu. [ unornukemMudeckoe
JeiCTBUE MHCYJIMHA WM TMIOTJIMKEMHUYECKUX CPEJCTB AJS IMpHUeMa BHYTPb MOXKET YCUIIMBAThCA.
HpI/I3HaKI/I THIOTJIMKEMHHU — B YaCTHOCTH TaxuKapAud — MOI'yT MAaCKUPOBATHCA WJIN IMOAABJIATHCA.
[TonoOHble  B3auMmojeiicTBUA ~ Oojee  BEpOSATHBL NpU  NPUMEHEHHH  HECEIEKTHBHBIX
OeTa-aipeHO0I0KATOPOB.

CpencrtBa ans mpoBeAeHUs OoOLIeld aHeCTe3WH MOTYT YBEJIHYHMBAaTh PHUCK KapJIUOJENPECCHBHOTO
NEeNCTBUS, NMPUBOJA K apTepUalbHOM TUnoTeH3uu (cM. pasnen 4.4). CepaedyHble TIUKO3UIBI MIPU
OJTHOBPEMEHHOM TNPUMEHEHUH C OHCONPOJIOJIOM MOTYT NPUBOJIUTH K YBEIMYEHHIO BPEMEHH
MIPOBEICHUS UMITYJIbCa, U TAKUM 00pa3oM, K pa3BUTHIO OpaJuKapAuH.

Hectepounnsie npotuBoBocnanutenbHble npenapatsl (HIIBIT) moryt cHmXath THIIOTEH3UBHBIM
s dexT ducomnponona.

OnHoBpeMeHHOEe NpUMeHeHue mpenapaTta bucomponon c¢ Oera-agpeHOMHMETHKaMH (Hampumep,
M30IPEHAJINH, 100yTaMIH) MOXET MPUBOAUTH K CHUKEHHIO 3 dekTa oboux npenaparoB. Coueranue

Oucomnpoiona C aJpeHOMMMETHUKaMH, BIIUSIOLUMU Ha Oera- u
anbda-agpeHopenenTopsl  (Hampumep, HOpINUHEPPUH, dSNUHEPPUH) MOXKET  YCHUIUBATh
Ba30KOHCTPUKTOPHBIE 3P PeKThI ITUX CPEJICTB, BO3HUKAIOIINX c y4acTHEM

anbda-agpeHopenentopoB, npuBoas Kk nosbimeHuto AJl. IlogoOHble B3aumopeicTBust Oosee
BEPOSITHBl TPU TNPUMEHEHUH HECEIIEKTUBHBIX OeTa-apeHO0JIOKaTOPOB. AHTUTHIIEPTEH3UBHBIE
CpeICTBa, TaKKe Kak U Jpyrue CpeacTBa C BO3MOXKHBIM aHTUTHUIEPTEH3UBHBIM 3P HEeKToM
(HampuMep, TPULMKINYECKUE aHTHIECIPECCaHThl, 0apOUTypaThl, (PEHOTHA3WHBI) MOTYT YCHIIUBATh
TUINOTEH3UBHBIN 3(QdekT Oucomnponona. MednoxuH npu OAHOBPEMEHHOM MPUMEHEHHH C
OMCONPOIIOIOM MOXKET YBEITMUUBATH PUCK PA3BUTHS OpaguKapIuu.
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Nurn6uropsl MoHoammHOKcHIa3sl (MAO) (3a nckuoueHHEN Hurmbrrobos MAG-BY Wit

COOTBETCTBYET ZKCNEPTHOMY OTUETY

YCUJIMBATh TUIOTEH3UBHBIHN 3¢ ekt 6era-anpenobmokaropoB. OTHOBPEMEHHOE TPUMEHEHHE TaKKe
MOXET IMPUBECTH K PA3BUTHIO THIIEPTOHUYECKOTO KpHU3a.

KOM6I/IHaI_II/II/I, KOTOPHBIC CIACAYCT IIPUHUMATh BO BHUMAHHC

Anxanoudsi cnopvinbu

HerunpupoBanHbple — alKaJouabl  CHOPBIHBM  IOBBIIIAIOT ~ PUCK  PAa3BUTUS  HapyLICHUM
nepudepruyeckoro KpoBooOpalleHUsl. ODProTaMHH TOBBIIIAET PHUCK pPAa3BUTHS HapyIIEHUs
nepudepuyecKoro KpoBooOpaIieHusl.

cDapMaKOKuHemuquKue 63aUMO0eUCMEUS

B (dapmakoKMHETHYECKUX HWCCIICAOBAaHUSAX HE BBIBICHBI B3aHMMOACWUCTBUS OHCONpPOJIONa C
THA3UIHBIMH JUYPETHKAMH, TaKUMH KaK THUAPOXJIOPOTHA3WA M LUMeTHIuH. bucompomon He
okaspiBal  d¢dexrta Ha  (papMaKOKMHETHKY TeodpwmuHa. Pudammuuuy — yBenuyuBaer
METa0OJIMYECKU KIMPEHC M YKOPAauMBaeT MEpHOJ MOJYBBIBEACHHUS OHCONpPOIIONa, OJHAKO
KOPPEKLUH J03bl IIpenapara He Tpedyercs. bucompoon He BIUAET HAa MPOTPOMOUHOBOE BpEMS Y
MalKEHTOB, NOTYYaOIIUX CTA0MIBHYIO 103y Bap(apHHa.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDb U JAKTALUSA

bepemeHHOCTD

®apmakosoruueckue 3pQeKTsr Oucomposoga MOTYT OKazaTh HEOJIarompHusITHOE BO3JIEHCTBHE Ha
TeyeHue OEpeMEHHOCTH M OpraHu3M ILI0Ja/HOBOpOXKAECHHOro. B menom, Gera-anpeHo010KaTopsl
CHIDKAIOT KPOBOTOK B ITJIAIIEHTE, YTO MOXKET IPUBOJIUTH K 3a/IEP)KKE pOCTa TUI0/1a, BHYTPUYTPOOHOMH
rubenu Mmiaoja Win MpeXAeBPEMEHHBIM pojaM. Y IUI0Jla U HOBOPOXIEHHOI'O MOTYT pa3BUBATHCS
HEe)XXeJlaTeJIbHbIE SIBJICHUS (Hampumep, TUINoriukemus W Opagukapaus). Ilpu HeoOxomumoctu
neueHust Oera-agpeHoOJI0KaTopaMH TNPEANOYTEHHE CleAyeT OTAaBaTh CEJIEKTUBHBIM Oerai-
aJpeHoOI0KaTOpaM.

[lpu OepemMeHHOCTH OWCONPOJION CIEIyeT TNPUMEHSATh TOJIBKO B ciydae aOCONIOTHOU
HEOOXOMMOCTH, €CIH OKHJaeMasi MoJb3a ISl MaTepH IPEBBIIIAET BO3MOXKHBINH PUCK Pa3BUTHUS
000YHBIX 3((EKTOB y MI0AA U/UIHM HOBOPOXKJIECHHOTO.

CneﬂyeT OTCJIC)KMBATh KPOBOTOK B INNIANCHTC U MATKE, a TAKIKEC Ha6J'IIO)IaTI) 3a pOCTOM U Pa3BUTHUEM
6yﬂymer0 pe6eHKa. B CJIydac MOABJICHUA HCKCIIATCIIbHBIX SIBIICHUI B OTHOIIICHUU 6CpeMeHHOCTI/I
/U mioaa pSKOMCHAYCTCA NPUMCHATb aJIbTCPHATUBHBIC METObI TCPAITHU. CnenyeT TIIATCJIBHO
O6CH€I(OB3.TB HOBOPOKACHHOT'O IMOCJIC POOOB. B INEPBBIC TPHU AHA )KU3HU Y HOBOPOKACHHOI'O MOTYT
BO3HHUKATh CUMIITOMBI 6pa)11/11<apz[1/11/1 " TUIOTJIMKEMHH.

JlakTanus

[To maHHBIM JOKJIMHUYECKUX HCCIEAOBaHUN OHMCOMPOJION W/WIM €ro MEeTa0OJIUThl BBIIEIAIOTCS B
MOJIOKO JIAKTUPYIOIIUX KpbIC. JJaHHBIX O BBIZIEICHUH OHCOIPOJI0ia B IPYIHOE MOJIOKO HeT. [ToaTomy
npueM OHCOIpoJIoyia HE PEKOMEHIYeTCsl JKEHIMHAM B MEpUOJ TpyJHOro BcKapMiauBaHus. Eciu
npueM Oucomposiosa B TMEpPHOJ JIAKTAllMM HEOOXOAMM, TIpyJHOE BCKapMIIMBaHHME CIEIyeT
IIPEKPATUTb.

DepTHabHOCTD

JlaHHbBIE OTCYTCTBYIOT.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMH M padoTarh ¢
MeXaHU3MaMH

buconponon He BIUSET Ha CIOCOOHOCTH YIPAaBISATh TPAHCIOPTHBIMH CPEICTBAMU COTJIACHO
pesyibTaTam uccienoBanus, y nanueHtoB ¢ MBC. OnHako BcaeacTBUE HMHAUBUAYATBHBIX PEAKIUi
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CIOCOOHOCTH YNPaBJIATh aBTOTPAHCIOPTOM HIIM pabo[aTh C ekl b T HBIMH MEx AT ARt

MOXeT ObITh HapymeHa. Ha 3To cienyer oOpatuTh ocoboe BHHMaHHE B Hayaje JICYCHHS, MOCIIe
MU3MEHEHUSI JI03bl, a TAKKE ITPH OJHOBPEMEHHOM YHOTPEOIICHUN aJIKOTOJIS.

4.8. HesxesiaTeJibHbIE peaKIUU

Pe3roMme HexenaTeabHbIX PEAKIIUNI

YacroTa HexKeNaTeIbHBIX PEAKITNil IPUBEACHA B BUJIC CIICAYIOIIEH Tpalaliuu: ouens yacmo (> 1/10);
yacmo (> 1/100, vHo < 1/10); Hewacmo (= 1/1000, HO < 1/100); peoxo (= 1/10000, HO < 1/1000); ouens
peoko (< 1/10000); wacmoma wneuzéecmna (Ha OCHOBAHHMHM WMMEIOLIMXCS JAHHBIX OIICHUTh
HEBO3MOXHO).

Icuxuueckue napywenus

Heuacmo: nenpeccusi, 6ecCOHHUIIA,;

Peoko: ranmmounHany, HOYHbIE KOIIMAPHI.
Hapywenus co cmoponul nepgHoii cucmemol
Yacmo: TOIOBOKPYKEHUE; TOJIOBHAsSI 0OJIb.
Peoxko: noteps co3HaHUsL.

Hapywenus co cmoponwl opeana 3penus

Peoko: ymenbliieHHe clie30T€YeHUS (CTIEAYyeT YUUTHIBATh IPU HOIIEHUH KOHTAKTHBIX JIUH3); Ouens
PpeoKo. KOHbIOHKTHBHUT.

Hapywenus co cmoponul opeana ciyxa u iabupunma

Peoko: napymienus ciyxa.

Hapywenus co cmoponul cepoya

Ouens uacmo. Opaaukapaus (y nanuentoB ¢ XCH);

Yacmo: ycyryonenue cumnromoB TedeHust XCH (y nauuentos ¢ XCH);

Heuacmo: wnapymenue AV mnpoBogumocTtd, Opaaukapaus (y TalHUEeHTOB C apTepHallbHOM
TMIEepPTEeH3MeH WM CcTeHoKapauei), ycyryosnenue cumntomoB TedeHuss XCH (y mammeHToB c
apTepHalibHOM runepTeH3uel Wil CTeHOKapIueil).

Hapywenus co cmoponul cocyoos

Yacmo: oulylleHne MOXOJOAaHUsS WM OHEMEHHS B KOHEYHOCTSAX, BBIPAKCHHOE CHIDKeHHE AJl,
ocobenHo y narueHToB ¢ XCH;

Heuacmo: oprocTatnyeckas rUIOTEH3HS.
Hapywenus co cmopoHbl ObixamenvHoul cucmemsl, 0opeanos pyOHOU KIemKU U cpeooCmerus

Heuacmo: 6poHXocna3M y MalMeHTOB C OPOHXUATBHON acTMOM MU OOCTPYKIIMEH JBIXaTEIbHBIX
IIyT€ B aHAMHE3E,;

Peoko: annepruyeckuil puHuT.

Hapywenus co cmopoHul dceny00ouHo-KuueiHo2o0 mpakma
Yacmo: TOIIHOTA, PBOTA, TUAPEs, 3ATI0P.

Hapywenus co cmopoHul neuenu u sceniesbleooauux nymei
Peoko: renarur.

Hapymeﬁuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHLIX MKaHell
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Peoko: aHTMOHEBPOTHYECKUN OTEK, PEaKIUU THUIIECP {VBCTBH%%E&gPE'%I%IIgQEb ;(5 H:f',fr‘/llwﬁ

KOXHAsl ChITTb, TUTIEPEMUS KOXKHBIX TIOKPOBOB,;
Ouenb pedko: anonenus.

bera-anpeno01okaTopsl MOTYT CIOCOOCTBOBAaTH OOOCTPEHHMIO CHMIITOMOB TEUEHHS ICOpHa3a WU
BBI3bIBATh IICOPUA30MIOA00HYIO ChIMb.

Hapywenus co cmoponul mbluieunotl, KOCMHOU U COeOUHUMENTbHOU MKAHU

Heuacmo: mplieyHas cnabocThb, CyJOPOTH MBIIIII.

Hapywenus co cmoponsl penpo0yKmusHou cucmembvl U MOAOYHBIX Jicee3

Peoko: spekTunbpHas TUCHYHKITUSA.

Obwue napywenus u peakyuu 8 mecme 86e0eHus

Yacmo: actenus (y nauueHToB ¢ XCH), moBbIllieHHAs yTOMIIIEMOCTD ™

Heuacmo: acrenus (y nalue€HTOB C apTepUATBHON TUIIEPTEH3UEH UM CTEHOKAPAUEH ).
Jlabopamopuvie u uHcmpymeHmanbHvle OaHHbIE

Peoko: TOBBIIIICHNE KOHIIEHTPALIUN TPUTIUIEPHIOB U aKTUBHOCTH «IICUYCHOYHBIX» TPAHCAMHUHA3 B
kpoBH (acnapraramuHotpancdepasa (ACT), ananunamunotpancdepasa (AJIT)).

* — V¥V manueHToB ¢ apTEepUAIbHOM TUIEPTEH3UEH WJIM CTEHOKAapJued OCOOCHHO 4YacTO JaHHBIC
CUMITOMBI MOSIBJISIFOTCS] B Havane Kypca jgedeHus. OObIYHO 3TU SBJICHUS HOCAT JIETKUI XapakTep U
IIPOXOJIAT, KaK IPABUIIO, B Te€UeHUE 1—2 Henenb 1ocie Havyasia JeUeHusl.

COO6H.I€HI/IG 0 IMOA03PEBACMBIX HCKCIATCIIbHBIX PCAKITNAX

Baxno coo0marb O NOJO3PEBAaCMbIX HEKEJIATEIbHBIX PEAKUMAX IOCIE PErucTpalnuu
JICKapCTBEHHOI'0 IIpernapara ¢ Lejbl0 00ecHeueHUs] HEMpPepbIBHOIO MOHMTOPUHIA COOTHOLICHHUS
«I0JIb3a — PHUCK» JIEKApCTBEHHOrO Ipenapara. MEeIUIUMHCKUM pabOTHUKAM pPEKOMEHAYEeTCs
coo01IaTh O JIOOBIX M0I03PEBAEMBIX HEKENIATEIIbHBIX PEAKIMAX JEKApCTBEHHOr0 IpenapaTa uepes
HalmMOHAJIbHBIE CHUCTEMBI COO6HI€HI/I$[ 0 HCXKCIIATCIIBHBIX PCaKIUiAX TOCYHapCTB — YJIICHOB
EBpasniickoro 5KkOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

®denepanpHas ciyx0a 1Mo Haa30py B cepe 31paBoOXpaHeHUs

Anpec: 109012, r. MockBa, CnaBstHCKas 1101ab, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexktponHas moura: pharm@roszdravnadzor.gov.ru wau npr@roszdravnadzor.gov.ru

Caiit B I/IH(I)OpMaI_II/IOHHO-TeHeKOMMYHHKaLII/IOHHOP’I CEeTN ((I/IHTCpHeT»I
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMIITOMBI

Haubonee wyactele cuMnTOMBI mepeno3upoBku: AV Onokana, BbIpakeHHas OpagukapIus,
BbIpakeHHOEe CHIDKeHHe AJl, OpoHxocnasM, ocTpast cepieyHasi HeIOCTaTOYHOCTh M TUIIOTJIMKEMHUSI.

UyBCTBUTEIHHOCTH K OTHOKPATHOMY IIPUEMY BBICOKOM 103bI OMCOIPOJIOa CHIIHBHO BapbUPYET Cpen
OTJIETTLHBIX MAIIMEHTOB U, BeposITHO, ManneHThl ¢ XCH 001a1at0T BEICOKOW YyBCTBUTEIBLHOCTBIO.

Jleuenue

[Ipy BOBHUKHOBEHUH TIEPETO3UPOBKH, MPEIKE BCET0, HEOOXOAMMO MPEKPATUTD NMPUEM TIpenapara u
HayaTh MNOJJICPKUBAIOLIYIO CUMIITOMATHYECKYIO TEPAUIO.
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[Ipu BbIpakeHHOW OpaguKapauW: BHYTPUBEHHOE BBeﬁngé'-l %Egﬂ I:EI(IJJ—'IIH T :bci)dﬁwle'klr

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HEIOCTaTOYHBIN, C OCTOPOKHOCTHIO MOYXHO BBECTH CPEICTBO, OO0JIAJAOIIEE IMOJIOKUTESILHBIM
XpOHOTPOIIHBIM ~ JielicTBueM. MHorma  MokeT  moTpeOoBaTbcs  BpEMEHHAs — ITOCTaHOBKA
AIIEKTPOKAPAUOCTHMYJISITOPA.

IIpu BbIpaxkeHHOM CHUXEHMHU AJl: BHYTPHUBEHHOE BBEJICHME IJIa3MO3aMELIAIOIIUX PAacTBOPOB U
Ba30IPECCOPHBIX IpenapaToB. BHyTpuBeHHOE BBEACHNE IITIOKArOHa MOXKET OBITh L1E€1€CO00Pa3HBIM.

[Tpu AV Onokaze: manueHTbl JODKHBI HAXOAUTHCS MOJ] TIOCTOSIHHBIM HAOJIIOZICHUEM, U MOJy4aTh
neueHne OeTa-aJpeHOMHUMETHKaMM, TaKMUMHU Kak osnuHeppuH. B cimydae HeoOxomumocTn —
MIOCTaHOBKA AJICKTPOKAPAUOCTHMYJISITOPA.

IIpu ob6octpennn Tteuennss XCH: BHYTpUBEHHOE BBEIEHHE JUYPETHKOB, IPENapaToB C
MOJIOKUTEIbHBIM MHOTPOITHBIM 3P (PEKTOM, a TaKXKe Ba30AUIaTaTOPOB.

[Tpu 6ponxocnaszme: Ha3HAUYEHHE OPOHXOIMIIATATOPOB, B TOM YHCIIEe OeTaz-aJpeHOMUMETHKOB W/WIIN
aMUHO(UILTMHA.

[Ipu runornukeMun: BHyTPUBEHHOE BBEIEHUE JIEKCTPO3bI (TIIHOKO3bI).

5. PAPMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBa

dapmakoTepaneBTHUECKAs rpynmna: OeTa-apeHOOIOKATOPBI; CEJICKTUBHBIC
OeTra-apeHO0IOKaTOPHI.
Kong ATX: CO7ABO07

MexanusMm aeiicteus U hapMmakoauHamMuueckue dbhdheKThl

CenexktuBHBIM OeTai-apeHo0n10KkaTop 06e3 COOCTBEHHON CHMIIATOMHUMETHYECKON aKTHUBHOCTH, HE
obmagaer MeMOPaHOCTAOWIM3HUPYIOIIMM JeicTBUeM. bucomponon B TepaneBTHYECKHX J103aX
o0ylajjaeT HE3HAYMTENbHBIM CpPOJICTBOM K O€Taz-aJjpeHOpelenTopaM BHYTPEHHUX OpraHoOB
(mopKemyIouHas JKeies3a, CKEJIETHbIE MBI, TJIaJKas MYCKyJlarypa nepudepudyeckux apTepui,
OpOHXOB M MaTKH), a TaKKe K 0eTaz-aipeHOpeLeNTOpaM, YUaCTBYIOLIUM B PEryJIsiLuU MeTaboIn3Ma.
CrnenoBaTenbHO, OuCcompoIIon (B OTJINYHNE oT HECEJICKTUBHBIX
6eTa-aJpeHo0I0KaTOPOB) B LIEJIOM HE BIIMSAET HA COMPOTUBIICHUE JIbIXaTeNIbHBIX MyTeH, OKa3bIBaeT
MeHee BbIpaXCHHOE BIIMSHUE HA OpraHbl, CoJIeprKalie 0eTaz-apeHOPEeNTOPbl, U Ha YIJIEBOIHBIN
0OMEH, He BbI3bIBACT 33/1€P>KKH MOHOB HAaTpUs B OpraHu3Me. BbIpa)keHHOCTh aTEpOTeHHOT O AEHCTBUS
Oucomnposoiaa He OTJIMYAeTCs OT ACUCTBUS MPOIpaHoiona. B TepaneBTHUECKHX /103aX OMCOIPOIION
OnokupyeT OeTai-aJpeHOpEeLeNTOpbl CepAlla, YMEHbLIAeT CTUMYJIMPOBAHHOE KaTeXOJaMHHaMHU
oOpazoBanne HAM® u3z AT®, cHuUXKAeT BHYTPUKJIETOYHBII TOK HMOHOB KaJIbLIUs, OKAa3bIBAET
OTPULIATEIBHOE XPOHO-, JAPOMO-, 0aTMO- M HE $BHO BBIPRKEHHOE MHOTPOIIHOE JIeHCTBHE.
buconponon ymensmaer YCC B mokoe M INpH Harpyske, 3amenjsieT aTpUOBEHTPUKYISIPHYIO
MIPOBOJIUMOCTb, YMEHBIIAET BO30yIUMOCTh MHOKapjaa. CHmXkaeT cepAeyHbI BBIOpOC, B
HE3HAYUTENIbHON CTEeNEeHW CHMKAeT yJIapHbIH 00beM. YMeHbIIaeT MNOTpeOHOCTh MHOKapja B
KHCIIOPO/IE, CHM)KAaeT aKTUBHOCTh PEHMHA IIJIa3Mbl KPOBH.

B navane neuenuss B mepBeie 24 daca Toclie MpueMa Oucomposiona odimee mepudepudeckoe
cocyaucroe comportusierne (OIICC) Heckonbko yBenuuuBaeTcs (B pe3yabTaTe PEIUIPOKHOTO
BO3pacTaHMs aKTHBHOCTH aibda-anpeHopernentopos). Uepe3 1-3 cyrok OIICC Bo3Bpammaercs K
ucxonHoMy. Ilpu nnurtensHOM Tepanuu u3HavanbHO ToBbIIeHHOEe OIICC  cHmkaercs.
MakcumanbHbI reMoarnHaMudeckuid A3 exT gocturaercs yepe3 3—4 vaca mocjie npuemMa BHYTPb.
[Tpu npumenennn 1 pa3 B cyTku TepamneBTHUECKH d(D(EeKT Oucomponona COXpaHseTcs B TEUCHUE
24 gacoB 6maromapst 10—12 yacoBoMmy meproy MOTYBBIBEICHHS U3 TUTa3MbI KPOBH.
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COOTBETCTB
o1 U

buconponon oOmamaeT TakUMHU Ke IIIEKTPoPH3u( nomqeéﬂmn ad;(bemam 0 mjyme

Oera-agpeHoOnokaTopsl. B anekTpodusnonoruueckux uccieaoBaHusax oucomnpoinon ypexan YCC,
yBEJIMYMBAJI  BpeMs  MPOBEACHUA U  pedpaKTepHble  MEPUOABl  CHHOATPUAIBHOTO U
aTPUOBEHTPUKYISIpHOTO y310B. OtTmeuaercs: ymuumHenue wuHTepBaioB RR u PQ, a Takxke
koppurupoBanroro uarepsaia QT (QTc) na DKI (B mpemenax HOpMaIbHbBIX 3HAUYCHH).

BI/ICOHpOJIOJI OKa3bIBACT aHTUTUIICPTCH3UBHOC, aHTHAPUTMHUYCCKOC U aHTHAHT'MHAJIBHOC [[ef/'ICTBI/Ie.

MexaHu3M  aHTHUTUICPTEH3UBHOTO  JICHCTBHS ~ OWMCONpOJOja  W3y4eH HE  IOJIHOCTHIO.
AHTUTUNIEPTEH3UBHBIN 3(PPEKT MOKET OBITH CBSI3aH C YMEHBLUICHHEM MHUHYTHOTO 00beMa KpOBH,
CHMITATUYECKOW CTHMYJSUEH TepuepuyecKiux COCYAOB, CHIDKEHHUEM COJCpKaHUs pPEHHHA B
IU1a3Me KPOBU M aKTUBHOCTH PEHUH-AaHTHOTECH3MHOBOM CHCTEMBI (MMEET OOJbIIOE 3HAUYEHHUE IS
MAIlMCHTOB C WCXOJHOH THUIEPCEKPElUel pEHHWHA), BOCCTAHOBJICHHWEM YYyBCTBUTEIHLHOCTH
6apopenenTopoB Iyrd aopThl B OTBET Ha CHWXKeHHE A/l M BIMAHHMEM Ha IEHTPAJIHHYIO HEPBHYIO
cuctemy (IIHC). Ilpm aprepuanbHOi runepTeH3un 3¢PEGEeKT HacTynmaeT uepe3 2-5 HEH,
MaKCUMalibHOE CHIKeHHe A/l mocTuraercs, Kak MpaBuIIo, yepe3 2 Heleu Mocje Havasa JISUCHHS.

AHTHAHTUHATBHBINA 3P deKT 00yCIOBlIeH YMEHbIIEHHEM MOTPEOHOCTH MHOKapla B KUCIOPOJE B
pesynbrare ypexenus YCC, He3HAUUTETLHOTO CHIKEHHUS COKPATUMOCTH, YAJHHEHUEM TUACTOIIBI,
ynydiieHueMm nepdys3un muokapaa. llpu onHokpatHoM npumeHeHuu y mnanueHtoB ¢ UBC 6e3
npuzaakoB XCH oucomnponon camxkaer YCC, ynapHslii 00beM cepala 1, Kak ClIeACTBHAE, yMEHBIIAET
¢dpakuuo BbIOpOoca W TMOTPEOHOCTh MHOKapAa B KHUCIOpOAe. AHTHAPUTMHUYCCKUU dddekT
OOYCJIOBJIEH YCTPaHEHHWEM AapUTMOTEHHBIX (AKTOPOB (TaXUKApPIUH, MOBHIIIEHHOW AKTUBHOCTH
CHMITATUYECKOM HEPBHOW CHCTEMBI, YBEIMYCHHOTO conepkanus UAM®D, aprepuanbHOH
THIIEPTEH3MH ), YMEHBIICHHEM CKOPOCTH CHIOHTAHHOTO BO30YXKACHUS CHHYCHOTO M SKTOIMUYECKOTO
BOJIUTENICH PHUTMA W 3aMEJICHHEM AaTPUOBCHTPHUKYJISIPHOTO TMPOBEICHHS (IIPEHMYIECTBEHHO B
AHTETPAJHOM U, B MEHBIIIEH CTENICHH, B PETPOTPAHOM HAIPABJICHUIX Y€pe3 aTPUOBEHTPUKYIISAPHBIN
y3€l1) U TIO JOTIOJTHUTEIIBHBIM ITYTSIM.

5.2. dapmaKkoKHHEeTHYECKHUeE CBOIiCTBA

AOGcopbrms

Bucomnponon mourn noixHOocThIO (607ee 90 %) BcackIBaeTcst U3 KelyJOYHO-KHAIIIEYHOTO TpakTa. Ero
OMOJIOCTYITHOCTH BCIIEICTBHE HE3HAUUTEIBHON METa0OIN3aINHU «IIPH IEPBOM MPOXOKIACHUI» Yepe3
nedyeHb (Ha ypoBHe puMepHo 10 %) cocrasiser okono 90 % mocne npuema BHYTph. [Ipuem mumm
HE BIMSAET Ha OMOJOCTYMHOCTh. BHUCOMPOIION NEeMOHCTPUPYET JTHHEHHYI0O KUHETHUKY, MIPUYEM €ro
KOHILEHTpAllMU B IJIa3M€ KPOBU MPONOPIMOHAIBHBI MPUHATON J103€ B AuarnazoHe oT 5 1o 20 mr.
MakcumanbHas KOHLIEHTPAIMs B TUIa3Me KPOBHU JIOCTHraeTcs yepe3 2—3 yaca.

Pacnopenenenne

bucomnponon pacnpenensercss 10BoibHO mMpoko. OObeM pacmpeneneHust cocTaBiser 3,5 J/KT.
CBs13b ¢ Oenkam¥ 1a3Mbl KpoBH tocturaet mpumepHo 30 %.

BI/IOTDaHCd)ODMaI_II/ISI

Merabonu3upyercsi o OKUCIUTEIIBHOMY MyTH 0e3 mocieayromield Konboranun. Bece MmeTaboauTs
MOJISIPHBI (BOJOPACTBOPUMBI) M BBIBOAATCS ouykaMu. OCHOBHBIE META0OIUTHI, OOHApYKUBaeMbIe B
TUTa3Me KPOBH M MOYe, HE MPOSBISIIOT (papMaKoIOTHYecKOl aKTHBHOCTH. J[aHHBIE, TTOTyUYeHHBIE B
pe3ynbTare SKCIEPUMEHTOB C MHKPOCOMaMH II€UYEHH 4deloBeKa IN VIitro, TOKa3bIBalOT, dYTO
OucompoIoa MEeTaboIM3UPYETCsl B TMEPBYIO ouepeap ¢ nomomibio uzodepmenta CYP3A4 (okomno
95 %), a uzopepment CYP2D6 urpaer nuiib HE3HAYUTENBHYIO POJIb.

OauMHUHAIIAS

Knupenc 6ucomnposnoia onpeaenseTcs paBHOBECHEM MEX1Y BbIBEICHIEM MTOYKAMH B HEU3MEHEHHOM
Buje (okoso 50 %) u metabomm3mom B medeHu (okosio 50 %) 10 MeTaboIUTOB, KOTOPHIE TAKXKe
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BBIBOJATCS TIOUKamMu. OOMmuii KIMpeHc cocTaBusier 15 JEEN MﬁT%h%ﬁ'}agﬁﬁWrm—

10-12 gacos. OtcyrcTBYyeT HH(pOopMaIus o papMakoKuHeTHKe Orconposona y nauueHToB ¢ XCH u
OJTHOBPEMEHHBIM HapylIeHHeM (DyHKINU ITeYEeHH WU TTOYeK.

Oco0ble rpynrisl MalueHToB

J]ub;a nooaiCcu1020 eo3pacma

Y TDanMeHToB MOXKHUIOTO BO3pacTa OTMEYACTCS HE3HAUUTENBHOE YBEIUYCHHE HEKOTOPBIX
(dhapmakokuHeTHYeCKUX Tokasarened (mepuon monyBbiBeAeHUss, AUC, Cmax) Oucomposona 1o
CPaBHCHUIO C MOJOJBIMH IMAllMEHTAMH, MPEATOIOKUTEIIEHO B CBS3H C BO3PACTHBIM CHIDKEHUEM
noyevHoro Kiupenca. OHAKO ATH pa3Inyus HE SIBIISIOTCS KIIMHHYECKU 3HAYUMBIMU U HE TPEOYIOT
KOPPEKIMH JJ03bI OMCOIPOIIOa.

Toueunas neoocmamoynocme

B uccnenoBannu y manueHTOB C MMOYEYHOM HepoctatoyHOCThIO (cpenuuit KK = 28 miu/mun) Obuio
nokazano, 4to cHmwkeHne KK compoBoxkmaercs yBenmnueHueM Cmax, AUC (momaas moJ KpuBOi
«KOHIICHTpALUSA-BpEMsI») H TIepuoja NOJyBbIBeIeHHs Oucomnposnona. IIOCKONBKY KIMpPEHC
Oucomnpososa B paBHOIN CTENEHH OCYILECTBIISETCS MOYKAMHU U N€YEHbIO, CYLIIECTBEHHOW KyMYJISILIUU
Oucomnposoaa y MAalUEHTOB C JIETKOW M yYMEPEHHOW CTENEHBIO MOYEYHOW HEeIOCTATOYHOCTH HE
OTMEYaeTCsl. B ciydae TSKETION HOYEeYHOU HE/I0CTaTOYHOCTH
(KK menee 20 Mii/MUH) KyMYJISIHS MOKET IPOMCXOIUTH U JI03a Mperapara He TOJKHA MPEBHIIATh
10 Mr B cyTKH.

Ileyenounas neoocmamounocms

Y mnamnueHToB C MHUPPO3OM II€UYEHHW OTMEYAeTCs BBICOKAs BapuUalENbHOCTh M 3HAUYUTEIHHOE
3aMEeJUICHHE DJJIMMUHAIMKU [0 CPaBHEHHMIO CO 3/0POBBIMM JIIOAbMH (IIEpUOJ TOJYBBIBEACHUS
oucomnposona coctaBiasger or 8,3 mo 21,7 dacoB). KimHHYeckHM 3HaUYMMBIC Ppa3IAYH
(apMaKOKMHETHKH MEXIy TMalMeHTaMH C HOPMAJIbHOW W HapymIeHHOW (yHKIHMEH TedYeHU He
BBISIBJICHBI. B citydae BeIpaskeHHOM IeUeHOYHOM HeAOCTATOYHOCTH MOXKET MPOUCXOAUTD KyMYJISIIHS,
[I03TOMY J03a [IpenapaTta He J10JKHA npeBbimath 10 Mr B CyTKH.

Iayuenmvr ¢ XCH

V nanmentoB ¢ XCH Il dyukimonansHoro kiacca mo knaccudukannn NYHA (Hpio-Mopkckas
accolMalusl KapnoJjoroB) ObUIM OTMEUYEHbI 0oJiee BBICOKOE Co/epKaHhe OMCOIpoIioa B Ija3me
KPOBHU U YBEJIMYEHHBII MEPHO/] MOIYBbIBEICHNS MO CPABHEHUIO CO 3/I0POBBIMH JOOPOBOJIBIIAMH.
MaxkcumanbHas KOHIIEHTpalusi OHCOmposiosia B IUIa3ME€ KPOBM B PABHOBECHOM COCTOSIHUU
coctaBimsier 64 + 21 Hr/mn mpu cyrouHoil nmo3e 10 Mr; mepHoa TONYBBIBEACHUS COCTABISET
17+ 5 wuyacos. ®apmakokuHeTHKa Oucomnpoinona y mnamueHToB ¢ XCH wu comyrcTByrommm
HapylieHneM (PyHKIMU I€YEeHU WIH [TOYEK HE U3ydalach.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeueHsb BcoMoraTeJbHbIX BelIECTB

JlakTO3B1 MOHOTHIPAT

[emrono3a MUKPOKPHUCTAIIINYECKAS
IToBunon-K25

Kpaxmai npexenaTnHU3MpOBaHHBINA
Maruus creapar

CocraB 00070YKH:
I'unpomernnosa
Turana nuoxcun (E171)
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Maxporon-4000 (nocn

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocT (CpOK XpaHeHHsl)

3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH
[Ipu temnepatype He BbIie 25 °C B OpUTHHAIBHOM YITaKOBKE.
6.5. XapakTep u coiep:kaHne YNaKOBKHU

ITo 10, 15, 20, 25, 30, 45, 50 Tabmerok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY W3 ILJICHKH
MOJINBUHUJIXJIOPUAHON U (POJIBIY aTFOMUHUEBOM M1€YaTHOM JIAKMPOBAaHHOM.

1, 2,3,4,5 6,7,8, 9 num 10 KOHTypHBIX SYEHKOBBIX YIAaKOBOK BMECTE€ C MHCTPYKLUEH IO
MEIUIIUHCKOMY TPUMEHEHHUIO (JIMCTOK-BKJIAIBIIT) MTOMENIAIOT B KAPTOHHYIO YIIAKOBKY (I1auKy).

6.6. Oco0ble Mepbl NMPEIOCTOPOKHOCTH NMPH YTHIN3AUMU MCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara wjiM OTXO/A0B, MOJYYEHHBIX IOCJ€e NMPUMEHEHHUs JeKAPCTBEHHOI0 Npenapara u
Apyrue MaHUIYJISIIMHU € NpenapaToM

Oco0ple TpeOoBaHUs OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YOCTOBEPEHU A

Poccus
00O «ATonn»
445351, Camapckas o0:1., r. XKurynesck, yiu. ['mapoctpourenei, a. 6.

7.1. IlpeacTaBuTe/Ib €PAKATEJISI PErHCTPALMOHHOIO Y10CTOBEPeHUsl

[IpeTen3uu nmoTpeduTeNel HAMIPABIATH 1O AAPECY:

Poccus

000 «O308»

445351, Camapckas 0611., 1.0. XKurynesck, r. JKurynesck, yi. ['mapocrpourenei, . 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru (mpu nmpoussoactse Ha OO0 «O30mH», Poccus)

Poccus

00O «O30H Papm»

445043, Camapckas 00:1., 1.0. Tombsitta, Tep. O33 IIIT, maructpans 3-1, 31. 11, cTp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru (npu npoussoactee Ha OO0 «O30u Dapmy, Poccust)

8. HOMEP (HOMEPA) PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUS

JITI-Ne(002413)-(PT-RU)
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S

9. KATETOPHS OTITYCKA JEKAPCTBEHHOT'O IPENAPATA - EATENEHOCTE 0004]

JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELIEITY.

OOmiast XxapakTepuCTUKa JICKApCTBEHHOTO Mpemnapara bucomponon AOCTynmHa B €IMHOM peecTpe
3aperUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeICTB EBpa3suiickoro 3KOHOMHUYECKOIO cOK3a M Ha
ounmansHOM caure YIIOJIJHOMOYEHHOT'O opraHa (3xcnepTHOM OpraHH3alim)
(https://1k.regmed.ru/Register/EAEU_SmPC).
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