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OBILASI XAPAKTEPUCTHKA JIEKAPCTBEHHOTO IPEHAPATA "

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

buconponon Penesan, 2,5 mr, TaGJI€TKH, TOKPHITHIC TNICHOYHOW 00OJIOUKOM.
buconponon PereBai, 5 Mr, TabneTKH, TOKPHITHIE TUIEGHOYHON 000I0UYKOM.

buconponon Penesan, 10 mr, TaGineTKH, TOKPHITHIE TUICHOYHON 000JIOUKOM.

2. KAUECTBEHHBIN U1 KOJNYECTBEHHBIN COCTAB

JleiicTBytoIIIee BEIECTBO: OMCOMPOIIOI.

Buconpoion Pernesan, 2.5 Mr, TabJIETKU, MOKPHITHIE INICHOYHON 000J10YKON

Kaxnas tabneTka, MOKphITas TUICHOYHON O00O0JIOYKOH, comepxuT 2,5 Mr Oucomposiona (B BHUIC
¢dbymapara).

Buconpoion Penesas, 5 mr, TaOJIETKH, ITIOKPHITHIE INIEHOYHOI 000I0YKON

Kaxxgas tabnerka, MOKpHITAs IUICHOYHOH OOOJOYKOW, COICPXKUT 5 Mr Oucompoiona (B BHIE
dbymapara).

Buconpoion Penesan, 10 Mr, TabJIETKH, MOKPHITHIE IUICHOYHON 000JI0YKON

Kaxnas Tabmerka, TOKphITas IUICHOYHOH 0000ukoi, comepkut 10 mMr Oucomponona (B BUIE
¢dbymapara).

[TonHbI TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB IPUBEAEH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, TOKPHITHIE TUIECHOYHOW 000JIOUKOM.

Buconpoion Pernesan, 2.5 Mr, TabJIETKU, MOKPHITHIE INICHOYHON 000J10YKON

Kpyribie BOSKOBBITYKIIbIE TAOJETKH, TOKPHITHIE TUICHOYHON 000JI0UKOM OEJI0T0 MJTH IMOYTH 0e10T0
1[BETa, C pUCKOH. JlomyckaeTcs mepoxoBaTocTh MoBepxHocTH. Ha monepeunom paspese sapo 6enoro
AN 04T OEJIOro IBeTa.

TaGneTky MOKHO pa3ieiuTh Ha paBHBIC J103BI.

Buconpoion Penesas, 5 mr, TaOJIETKH, ITOKPLITHIE INIEHOYHO 000I0YKON

Kpyribie BOSKOBBITYKIIbIE TAOJETKH, TOKPHITHIE TUICHOYHON 000JI0UKOM OEJI0T0 MJTH IMOYTH 0e10T0
1[BETa, C pUCKOH. JlomyckaeTcs mepoxoBaTocTh MoBepxHocTH. Ha monepeunom paszpese sapo 6ernoro
AN 04T OEJIOro IBeTa.

TaGneTky MOKHO pa3ieIUTh Ha paBHBIC J103BI.

Buconpoion Penesasn, 10 mr, TaOJIETKH, MOKPHITHIE INIEHOYHO 000I0YKON

Kpyriibie 1BOSKOBBINTYKIIbIE TA0IETKH, IOKPHITHIE MIJICHOYHOW 000JI0YKOI O€10r0 UK MOYTH OEI0ro
I[BETa, C pUCKOM. JlomyckaeTcs mepoxoBaTocTs moBepxHocTH. Ha monepednom paspese sapo 6enoro
WM TIOYTH OEJIoro IBeTa.

TabneTKky MOKHO pa3eIuTh Ha paBHBIE JJO3BI.



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 02.02 2026 N2 1673

L S L Py SR ALE

4. KINHUYECKHUE JJAHHBIE (MNOCNEOCBATENEHOCTE 0003)

4.1. Iloxka3zaHus K NPUMEHEHUIO

buconpoiion PeneBan npuMeHsieTcs y B3pOCIIbIX B Bo3pacTe OT 18 JeT 1Mo nmoka3zaHusiM:

e apTepuaibHAas THIEPTCH3US;
e wumemuydeckas 6ones3ns cepana (MbC): crabunbHas cTeHOKapIus;

e XpoHHYECKas cepiaeuHas HemoctaTouHocTh (XCH).
4.2. Pe:xum 103MPOBaHUA U CIIOCOO MPUMEHEHM I

PexxuM o3upoBaHusg

Bspocnvie

Tabnerku mnpemapara bucomposon PeneBan cneayer NpuHUMATh OAMH pa3 B CYTKH YTPOM
C HEOOJBIIMM KOJIMYECTBOM >KHUIKOCTH, HE3aBUCHUMO OT BpeMEHM IpueMa nuiuu. Tabnerku
HE CJIENYeT Pa3KEBbIBATh UM PACTUPATH B IIOPOLIOK.

Tabnerku mpenapara bucomnponon PeneBan MOXKHO pa3/ieTuTh Ha paBHBIC JTO3bI.

Apmepuanvras cunepmensus u cmabuibHas CmeHOKaDaM}Z

Bo Bcex ciydasx pexuMm npueMa M 03y MOAOMpAeT Bpau KaKJOMy HAallMEHTy WMHIUBUIYAJIbHO,
B YaCTHOCTH, YUUThIBasi 4acTOTy cepAeuHbix cokpamenuii (HCC) u cocTosHue nanueHTa.

OObpHO HauadbHas J03a cocTaBisieT S mMr 1 pa3 B cyTtku. IIpm HEOOXOAUMOCTH 103y MOXKHO
yBenuuuTh A0 10 mr 1 pa3 B cyTku.

[Ipu nedyeHWM apTepUaATbHOW THUMEPTEH3UM W CTAOWIBHOM CTCHOKapAMM MaKCHUMaJlbHast
pEeKOMEeHI0BaHHas J103a cocTanisieT 20 mr 1 pa3 B eHb.

Xponuueckas cep()eqﬂaﬂ He0oCmamo4HOCHIb

CrangaprHas cxeMa TICYCHUS XCH BKITIOYAET MIPUMEHEHUE WHTHOUTOPOB
AHTHMOTECH3WHITPEBPAIIIAFOIIETO dbepmenta  (AII®) wiMm  aHTAaroHWCTOB  PEIENTOPOB
anruoten3uHa Il (B ciydae HemepeHocumocTu HHruOuTOpoB AIID), Gera-aapeH0OIOKATOPOB,
TUYpETUKOB W,  (aKyJIbTaTUBHO, CEPACYHBIX THMKO3uaoB. Hawamo  neuenus XCH
npenaparoM bucomnponon PeneBan TpeOyeT 00s3aTelIbHOrO MPOBEACHUS CIELUATBLHONU (a3bl
TUTPOBAHUS U PETYISIPHOIO BpaueOHOTO0 KOHTPOJIS.

Hpe,Z[BapI/ITeJIBHBIM YCJIOBUCM IJid JICUCHUS TPLIIapaToOM BI/ICOHpOHOH PeneBan sBisgercs CTa6I/IJ'H>Ha$I
XCH 6e3 mpu3HakoB 000CTpEHHS.

Jleuenne XCH npenapatom bucomnposon PeneBan HaumHaeTcs B COOTBETCTBUU CO CIENYHOLIEH
cxemMoi TuTpoBaHus. Ilpy »3TOM MOXeT mMOTpeOOBaTbCS WHAMBHUIyalbHas ajanTalus
B 3aBHUCHUMOCTH OT TOIO, HACKOJIBKO XOPOLIO MAalUEHT IEePEHOCUT HA3HAYEHHYIO [03Y,
TO €CThb [JO03y MOJXKHO YBEIMYMBATh TOJBKO B TOM ClIy4ae, €CIM Mpeaplayias ao3a
XOpOLLIO NEPEHOCUIACH.

Jlnst  oOecrieueHUsT COOTBETCTBYIOIIETO Tpollecca THUTPOBAHMS HA  HAYaJIbHBIX — AdTamax
JIeUeHHs] PEKOMEHAYEeTCS MPUMEHATh IMpernapar OMCOMpOJION B JICKAPCTBEHHOM (opme: TabiaeTKu
no 2,5 wmr. PexoMeHnyemass HadanbHas ngo3a cocraBiaser 1,25 wmr 1 pa3 B J€Hb.
B 3aBucuMoCcTM  OT HHIMBHAYaJIbHOM MNEPEHOCHMMOCTH O3y  CIEIYyeT  IOCTEHEHHO
noppimath a0 2,5 wmr, 3,75 wmr, 5 wmr, 7,5 mr mu 10 mr 1 pa3 B nens. Kaxpgoe
MOCJIEIYIOIIEE YBEIMUYECHHE J103bl JOJIKHO OCYIIECTBIISITHCS HE MEHEE YEM uepe3 JIBE€ HEJEH.

Ecmu YBCIMUYCHUEC OO3EI ITpeIIapara jia0oXxo IEPCHOCUTCA MallMCHTOM, BO3MOKHO CHUXKCHHUEC JO3BbI.
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Bo Bpems TUTpOBaHUS PEKOMEHYETCS PETYISIPHBIA KOHTPOJIbL apTepranbHoro aasiaeHus (A/l), YHCC
U creneHu BoipaxkeHHocTH cuMmntoMoB XCH. Ycyryonenne cumnromoB TeueHust XCH Bo3MOKHO
YK€ C MepBOro JIHsA IPUMEHEHHMS Ipernapara.

Ecin mamyeHT IUI0XO TNEPEHOCUT MAKCUMalbHO PEKOMEHJOBAaHHYIO 03y Ipemnapara,
CIIEyeT pacCMOTPETh BO3MOKHOCTb IIOCTENIEHHOTO CHUKEHUS J103BI.

Bo Bpemst (a3bl TUTpOBaHUS WM MOCIE HEE MOTYT BO3HUKHYTH BPEMEHHOE YXYALICHHE TEUCHUS
XCH, aprepuaibHasi TUIIOTEH3US WA Opaaukapaus. B aToMm ciydae peKkoMeHyeTcs, TPEXKIe BCETO,
MPOBECTH KOPPEKIIMIO J03 MPEnapaToB COMYTCTBYIOIICH Tepamuu. Takke MOXKET MOTpedoBaThCs
BpEMEHHOE CHIDKEHHE J03bl penapara buconpomnon Penesan niu ero ormeHa.

[Tocne crabunu3alu COCTOSIHMS —TAlMEHTa CIEAyeT IPOBECTH MOBTOPHOE TUTPOBAHHE
7103bI JINOO MPOJOJKUTH JICUEHHE.

HDOaOﬂOicumeﬂbHOCMb JICUYEHUA NPU 8CEX NOKA3AHUAX K NPUMEHEHUIO

Jleuenue npemaparom bucomnposon PeHeBan 0ObIUHO SBISETCS JOJTOBPEMEHHOM Teparuei.

Oco0ble rpynibl MalueHTOB

K HacrosmiemMy BpeMEHHM HEIOCTATOYHO JAaHHBIX OTHOCHUTEIBHO TPUMEHEHHUsS OuCcOomposoa
y narmerToB ¢ XCH B coderanuu ¢ caxapHbIM aua0eToM | Tuma, BRIPAKCHHBIMU HAPYIICHUSIMH
(GYHKIMHM TIOYEK W/WIIM TICYCHH, PECTPUKTHBHON KapIWOMHUOTATHEH, BPOXKICHHBIMU TOPOKAMH
cep/illa WM MOPOKOM KJalaHa cepila C BbIPAXEHHBIMH T€MOJWHAMUYECKHUMH HAPYLICHUSMH.
Takxke 10 cuxX Mop He OBUIO MOJIYYEHO JOCTATOYHBIX JIAHHBIX OTHOCHTENbHO marueHToB ¢ XCH
¢ UH(}ApPKTOM MHOKap/ia B TEUCHHUE MOCIEAHNUX 3 MECALIEB.

Hauueﬂmbz C Hapyuernuem qbyﬂm;uu novyex ujiu nedyerHu

e [Ipu HapymeHUH (YHKIMM TEYEHH WIM TOYEK JIETKOW WM YMEPEHHOW CTENeHH OOBIYHO
He TpeOyeTcsi KOpPEKTUPOBATH J103Y;

e IIpU BBIPAXCHHBIX HapymieHusX ¢GyHknun Tmouek (kmupeHc kpearmHnHa (KK) wmenee
20 MJI/MI/IH) ny IMaIUCHTOB C TSXCJIbIMU 3a6OJIeBaHI/ISIMI/I IICUYCHU MaKCHUMaJIbHas CYTO‘-IHa}I J03a
coctrapisier 10 mMr. YBennueHue M03bl Y TaKWUX IMAIMEHTOB JOJKHO OCYIIECTBISATHCS C 0COOOM
OCTOPOKHOCTBIO.

Tayuenmor noscunozo eospacma
Koppexkiuu 10361 He TpeOyeTcs.
eTn

besomacHocte u 3ddexTuBHOCT, TpemapaTa bucomponon PeneBan y agereld M MOIPOCTKOB
B Bo3pacte oT 0 10 18 jieT Ha JaHHBI MOMEHT HE YCTAaHOBJIEHHI. JlaHHBIE OTCYTCTBYIOT.

Tak kak HET TOCTaTOYHOIO KOJIMYECTBA JAHHBIX 10 MPUMEHEHHIO npenaparta buconpoiion Penesai
y JeTel, He pEKOMEHYETCA Ha3HAayaTh npenapar AeTsaM 10 18 mjer.

Cnoco0 mpuMeHeHus

BnyTtps.

4.3. IIpoTuBONOKA3aAHUSA

e [UMepuyBCTBUTENBHOCTh K OMCONMPONIONY WIM K JIOOOMY U3 BCIIOMOTATENbHBIX BEIIECTB,
MEePEUYNCIICHHBIX B pa3zaene 6.1.;

® OCTpad ccpacHHad HCEAOCTATOYHOCTb, XPOHHUYCCKad CCpAcUHasd HCAOCTATOYHOCTbL B CTaAHUU
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KapJAUOT€HHBIH II0K;

aTpuoBeHTpuKkyispHas (AV) 6nokana Il u Il crenenu, 6€3 3MEKTPOKAPAUOCTUMYIISTOPA;
CHHJIPOM cJ1a00CTH CHHYCOBOTO Y3J1a;

CHHOATpHaJIbHAast OJI0KaAa;

BeIpakeHHast Opagukapaus (HCC menee 60 yn/MuH) 10 Havalia Tepanuu;

BbIpa)XEHHAs apTepHaibHas runoteHsus (cucronnyeckoe A/l menee 100 mm prt. cT.);
TsDKeIbIe GOpMBI OPOHXHATBHON aCTMBI;

BBIp@XCHHBIE HapyLICHUS MEpU(PEpUYEcKOro apTepHalbHOTO KPOBOOOpAIIEHUS] WM CHHIPOM

Peitno;

¢beoxpomoruToma (6€3 OJHOBPEMEHHOTO IIPUMEHEHUS allb(ha-aapeH00I0KaTOPOB);

MeTa0OIMUECKUA alluI03.

4.4. OcoOble yka3aHHus ¥ Mepbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

C OCTOPOKHOCTBIO

[TpoBenenue neceHCUOMIN3UPYIOIEH Teparnuu;
creHokapaus lIpunimerana;
TUIIEPTUPEO3;

caxapHbiii muadet | Tuna u caxapHbplii 1Ma0eT CO 3HAYNUTEIBLHBIMHU KOJICOAHUSMH KOHIIEHTPAITUU

TJIFOKO3bI B KPOBH;,

aTpUOBEHTPUKYIISIpHas Oyiokana | crenenu;

BEIpaXeHHas modeuHas HegoctaTouHocTh (KK menee 20 mur/mMun);
BBIpKEHHBIC HAPYIICHUS (DYHKIIUU TIEYCHH;

rncopuas;

PECTPUKTUBHAS KApAUOMHOIIATHS;

BPOXACHHBIC ITOPOKHU CEpALA WIIH IMTOPOK KilallaHa cepAna ¢ BEIPpa>XKCHHBIMU I'EMOIUMHAMHUYCCKUMUA

HapyLICHUSIMH;

XCH ¢ nn(apkToM MHOKapaa B TEYCHHUE MTOCIEIHNX 3 MECAIICB;

HapyLeHHs nepudepruuecKoro apTepuaIbHOro KpoBoOOpaleH s JIETKOi 1 yMEPEHHOM CTENeHN;
TsDKENbIE OPMBI XPOHUUECKOH 00CTpYKTUBHOM Oosie3Hu nerkux (XOBJI);

HETspKenble HOPMbI OPOHXUAIBHOW aCTMBI;

OpoHxocma3M (B aHaMHE3€);

aJUIeprUYeCcKue peakiuu (B aHaMHe3e);

OOLIMpHBIE XUPYPrUUeCcKe BMEIIATEeIbCTBA U 00IIast aHEeCTEe3Us;

CTporas JueTa;

OCpEeMEHHOCTb;
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® IIEPUOJ I'PYAHOIO BCKAPMIIUBAHMUS.

Oco0sle yKa3zaHus

IIpexpawenue mepanuu u « CUHOPOM OMMEHBL»

He cnemyer pe3ko mpepbiBaTh JeueHUE OUCOMPOJIOIOM WM MEHSATh PEKOMEHJIOBAaHHYIO J03Y
0e3 mpeaBapUTENbHON KOHCYJIBTALMM C BPAadyoM, TaK KaK 3TO MOXET NMPUBECTH K BPEMEHHOMY
YXYALIEHUIO JeSTeIbHOCTH CeplLia.

JledeHue He creAyeT npephIBaTh BHE3AMHO, 0c00eHHO Y nanueHToB ¢ UBC (oTMeyanocs yTsikeneHue
MPUCTYIOB CTEHOKapAWU, pa3BUTHE HH(papKTa MHOKapJa ¥ BO3HUKHOBEHHUE >KETyJOYKOBBIX
aputMuii y nanuenToB ¢ MBC mpu BHe3anmHOM MpeKkpamieHuH npuema Oera-aJpeH00I0KaTOpPOB).
Ecnu npekpaiienue jgedeHus HEOOX0IUMO, TO 103y OMCOIPOJIoia CIeyeT CHUXKATh MOCTETEHHO.
B citydae 3HaYMTENBHOTO YTSKEIEHHS CTEHOKAp MU WU Pa3BUTHUS OCTPOro KOPOHAPHOTO CUHAPOMA
cleIyeT BpEMEHHO BO30OHOBHUTH MPHEM OHUCOIPOJIOIA.

3abonesanus, npu KOMOPbIX HEOOXOOUMO C OCIOPOAICHOCHBIO NPUMEHAMb NPenapam
Buconpomnon cineayetr NpUMEHATh ¢ OCTOPOKHOCTBIO B CIICITYIONIUX CIydasx:
o T1spxenslie popmbl XOBJI u HeTshxenbie GopMbl OPOHXHATIBHON aCTMBI;

e caxapHblii auabeT CO 3HAYUTEIBHBIMH KOJCOAHUSMHU KOHIEHTPAIMU TIIIOKO3bI B KPOBH:
OMCOMPOIOA MOXET MACKHUPOBaTh CHUMITOMBI THUIOTJIUKEMUU  (BBIPAXKEHHOTO CHIDKCHUS
KOHILEHTPALlUK TJIOKO3bl B KPOBM), TaKMe KaK TaxUKapAus, OUIyIICHHE CepaueOueHusl WiIH
MOBBILIICHHAS TOTIUBOCTE;

e cTporas AHeTa;
® TpPOBEACHHE JECCHCUOMIN3UPYIOLIEH Tepanui;
® aTPUOBEHTPUKYIsIpHas Oyiokana | ctenenu;

e BazocmacThyeckass creHokapaus (cteHokapausi I[lpuHIMeTana); HaOmOmaIUCh  Cciaydau
KopoHapocmnasma. HecMoTpst Ha BBICOKYIO OeTal-CeneKTUBHOCTh, IPUCTYIBI CTEHOKAPIUN HEIb3s
MOJIHOCTBIO MCKJIIOUUTH MPH MpHEMe OUCOTpoJIosia y MaMeHToB co cTeHokapauen [IpunimMerana.
Crnenyet ¢ 0co00l OCTOPOKHOCTHIO IPUHUMATH TIPETIapar;

e HapylIeHus nepudepuuecKkoro apTepruagIbHOr0 KpOBOOOPAIICHHS JIETKOW U YMEPEHHOH CTETIeHU
(B Hayase Teparuu MOXKET BO3HUKHYTh YCUJICHHE CUMIITOMOB);

e rcopua3 (B T. 4. B aHaMHe3e).
3abonesanus cepoeyHo-cocyoucmoii cucmemol

bera-ampeHoOmokaTopsl HE TOJDKHBI MPUMEHATHCS TpH JekoMrencupoBanHod XCH mo tex mop,
MOKa COCTOSIHHE MAallMeHTa HEe CTaOUITU3UPOBATIOCH.

Ha HavanpHBIX JTamax MNPUMEHEHHS OHMCONpOJIONA IMAMeHTHl HYXJIAIOTCS B IOCTOSHHOM
HaOJIIOJCHUH.

bera-ampenobmokaTopsl MOTYT BbI3bIBaTh Opamukapmauto. [Ipu ypexenun YCC B mokoe MeHee
50-55 yn/mMuH cienyeT yMEHbIIUTh 103y I MPEeKPaTUTh IMpUueM OUCOIPOIIONa.

Kak u ppyrue OGera-agpeHoOI0KaTOpPBI, OMCOMPOJION MOKET BbI3BIBATh YJIMHEHHWE HHTEpBala
PQ wna snexrpokapamorpamme (OKI'). CremyeT ¢ OCTOPOKHOCTBIO MPUMEHSTH OHCOMPOIIOIN
y TIAIMEHTOB C aTPUOBEHTPUKYJISIPHOU Os10Ka 0¥ | cTeneHwu.

HecenextuBHble OeTa-aapeHO0IOKaTOPbl MOTYT YBEIMYMBATH YAaCTOTY M TMPOJOJIKUTEIBHOCTD
AQHTMHO3HBIX TPUCTYIOB Yy TAIMEHTOB C Ba30CMACTHYECKOW CTEHOKapAHWeH (CTEHOKapaueu
[TpunIIMeTaNa) BCIEACTBUE OMOCPEAOBAHHON allb(a-perenTopaMyu Ba3OKOHCTPHUKIIUN KOPOHAPHOM
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MIPU Ba30CMACTUYECKOM CTEHOKApIUU CIIEyeT MPUMEHSATh C OCTOPOKHOCTBIO.

K HACTOAIICMY BpPCMCHH HCAOCTATOYHO MHOAHHBIX OTHOCHUTCIBHO MIPUMCHCHHA 6Hconponona
y nanueHToB ¢ XCH B coueTanuu ¢ caxapHbIM aua0beToMm | THma, BEIPa)KCHHBIMUA HApPYIICHUSMU
(GYHKIMM TOYEK W/WIM TEYEHU, PECTPUKTUBHOM KapJHMOMHOIATHEW, BPOXKIECHHBIMH MOPOKAMHU
cep/a Wi IOPOKOM KJlaraHa cepAlia ¢ BbIpaXEHHbIMU TeMOJMHAMUYECKUMU HApYIICHUSIMH.

Taxke 10 cux mop He OBLIO MOJIYYEHO JTOCTATOYHBIX JAHHBIX OTHOCHTENbHO mamueHtoB ¢ XCH
¢ UH(}ApKTOM MHOKap/ia B TE€YEHHUE MOCIEAHUX 3 MECALEB.

ﬂblxame]lea}l cucmema

Hecmotpss Ha TO, 4TO celeKTUBHBbIE OeTai-aJpeHOOIOKaTOpbl B MEHBIIEH CTENeHH BIUSIOT
Ha (YHKIHIO JIBIXaTENbHON CHUCTEMBI, YeM HECEICKTHBHBIC OeTa-aJpeHO0IOKATOPHI, MalMeHTaM
¢ XOBJI u HerspkenmbIMu (GopMaMH OpPOHXHUATBLHON acTMbl OHMCOMPOJION CIEAyeT Ha3HadaTh
C 0CcO00il OCTOPOXHOCTBIO W TOJNBKO B TOM Cllydae, €CIHM BO3MOXHBIC TIPEUMYIINECTBA
€ro TPUMEHEHHUs MPEBBIMIAIOT MOTEHIUANbHbIN puck. [Ipm OponxmanbHOol actme wim XOBJI
MMOKa3aHO OJJTHOBPEMEHHOE MPUMEHEHHE OPOHXOAMIATUPYIOIINX CPEICTB.

VY nanueHToB ¢ OpOHXHMAJIBHOM acTMON BO3MOXXHO MOBBINICHHWE PE3HCTEHTHOCTH JBIXaTEIbHBIX
nyTei, 4yTo TpedyeTt 6osiee BBICOKOW 1031 0€Taz-aJpeHOMUMETHKOB.

VY mammentoB ¢ XOBJI Oucomposon, Ha3HAYaeMblii B KOMIUIEKCHOW TEparuu C IO JICUCHHS
CEepACYHOM HEJOCTATOYHOCTH, CJIEAYET HA4YMHATh C HAMMEHBLIEH BO3MOXXHOM  J103BI,
a Tak)Ke TIIATeIbHO HAOII0JaTh 3a IOSBJICHUEM HOBBIX CHMIITOMOB Yy TAIlMEHTOB (HarpuMmep,
OJIBIIIIKH, HEMEPEHOCUMOCTH (PU3NYECKUX HATPY30K, KaIIlIs).

O6muprl€ xupypzudeckue emeuiamelbcmeda u 0611461}1 aHecmesus

IIpy HEOOXOAMMOCTH TPOBEACHHUS XHPYPTUUYECKUX BMELIATEIbCTB CIEAYET MNPEAyNpeauTh
Bpaya-aHecTe3nojora O TOM, UTO TAIUEHT TNpPUHUMAET OeTa-aJpeHoOIOKaTOpsl  (PUCK
JICKapCTBEHHBIX  B3aMMOJACHCTBUI C pa3BUTHEM TKENBIX OpaauapuTMUi, YMEHbBIICHHS
pedIeKTOpHON TaxWuKapauu ¢ apTEepPHAIBHOW THUMOTEH3WH). Pekomenmyercs 0e3 sSBHOU
HEO0OXOIMMOCTH HE MpEeKpalarh MpUeM OMCOMpOooia B MEPHONEPANMOHHOM Tepuojae (Tak Kak
Onokanma OeTa-aipeHOPELENTOPOB CHUKAET PUCK BO3HUKHOBEHUS apUTMUN M WIIEMHH MHOKapna
BO BpeMsI BBOJJHOT'O HApKO3a M MHTYOALIUU TPaXen).

B cayyae HeoOXOAMMOCTH TpepbIBaHUS JIEYEHUS OHUCONpPOJIOIOM Tepel MPOBEACHHUEM
XUPYPrU4eCKOro BMEIIATEIbCTBA IIpenapaT ClelyeT OTMEHUTh HE MeHee 4eM 3a 48 4yacoB
JI0 OIlepaluu.

@eoxpozwouumozwa

VY manueHToB ¢ (PEOXpOMOIUTOMON OHCOMPOJION MOXKET OBbITh Ha3HAYeH TOJBKO Ha (oHE
pUMEHEHHS anb(a-aapeHoOI0KaTOPOB.

Tupeomoxcuxos

[Tpu runepyHKIMN DMTOBUIHON >KeJe3bl OeTa-aapeHo0I0KaTOPHI (BKIII0Yas OMCOMPOIION) MOTYT
MacKHpOBaTh TaXWKapAHI0O M YMEHBIIATh BBIPAKEHHOCTh CHMIITOMOB THPEOTOKCHKO3a. Peskas
OTMEHa TIpernapara MOXXET BBI3BaTh OOOCTPEHHE CHUMITOMOB 3a00JE€BaHUS M pa3BUTHE
THPEOTOKCHYECKOTO KPH3a.

Peam;uu cunepdyecmeumeslbHocmu

bera-anpenoOiaokaTopsl, BKIItOYasi OMCOMPOIIOI, MOT'YT MOBBICUTH YYBCTBUTEIHHOCTD K ajljlepreHam
U TSOKECTh aHAQWIAKTUYECKUX PEAKIMNA/peakiuuii TUNEepUyBCTBUTEIBHOCTH H3-3a OciabieHus
aJPEHEPTUIECKON KOMIIEHCATOPHOU PETYISIIIUU TIOT IeHCTBUEM OeTa-aApeHO0I0KaTOPOB.

[IpumeHeHne OOBIYHBIX TEpaNeBTUUYECKUX 103 sNHuHedpHHa (agpeHanuHa) Ha (OHE NpHeMa
6
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Heo6xomumMo cobimo1aTh OCTOPOKHOCTD MPU Ha3HAYCHUW OMCOMPOJIOJIa MAMEHTaM C TSHKEITbIMU
PEaKIUsIMU THIIEPIYBCTBUTEIHLHOCTH B aHAMHE3€E HITH TPOXOISIIUM KypC JECCHCHUOMITH3AINH.

Ilcopua3z

[Tpu pewmieHnu Bompoca O MPUMEHEHHH OHCOIpPOJIONa y MAIMEHTOB C ICOpHa3oM (B TOM 4HCIIE
B @aHaMHe3€) cielyeT TIATEIbHO COOTHECTH MPEoIaraeMyo ojib3y OT IPUMEHEHUs IpenapaTa u
BO3MOKHBIN PUCK 00OCTPEHUS TEUECHHUS TICOpHa3a.

Konmaxmmnwie nunsol
HaHI/IeHTBI, MOJIB3YIOIUECCA KOHTAKTHBIMU JIMH3aMU, JOJIKHBI YYUTBIBATDH, UTO HA (bOHe MNPUMCHCHUA

0eTa-aIpeH00I0KATOPOB BO3MOYKHO CHMYKEHUE TTPOTYKIIUU CIEC3HOU KHUIKOCTH.

4.5. BzaumogeiictTBue ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/AbI
B3aHMMOJAEHCTBUSA

HepekoMeHayeMble KOMOUHALIMY

Jleuenue xponuueckoti cepoeuHol HedoCmamo4HOCmu

AnTHapuTMHueckue cpeactaa | kimacca (Hanpumep, XUHUIUH, TU30MTUPAMUL, JIU0KauH, PEHUTOUH,
bnexanana, nponadeHOH) MPH OJHOBPEMEHHOM MPUMEHEHUU C OMCOIMPOJIOJIOM MOTYT CHHIKATh
aTPUOBEHTPUKYIISIPHYIO TPOBOAUMOCTE ¥ COKPATUTEIHHYIO CIIOCOOHOCTH Cep/la.

Bce nokasanus k npumenenuro npenapama buconponon Penesan

brokaTopsl «MeaneHHbIX» KanblueBbix kaHaioB (BMKK) tuna Bepamamuiia u B MEHbIIEH CTETICHH
IUITHA3eMa TPU  OJHOBPEMEHHOM TPUMEHEHWH C  OWCONpOJIOJIOM MOTYT TPHBOJIUTH
K CHUKCHHMIO COKPATHTEIHHOW CHOCOOHOCTH MHOKap/a W HapYIICHHIO aTPHOBEHTPHUKYISPHOU
MPOBOJUMOCTH.

B yacTtHOCcTH, BHYTPHMBEHHOE  BBEJICHME  BEpanaMuWjia  NAUUEHTaM, [PUHUMAKOLIUM
OeTa-aipeHOOIOKATOPhI, MOXET TPUBECTH K  BBIPAKCHHOW apTEpUATLHON  THUIIOTEH3UH
U aTPHOBEHTPUKYISPHOM GiioKkaze.

I'unoTeH3uBHBIE CpPEACTBA LEHTPAIBHOTO JeHCTBHA (TakMe Kak KIOHMIUH, METHJAoNa,
MOKCOHU/IMH, PUJIMEHHUIMH) MOTYT ITpuBecTH K ypeskeHuto UCC 1 CHIDKEHHIO CepJIeUHOTr0 BRIOpOCa,
a TaKk)Ke K Ba30JWJIATAllUU BCIEACTBUE CHUKEHUS LIEHTPAJIBbHOIO CUMIIATHYECKOro TOHyca. Pe3kas
OTMEHa, OCOOEHHO J0 OTMEHBI OeTa-aJpeHOOIOKATOPOB, MOXKET YBEIHUYUTh PUCK DPA3BHTHUS
«PUKOIIETHOM» apTepHaabHON TUIIEPTEH3UU.

@OUHTOIMMO/ MOXET YCWJIMTh OTPULIATEIIbHBIA XPOHOTPOMHBIN 3 ekt OeTa-aipeHobI0KaToOpoB U
NPUBECTH K BbIpaXeHHOW Opamukapauu. OAHOBpEMEHHOE MpHUMEHEeHHe (QUHroimMoaa
u Oucomposona He peKoMeHayercs. B ciiyuae HEOOXOIUMOCTH OJAHOBPEMEHHOTO MPUMEHEHHUS
¢buHroNIMMOIa U Omcomposiona TpedyeTcs TIIaTeIbHOe HAOIIOJEHHE 3a COCTOSHHUEM ITalMeHTA.
PekoMenayercss  HauMHATh  KOMOWHHMPOBAHHYIO  TEpaluid B YCJIOBUAX  CTalMOHapa
U OCYIIECTBISATH COOTBETCTBYIOIIMH MOHHMTOPUHT (TOKa3aH JINATEIbHBIN KOHTpoiab UYCC,
10 MEHBUIIEH Mepe, OO YyTpa CIEIYIOUIero JAHsA IOCle MEepBOTO OJHOBPEMEHHOTO IpHeMa
(bUHTOIMMO/1a M OUCOIIPOIIOIA).

KombOunammu, tpedyrolme 0co00il 0CTOPOKHOCTH

Jleuenue apmepuanvHoll 2unepmensuu U CMmeHoKapouu

AnTHapuTMHueckue cpeactaa I kiacca (Hanpumep, XUHUIUH, TU30MTUPAMUL, JIU0KauH, (EHUTOUH,
bnexanana, nponadeHOH) MPH OJHOBPEMEHHOM MPUMEHEHHUU C OMCOIMPOJIOJIOM MOTYT CHHIKATh
aTPUOBEHTPUKYIAPHYIO TPOBOJUMOCTh M COKPATHTEIBHYIO CIIOCOOHOCTh MUOKAp/Ia.
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Bce nokazanus x NpUMeEHEerUuro npenapama BMCOI’ZpOJZ(

BMKK, mpousBoaHbie muruaponupuanHa (Hampumep, HUGETUNUH, (HEeTOAUNUH, aMIIOIUIINH),
IpU OJHOBPEMEHHOM IPUMEHEHUH C OHCONpOJIOIOM MOTYT YBEIMYMBAaTh PUCK DPA3BUTHSA
apTepuaibHOM TUNOTeH3uW. Y mnanueHToB ¢ XCH Henap3s HCKIIOYUTh PUCK MOCIEAYIOIIETO
YXYIIICHUs] COKPAaTUTENbHOM (PyHKIIH cepana.

Antnaputmuueckue cpeacta Il kmacca (Hampumep, aMHOJapOH) MOTYT YCHJIMBATh HApPYIICHHE
ATPUOBEHTPUKYIIIPHOU IPOBOAUMOCTH.

JletictBue OeTa-aapeH00JI0KaTOPOB JJIsi MECTHOTO TPUMEHEHHWs (Hampumep, TJIa3HBIX Karlelb
JUISL JIGYEHUS! TIIayKOMBI) MOXKET YCHUJIMBATh cucTeMHbIE 3(dekThl Oucompoinona (cHmwkeHue A/l
ypexkerne YCC).

[TapacuMIIaTOMUMETHKH TIPU OAHOBPEMEHHOM IMPHUMEHEHHHM C OMCOIPOJIOIOM MOTYT YCHUJIMBATh
HapylIeHUE aTPUOBEHTPUKYJISIPHON TPOBOAUMOCTH U YBEIMYUBATH PUCK Pa3BUTHSI OpaJuKapauH.

I'unormikeMu4deckoe ,Z[GI>'ICTBI/IG HWHCYJIMHA WUJIM TUIOTJIMKCMHUYCCKUX CPCACTB JIA NpHEMa BHYTPb
MOJET YCHJIMBAThCs. [IpHU3HAKU TUMIOTIMKEMHUH, B YaCTHOCTH TaXHKapAHs, MOTYT MacKHpPOBAThCS
HUIIN MTOJaBJIATHCA. HO,Z[O6HBI€ BBaHMOHeﬁCTBHH 60.]'[66 BCPOATHBI IPU MPUMCHCHUN HCCCIICKTUBHBIX
OeTa-aIpeH00I0KAaTOPOB.

CpencTtBa ansi MpOBEACHUs OOIIEH aHECTE3WH MOTYT YBEJIMYHMBATH PUCK KapAHOACTPECCUBHOTO
NENCTBUS, TPUBOJISI K apTepUaIbHOM runoTeH3nu (cm. pazaen 4.4., monapaszaen «OcobObie ykazaHus»).

CeppeuHble TIUKO3UABI MPU OJHOBPEMEHHOM IMPUMEHEHHH C OHCOMPOJIOIOM MOTYT MPUBOAUTH
K YBEJIMUEHUIO BPEMEHH MPOBEICHUS UMITYJIbCA, U TAKUM 00pa3oM, K pa3BUTHIO OpaguKapIuu.

Hecrepounnsie nporuBoBocnanutenbubie npenapatsl (HIIBII) Moryr cHukaTh IMNOTEH3UBHBIN
s dexT ducomnponona.

OnHOBpeMEHHOE MPUMEHEHUE OUCOMpoIoia ¢ OeTa-aipeHOMIUMETUKAaMU (HalpUMep, H30TIPEHAJIHH,
n00yTaMuH) MOXET MPUBOIUTH K CHUKEHUIO ¢ dekTa oooux npemnapatoB. Coueranue OMCOMpoIIoia
C aJApEHOMHMETHKAMH, BIMSIOIIMMHU Ha OeTa- W anbda- aIpeHOPEUeNnTophl (HAmpuMmep,
HOpAMUHEPPHUH, dMUHEDPUH), MOKET YCHUIMBATH BAa30KOHCTPUKTOPHBIE A(D(PEKTHI ITUX CPEICTB,
BO3HHUKAIOIIUX C y4acTHEM alb(a-aJpeHopernenTopoB, npuBoAs K nosbimeHuto AJl. IlomoOHble
B3aUMOJICHCTBHS 00JIee BEPOSTHBI PU MPHUMEHEHHH HECEIIEKTUBHBIX OeTa-aIpeHO0I0KaTOPOB.

AHTUTUNIEPTEH3UBHBIE  CPEACTBA, TaKXke, KaKk © JpPYyrHe CpeacTBa C  BO3MOXKHBIM
AHTUTUIEPTEH3UBHBIM 3(PdeKToOM (Hampumep, TPUIUKIMYECKUE aHTUICIIPECCAaHThI, OapOUTypaThI,
(deHoTHa3uHbl), MOTYT YCHJIMBAThb TUIOTEH3UBHBIH 3¢dext Oucomnponona. Medroxun
IpH OJHOBPEMEHHOM TIPUMEHEHHH C OWCOMPOJIOJIOM MOXKET YBEIHYUBATh PHCK Pa3BUTHS
OpaauKapauu.

Nurn6utoper Monoamuuokcunassl (MAO) (3a wuckmouenneMm uHruoOuropoB MAO B) moryt
YCUJIMBATh TUMOTEH3UBHBIHN 3 dekT Geta-anpenodmokaropoB. OJHOBPEMEHHOE TPUMEHEHHE TaKKe
MOXET MPUBECTH K PA3BUTHUIO THIIEPTOHNIECKOTO KPH3a.

KoMOunanmu KOTOPLIC CJICAYECT IPUHNUMATh BO BHUMAHHUC

Anxanoudsi cnopvinbu

HerunpupoBanHble — ankajlouabl  CHOPBIHBM  IOBBIIAIOT  PUCK  Pa3BUTHUA  HapyLICHUM
nepuepuyeckoro KpoBOOOpallleHUsl. OproTaMHMH MOBBIAET PHUCK Pa3BUTUS HAPYLICHUS
nepudepuyeckoro KpoBooOpaIieHusl.

cDapMaKOKuHemuquKue 63AUMO0eUCEUS

B ¢dapmakoKMHETHYECKHX HCCICIOBAHUSAX HE BBHISBICHBI B3aUMOJCUCTBUSA OHCOMpOIIONa
C TUA3UAHBIMH IUYpETUKaMU (HampuMmep, ¢ TUAPOXJIOPOTHAZUIOM) H LIUMETUIMHOM.
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Bucomnposon ne okas3biBan s pexra Ha hapMaKOKUHETUKY Teoﬁn/m

Pudamnun yBenmuuBaer MeTaOONMYECKUN KIMPEHC W YKOPAYMBAET IEPHOJ TOTYBbIBEACHUS
Oucomnposoa, 0JHAKO KOPPEKIIUH J03bI IpernapaTa He Tpedyercs.

Buconposnon He BIMsIET Ha MPOTPOMOMHOBOE BpeMsl y MAIMEHTOB, IOyYarONNX CTAOMIBHYIO 103y
BapdapuHa.

4.6. PepTHIBHOCTD, 0€PEMEHHOCTb U JIAKTALUS

bepemeHHOCTD

®dapmakonorudyeckue 3(QPexThl OMCONMposiona MOTYT OKa3aTh HEOJIaronpusTHOE BO3JCHCTBHE
Ha  TeueHHMe  OEpPeMEHHOCTH W OpPraHuM3M  IUIOJa/HOBOPOKIACHHOro. B 1memom,
Oera-apeHO0IOKAaTOPBI CHIKAIOT KPOBOTOK B TUIAIICHTE, YTO MOXET MPUBOIMTH K 33J€PIKKE pocTa
I0Aa, BHYTPUYTpOOHOW rHOenM IUloa WIM TOPEXIEBPEeMEHHBIM  poaaM. Y  1iofa
U HOBOPOXXJICHHOTO MOTYT pa3BUBAThCS HEXKENATEIbHBIC SBJICHUS, HANPUMEpP, THITOTIMKEMHUS
u Opanukapnaus. [Ipu HeoOXoaMMOCTH JiedeHus1 OeTa-apeHo0I0KaTOpaMy PEANOYTEHUE CIeIyeT
OT/IaBaTh CEJIICKTUBHBIM O€Ta1-aIpeHO0IOKATOPAM.

IIpu OepeMeHHOCTH OMCONMPOJION CIEAYET NPUMEHSTh TOJNBKO B ciydae aOCOMIOTHOU
HEOOXOJMMOCTH, €CITM OXKHIaeMasl IMoJIb3a JUIS MaTepy IPEBBIIIACT BO3MOXHBIH PHUCK Pa3BHUTHS
HEXXEJaTeNbHbIX PeaKLUil y 1012 /UK HOBOPOXKIEHHOTO.

Cnenyer oOTclexHBaTh KPOBOTOK B IUIAlIGHTE M MaTKe, a TakXke Ha0loJaTh 3a pPOCTOM
U pa3BuUTHEeM Oyaymiero pebeHka. B ciydae MosSBICHHsS HEXENTATENbHBIX SIBICHUH B OTHOLICHUU
OepeMEeHHOCTH U/WIIH IJ10J]a PEKOMEHAYETCS] IPUMEHSTh albTePHATUBHBIE METOIbI TEPAIIUH.

Crnenyer TmIaTenbHO OOCIIEAOBAaTH HOBOPOXJAEHHOTO TOCJTE POAOB. B mepBble Tpu IHS >KHU3HU
Yy HOBOPOX/IEHHOT'O MOT'YT BO3HMKAaTh CUMIITOMBI OpaJiuKapAuu U FMIIOTIMKEMHH.

JlakTarus

[lo naHHBIM JOKIMHUYECKUX MCCIEIOBAHUN OMCOMPONION W/MIU €ro METa0OJNUThl BBLAEISIOTCS
B MOJIOKO JAKTUPYIOUIUX KpbIC. JIaHHBIX O BBIJCIICHUH OHMCOMpPOJOia B TPYAHOE MOJOKO HET.
[looaToMy He peKOMeHAyeTCsl MPUHUMAaTh OHCOMPOJOa JKEHIIMHAM B MEPHOJ TPYAHOIO
BckapmimBaHus. Ecniu npuem Owucomposiona B TMEPUON JIAKTallMd HEOOXOAUM, TpYIHOE
BCKapMJIMBaHUE CIIEYET IPEKPATUTh.

4.7. BiusiHue Ha CcHOCOOHOCTH YNPABJAATL TPAHCIOPTHBIMHM CpeACTBAMM M padorarh
¢ MeXaHU3MaMH

[Ipemapar bucomponon PeneBam He OKa3plBaeT BIUSHHE HAa CHOCOOHOCTh YIPABIATH
TPaHCHOPTHBIMM CPEACTBAMHM, COTJIACHO pPe3yibTaTaMm ucciaenoBanus, y nanuentos ¢ MbC. Onnako,
BCJIC/ICTBHUE WHANBUAYAIBHBIX PEAKIIUi, CIIOCOOHOCT YIPABISATH TPAHCIIOPTHBIMH CPEICTBAMU WITH
pabotaTb ¢  TEXHHYECKHM  CJOXKHBIMM  MEXaHM3MaMH  MOXeT  ObITh  HapylleHa.
Ha s10 cnexyer oOpatuTh 0cob0e BHUMaHKE B Havajle TePAluy, [OCIIe U3MEHEHUS JI03bl, a TaKXKe
MIPU OJHOBPEMEHHOM YTOTPEOICHUH aTKOTOJIsl.

4.8. HexxennaTesbHbIE peakuu

Pe3roMe HexemaTenbHbIX PEAKIIUNI

HexenaTenbHple peakiuyd pactpeeieHbl B 3aBUCUMOCTH OT YacTOTHI WX BO3HUKHOBEHUS: OYCHD
gacTto (> 1/10), wacto (> 1/100, vHO < 1/10), HewacTo (> 1/1000, HO < 1/100), penko (= 1/10000,
HO < 1/1000), ouens penko (< 1/10000), uacTora Hen3BecTHA (HA OCHOBAHWY MMEIOIIUXCS JAHHBIX
OIICHUTH HEBO3MOYKHO).
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Icuxuueckue Hapywernus

Heuwacro — genpeccusi, 6eccoHHuIa.

Penxo — raymutronuHaIiy, HOYHBIE KOITMApHI.

Hapywenus co cmoponul nepgHoii cucmemul

YacTo — roJI0BOKPYKEHHE , TOJIOBHAs 6OIb .

Penxo — norepst coznanus.

Hapywenus co cmoponul opeana 3penus

Penko — ymeHbIeHuE cne3oTeueHus (cieayeT yYuThIBaTh MPU HOIIEHUH KOHTAKTHBIX JIUH3).
OdeHb peIko — KOHBIOHKTUBUT.

Hapywenus co cmoponul opeana cnyxa u nabupunma

Penko — HapymieHue ciryxa.

Hapywenus co cmoponul cepoya

Ouenb yacto — Opagukapaus (y nanueHtos ¢ XCH).

Yacto — ycyryonenue cumntomoB TeueHuss XCH (y manmenTos ¢ XCH).

HeudacTto — HapylieHue aTpHOBEHTPUKYISPHOM NPOBOAMMOCTH, Opanukapaus (y MalHueHTOB
C apTepHalbHOW TUNEPTEH3UWEH WM CTEHOKapauei), ycyryosenue cumntoMoB TedeHuss XCH
(Y manueHToB ¢ apTepUAIbHON TMIEPTEH3UEN WM CTEHOKapIuei).

Hapywenus co cmoponul cocyoos

qaCTO — OH_IYH_IGHI/IG IIOXO0JIOJaHuAd HUJIN OHCMCHHUA B KOHCYHOCTAX, BBIpa)KeHHOG CHHNIXCHUC AI[,
ocobenHo y nanuenToB ¢ XCH.

HeuacTto — oprocTaTndeckas runoTeH3uUs.
Hapywenus co cmoponul Ovixamenvhoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs

Heuacto — OpoHXOCNa3M y ManueHTOB ¢ OPOHXHMAJIBHON acCTMOM MM OOCTPYKIMEH IbIXaTeIbHbBIX
MyTel B aHAMHE3€.

Penko — ajmepruyeckuii puHHUT.

Hapywenus co cmoponul dceny0ouno-kumeuHo2o mpakma
Yacro — TomHoTa, pBOTA, AUApEs, 3a110p.

Hapywenus co cmoponul neuenu u scenuegulgooauux nymei
Penko — remarur.

Hapywenus co cmopoHbl Kodicu u nOOKOACHBIX MKAHEl

PG,Z[KO — pCaKkuuu MMOBBILIEHHOM YYBCTBUTCIIbHOCTHU, TAKHC KaK KOXKHBIN 3yHd, Cblllb, TUIICPCMUS
KOX>XHBIX ITOKPOBOB U aHFI/IOHeBPOTI/I‘IeCKI/Iﬁ OTCK.

Ouensb penko — anomnenus. bera-aapeHo610KaTOPBI MOTYT CIIOCOOCTBOBATH 0OOCTPEHUIO CUMIITOMOB
TEYEHUs TICOPHa3a WM BBI3BIBATH ICOPUA3OIMIO00HYIO CHIIb.

Hapywenus co cmopoHbl MbluieuHoll, KOCMHOU U COeOUHUMENbHOU MKAHU
Heuacto — Mpieynast ciabocTh, CyA0POTH MBIIIII.
Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembl U MOJIOYHBIX JHcele3

Penko — spexkTunpHas AUCPYHKITHS.

10



COOTBETCTBYET ZKCNEPTHOMY OTUETY

02.02.2026 Ne 1673

oT |_|'_.'\.'|'_ FAREFAs

(NOCNEQCBATENEHOCTE 0003)

Obwue napywenus u peakyuu 8 mecme 86e0eHuUsl

sk
Yacto — acrenus (y nanueHToB ¢ XCH), moBeIIIeHHAS yTOMIISIEMOCTb .
Heuwacto — acTenust (y MaMeHTOB C apTepUaIbHON TMIIEPTEH3UEN WIN CTEHOKApAUEH).
Jlabopamophvie u uncmpymenmanbHvle OaHHblE

PG,Z[KO — MOBBIIICHUC KOHUCHTPpAIUU TPUTTTUMLICPUAOB U AKTUBHOCTU «IICUCHOYHBLIX)» TpaHCAMHWHA3
B KpoBH (acnapratamuHoTpancdepasa (ACT), amannHamuHoTpancdepasa (AJIT)).

"V HalneHTOB ¢ apTepuajbHON TMIIEPTEH3HEH WM CTeHOKapAueld 0COOEHHO YacTO JAaHHBIE CHMIITOMBI MOSBIIAIOTCS
B Hadane Kypca jedeHus. OOBIYHO 3TH SBIEHUS HOCAT JIETKHUH XapakTep M MpPOXOMAT, KaK INPaBHIO, B TEUCHUE
1-2 Hepenb Mmocye Havaja JCUCHHUS.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo cooOmare 0 moJ03peBacMbIX HEXENaTeIbHBIX PEaKIHIX MOCIe PETUCTpAIlH Ipernapara
C uenplo obecredyeHus] HEMPEePHIBHOTO MOHUTOPUHTA COOTHONICHUS «IOJIb3a — PHUCK»
JIEKApCTBEHHOTO Tpernapara. MEeTuIMHCKUM pa0OTHUKAM PEKOMEHIYETCsl CcOooOmaTh O JHOOBIX
MO/I0O3PEBAEMBIX HEKENATENbHBIX PEAaKIUsAX JIEKAPCTBEHHOIO TMpernapara 4Yepe3 HalMOHAIbHBIC
CHCTEMBI COOOIICHUSI O HEXKEIATeIbHBIX pEeaKIUsIX TOCylapcTB — WICHOB EBpasuiickoro
HKOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

denepanbHas ciryx0a o Haa30py B cepe 3IpaBoOXpaHEHUsI.
Anpec: 109012, r. MockBa, CnaBstHcKast miiomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnekTpoHHas movra: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CHUMIOTOMBI

Haubonee yacTble CUMITOMBI NEPEIO3UPOBKU: BBIPAKEHHAsE OpajuKapaus, aTpUOBEHTPUKYIISIpHAS
On0Kana, BeIpaKeHHOE cHWkeHHe A]Jl, ocTpas cepiaedHas HEIOCTATOYHOCTh, THITOTIIMKEMHUS,
OpoHXOCTa3M.

UyBCTBUTEIBHOCTD K OTHOKPATHOMY IIPUEMY BBICOKOM J103bI OMCOIIPOJI0JIa CUIILHO BapbUPYET CPean
OTJICBHBIX MAIMEHTOB U, BEPOsATHO, manueHTsl ¢ XCH 001a1at0T BEICOKOW 9yBCTBUTEIHHOCTHIO.

JleyeHune

[Tpy BOSHUKHOBEHHH MEPEIO3UPOBKH, MPEXK]IC BCETO, HEOOXOAMMO MPEKPATUTh IIPUEM TperapaTa u
HAYaTh MOAJIEPKUBAOILYI0 CUMITOMAaTHYECKYIO TEPAIHIO.

[Ipu BbIpakeHHOW OpaauKapAuMM — BHYTPHUBEHHOE BBeleHHe arponuHa. Ecmm sddekr
HEJIOCTaTOYHBIH, C OCTOPOYKHOCTBIO MOXKHO BBECTH CPEJICTBO, OOJaaromiee MOJI0KUTEIbHBIM
XpPOHOTPONIHBIM  JeiicTBHeM. MHorma MoxkeT moTpeOOoBaThCsl  BpEeMEHHas  IOCTaHOBKa
AIIEKTPOKAPANOCTHMYJISITOPA.

IIpu BbIpa’keHHOM CHUXEHMM AJ] — BHYTPHMBEHHOE BBEJIEHHUE IJIa3MO3aMELIAIONIMX PACTBOPOB
U Ba3ONpPECCOPHBIX IpenaparoB. BHYTpUBEHHOE BBEICHHE IJIFOKATOHA MOXET  OBbITh
11eJ1eCO00pa3HbIM.

[lpn aTpuOBeHTpUKYISpHOW OJOKaje TMAIMEHTHl JOJDKHBI HAXOJUTHCS IO IOCTOSHHBIM
HAOJMIOZCHWEM U TOJyyaTh JIEYeHHE OeTa-aApeHOMUMETHKAMH, TaKUMH KaK »IHHe()pPHUH
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Ilpu oboctpenun Tedenuss XCH — BHYTPUBEHHOE BBEICHHE [HYPETUKOB, IIPENapaToB

C TIOJIOKUTENIbHBIM HHOTPOIHBIM 3()(hEeKTOM, a TaK)Ke Ba30MJIaTaTOPOB.

[Ipu Oponxocna3sme — Ha3HauYE€HHUE OPOHXOIMUIIATATOPOB, B TOM YHCIE O€Taz-aJipeHOMHUMETHKOB
W/WIM aMUHO(PHIUTHHA.

[Ipu runorinMkeMuu — BHyTPUBEHHOE BBEJIEHUE IEKCTPO3bI (TJIFOKO3BI).

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepaneBTHUECKas rpyma: 6eTa-aJpeH00I0KaTOPhI; CEICKTUBHBIE OeTa-aipeH00I0KATOPHI.
Kon ATX: C07ABO07

MexaHusM aeiicteus U hapMakoauHaMudeckue 3O GEKThI

CenekTuBHBIN OeTai-anpeHoOJ0KaTOp 0e3 COOCTBEHHONW CHMIATOMHUMETHYECKON aKTUBHOCTH,
He o0namaer MeMOpaHOCTAOMIM3UPYIOIUM JeicTBUeM. bucomponon B TepaneBTHUECKUX J103aX
o0nazaeT HE3HAUUTENbHBIM CPOJCTBOM K OeTaz-aipeHOpelenTopaM BHYTPEHHUX OpraHoOB
(moKenyTouHast KeJe3a, CKeJIETHbIE MBIIIIIBI, TTIaJKas MyCKyJaTypa nepudepuyeckix apTepHid,
OpOHXOB M MaTKH), a TAKXKe K O0eTaz-aJpeHoperienTopaM, Y4aCTBYIOIIUM B PETYIISIITUN METa00IM3Ma.
CrnenoBatenbHO, OUCOTPOIION (B OTIUYHE OT HECEICKTUBHBIX OeTa-aApeHOOIOKATOPOB) B IEIOM
HE BIIMSET Ha CONPOTHUBJICHHE JbIXAaTEIbHBIX MyTEH, OKa3bIBa€T MEHEE BBIPAKEHHOE BIIMSHHE
Ha OpraHbl, cofepxaie 0eTaz-apeHOPELenTOPbI, U Ha YIIIEBOAHbII OOMEH, HE BBI3BIBACT 3a/1€PKKU
MOHOB HATpHs B OpraHu3Me. Bripa)keHHOCTh aTEpPOreHHOr0 JEHCTBUS OMCOIPOJIoia HE OTJINYaeTcs
OT JCWUCTBUS  MpomlpaHosona. B TepameBTHYeckMX  J03ax  OMCONpPOJION  OIOKHpYET
OeTaj-aIpeHOPELeNTOPbl CEepAlla, YMEHBIIAET CTUMYJIMPOBAHHOE KaTeXxoJlaMUHAMU O0pa3oBaHUeE
UKIH4Yeckoro aaeHosnHMoHodochara (MAM®P) u3 agenosuntpudochara (ATD), cHuxaer
BHYTPUKJIETOYHBI TOK MOHOB KajbIMs, OKa3bIBa€T OTPHUIATEILHOE XPOHO-, IPOMO-, OaTMO- H
HE SIBHO BBIP@XEHHOE MHOTpOIHOe JeiictBue. bucomponon ymenpmaer YCC B mokoe u
IpU Harpys3ke, 3aMmelIsieT aTPUOBEHTPUKYJSPHYIO MPOBOJMMOCTb, YMEHBIIAET BO30YIUMOCTD
Muokapaa. CHHXKaeT ceplIeuHbli BHIOPOC, B HE3HAYUTEIBHON CTETIEHU CHIDKACT YAApHBIH 00BEM.
YMeHbI1aeT noTpeOHOCTh MUOKap/a B KUCIOPOE, CHUKAET aKTUBHOCTh PEHUHA TJIa3Mbl KPOBH.

B nauane meuenuss B mepBbie 24 yaca moclie mpuema Oucorpoiiona odiee mepudepudeckoe
cocymuctoe conpotusieHue (OIICC) HeckoapbKO yBeTMYHMBAETCS (B PE3yNbTaTe PEUHUIPOKHOTO
BO3pacTaHMsl aKTUBHOCTH aibda-anpeHopenentopon). Yeped 1-3 cyrok OIICC BoszBparmaercs
K ucxonHomy. [Ipu nnurenbHOM Tepanuu n3HadanbHO noBbiieHHOE OIICC cHmkaeTcs.

MaxkcuManbHBI TeMOJMHAMUYEeCKUN dPeKT qocTuraercs yepe3 3—4 daca rocie npuemMa BHYTPb.
[Ipu mpumenenun 1 pa3 B CyTKH TeparneBTHUeCKui 3G (EKT OrCcompoiona COXpaHsIeTcss B TEUCHUE
24 gacoB 6marogaps 10—12-yacoBomy nepuo/y MOTYBbIBEICHHS U3 MJIa3Mbl KPOBH.

buconponon obnamaeT TakuMH K€ AJIEKTpOPU3HOTIOTHYECKHMMH d(hdeKTamMu, Kak u JIpyrue
Oera-agpeHoOnokaTopsl. B anekrpodusnonornueckux uccienoBanusax oucomnposon ypexan UCC,
yBEJIMYMBAJ  BpeMs  MPOBEINEHHA U peppakTepHble  NEpPUOAbl  CHHOATPUAIBHOIO
U aTPUOBEHTPUKYJSApHOro y3710B. OTMmeuaercs yuMHeHHe uHTepBaioB RR u PQ, a Ttaxxke
koppurupoBanHoro narepBaia QT (QTc) na OKI (B mpeaenax HOpMaTbHBIX 3HAYCHUT ).

bucomnponon oka3piBaeT aHTUTUIIEPTEH3UBHOE, AaHTUAPUTMUYECKOE U aHTHAHTUHAJIBHOE JCCTBUE.
MexaHu3M  aHTUTUIEPTEH3UBHOTO  JEMCTBHS  OMCOMpOJIONIa  U3YYeH HE  IOJHOCTHIO.

AHTUTUNEPTEH3UBHBINA 3((EKT MOXKET OBITh CBSA3aH C YMEHBIICHHEM MHHYTHOTO 00beMa KPOBH,
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B IJIa3M€ KPOBH U aKTHBHOCTH PEHUH-aHTHOTCH3WHOBOM CHCTEMBI (MMEET OOJIBIIIOE 3HAYCHHE JIJIS
MalUEeHTOB C MCXOAHOW THUIEPCEKpelUe pEeHHWHA), BOCCTAHOBJICHUEM YYBCTBUTEIBHOCTH
OapoperenTopoB IyTH aOpThl B OTBET Ha CHIKeHHWE AJl M BIMSIHHEM Ha IEHTPAJbHYIO HEPBHYIO
cucremy (IIHC). Ilpu aprepmanpHoOi rumepreH3und 3¢¢ekT HacTymaeT uepe3 2—-5 THEM,
MakCUMaJibHOE CHIUKEeHUE Al jocTuraeTcs, Kak MpaBuiio, Yepe3 2 HelleNy MOociie Havasa JeYeHuUs.

AHTHAHTUHATBHBIA 3¢ (eKT 00yCIOBIEH yMEHBIIEHHEM MOTPeOHOCTH MHOKapAa B KHCIOPOE
B pesynbTaTe ypexenuss YCC, He3HaUNTETLHOTO CHIKEHUS COKPATUMOCTH, YUTHHEHHEM JTHACTOJbI,
yaydmieHneM — nepdy3uu  Muokapaa. Ilpm  OoJHOKpaTHOM  NPUMEHEHWH Yy  TalUeHTOB
¢ UBC 6e3 nmpuznakoB XCH 6uconpomnon camkaer YCC, ynapHbiii 00beM cep/ilia 1, Kak CJIE/ICTBHE,
yMeHbIIaeT (GpakIuio BEIOpOca U MOTPeOHOCTh MUOKap/Ia B KHCIOPO/IE.

AHTHapuTMUUYecKuii 3((HEeKT 00YyCIOBICH YCTpaHEHHEM apUTMOTCHHBIX (DaKTOpPOB (TaxUKapIuH,
MOBBIIIEHHONW aKTUBHOCTH CUMITIATUYECKON HEPBHOM CHUCTEMBI, YBEIMUEHHOTO coaepxanus HAMO,
apTepHalibHON TMIEePTEH31N), YMEHBIIEHUEM CKOPOCTU CIIOHTAHHOT'O BO30YXKIEHHS CHHYCHOTO U
OKTOIMYECKOIO BOJAWUTENEM pUTMAa U 3aMEVICHUEM AaTPUOBEHTPUKYISIPHOTO IPOBEACHHUS
(MpeuMyIeCTBEHHO B aHTErpaJHOM M, B MEHBIICH CTEIeHH, B PETPOrPaHOM HaIpaBIECHUSIX Yepe3
aTPUOBEHTPUKYJISIPHBIHN Y3€11) U 11O TOTIOJIHUTEIbHBIM ITyTSIM.

5.2. ®apmMakoKHHEeTHYECKHE CBOMCTBA

AOGcopOrms

buconponon moutu mnonHocThio (> 90 %) BcachBaeTCsl M3 KEIYAOYHO-KHUILIEYHOTO TpaKTa.
Ero 6I/IO,Z[OCTyHHOCTB BCJICACTBUEC HE3HAYUTCIIBHOI'O MeTa6OJII/13Ma «Ipu OCPpBOM HNPOXOKIACHUUN
yepes nedeHsb (mpudauzurtensbHo 10 %) coctasmisiet okoio 90 % nocine npuema BHYTps. [Iprem numm
HE BJIMACT HA 6I/IOI[OCTy1'[HOCTB. MaxkcumanbHas KOHICHTpalus B IJIa3ME KPOBU JOCTUTACTCSA YCPC3
2-3 yaca.

Pacnpenenenue

buconponon pacnpenensercs M0oBONIbHO IMHPOKo. OOBEM pachpeneieHus] COCTaBisieT 3,5 J/Kr.
Casi3b ¢ OenkaMu TUTa3Mbl KpoBH JocTUraet npumepHo 30 %.

Buorpanchopmariis

MeTtaboau3upyercsi 0 OKUCIUTEIBHOMY MYTH 0€3 mocienyroniei Konpioranuu. Bee MetabonnTsl
00Ja1al0T TOJIIPHOCTHIO (BOJAOPACTBOPUMBI) W BBIBOAATCS moukamMu. OCHOBHBICE METa0OJIUTHI,
oOHapyXKUBaeMble B IIa3M€ KPOBM M MOYE, HE MPOSBIAIOT (HapMaKOJIOTUYECKOH aKTHBHOCTH.
JlaHHBIC, TTOJTyYEHHBIE B PE3yJIbTaTe 3KCIIEPUMEHTOB C MUKPOCOMaMH IE€YECHHU YelIOBEeKa in Vitro,
MOKa3bIBAIOT, YTO OMCOMPOIION META0OIU3UPYETCS B MEPBYIO O4Yepeab C MOMOIIbI0 H30(hepMeHTa
CYP3A4 (oxo1no 95 %), a uzopepment CYP2D6 urpaet nuirs He3HAUUTEIHHYIO POJIb.

ONIMMUHALIMSA

Knupenc Oucomnponona ompeneisieTcss paBHOBECHEM MEXAY BBIBEJCHHEM €ro IMOYKaMH
B HEM3MEHEHHOM Buje (okoso 50 %) u merabonusmoMm B mieueHu (okoio 50 %) 1o MeTaboIuTOB,
KOTOpBbIE  Takke BBIBOIATCS  moukamu. OOmuii  KIMpeHc  cocTtaBiuser 15  n/gac.
[Tepuon nonyseiBenenus (T12) cocraBisier 10—12 gacos.

OtcyrctByer wuHbpopmamuss o ¢dapMakOKMHETHKe Oucomposiona y mnanueHtoB ¢ XCH w
OJTHOBPEMEHHBIM HapyleHHEeM (QYHKIIUY TeUYEHH WIH MOYEK.

JIn"eHOCTh (HEINMHENHOCTS)

bucomnposnon 1eMOHCTPUPYET JIMHEWHYIO KUHETUKY, IPUYEM €r0 KOHLEHTpAaluu B ILIa3Me KPOBHU
MPONOPIMOHATILHBI TPUHATON J103€ B AUara3zoHe ot 5 10 20 mr.
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Oco0ble rpynibl MalueHTOB

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Toueunas neoocmamoynocme

B uccnenoBanuu y naineHToOB ¢ MOYEYHON HEJOCTATOUHOCTHIO (cpenHuii kinpenc kpearnHuHa [KK]
28 mi/mMuH) ObUTO TIOKa3aHO, uTO cHwkKeHne KK compoBoxmaercs yBenmmdeHUEM Cmax, AUC
(momra e Mo KPUBOM «KOHLEHTpaus-BpeMs») u T12 Oucomposnoa.

[TockonbKy KIHMpeHC OHUCOMposiona B PAaBHOW CTENEHU OCYIIECTBISETCS IMOYKAMH M IEYEHBIO,
CYIIECTBEHHON KyMYJISIIIUK OMCOIPOIIOA Y MAMEHTOB C JIETKON ¥ YMEPEHHOMN CTETEeHBIO MOYeYHON
HEJOCTAaTOYHOCTH HE OTMedaerca. B cioywae TsOKenoW IMOYEYHOW  HEIOCTATOYHOCTH
(KK <20 mu/MuH) KyMyJsiusi MOKET MPOMCXOAMTH, M J03a Ipernapara He J0JDKHA MPEBBIIIATh
10 Mr B CyTKH.

Ieuenounas nedocmamounocms

VY mnanueHToB C IHUPPO30OM MEYEHH OTMEYaeTcsl BBICOKas BapHaOeIbHOCTh W 3HAYUTENbHOE
3aMeJICHHE JIMMHHAIMN IO CPAaBHEHMIO CO 310poBbIMHU JroabMu (T12 Gucomposona cocTaBiser
ot 8,3 no 21,7 gaco). Knuauveckn 3HaunMble pazaudus GapMaKOKHHETUKH MEXITY MallieHTaMU
C HOPMaJIbHOM 1 HapylIeHHO! (QyHKIIMEW TeYeH! He BhISIBIICHBL. B ciryyae BhIpaykeHHOM Me4eHOYHON
HEJIOCTATOYHOCTH KYMYJISILIUS MOKET IPOMCXOIUTh, U 103a IIperapaTa He T0JbKHA mpeBbiars 10 mMr
B CYTKH.

Xponuuecmﬂ cep()eqﬂaﬂ Heo0oCmamo4HoOCHb

Y namuentos ¢ XCH III pyHKumonansHOro kacca no knaccudukamuy Hero-Mopkcekoii akanemun
no wu3ydeHuto 3aboneBanuii cepana (NYHA) Owbutn oTMeueHbl 0Oojiee BBICOKOE COJEpIKaHHE
Oucomponona B 1asmMe KpOBH U yBEJIWYECHHBIN NEPUOL II0JIYBBIBEJICH U,
[0 CPaBHEHHUIO CO 3J0pOBBIMU J00poBosibLIaMHM. MakcuManabHas KOHLEHTpauus Ouconposona
B IJIa3M€ KPOBH B PaBHOBECHOM COCTOSIHUM cocTaBisgeT 64 + 21 Hr/mu npu cyrouHoii ngo3e 10 mr;
T cocraBnsger 17 £ 5 gacos.

dapmakoknHeTHKa Oucomnposnona y nanueHToB ¢ XCH u comyTcTByOmmMM HapymeHueM (yHKIUN
IIEYCHH WJIM NT0YEK HE N3y4allach.

ﬂuua nooaHCUs0c0 so3pacma

Y maiMeHTOB MOKWJIOTO BO3pacTta OTMEYAeTCs HE3HAYUTENbHOS YBEJIHMUYCHHE HEKOTOPBIX
¢dapmakokuHernyecknx mokazareneid  (Ti2, AUC, Cmax) OHcoOmpoisiona, IO CpaBHEHHUIO
C MOJIOJIBIMHU TIALIMCHTAMH, MPEANOIOKHUTEILHO B CBA3M C BO3PACTHBIM CHIDKCHHUEM MOYEYHOTO
kiupeHca. OHaKO 3TH pa3iHyus HE SBJISIOTCSA KIMHHUECKU 3HAYUMBIMU U HE TPEOYIOT KOPPEKIIUU
710361 OUCOITPOJIOIA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

[enmono3a MEKPOKPUCTAIITNYECKAST,
KpaxmaJy KyKypy3HbIi;

KPOCTIOBU/IOH;

KPEMHHS JTUOKCH] KOJJIOMTHBIN (a3pocui);
MarHus creapar.

CocraB 000I0YKH:

TUIpOMeIIo3a (THAPOKCUIPONIIMeTHIIeIUTioN03a) (E464);
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tutana guokeua (E171);

MakporoJ (moaudTuiaeHrukons) (E1521);

numetukon 100 (E900).

6.2. HecoBmMecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3rona.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH NMPHU XPAHEHUU

XpaHUTh B KOHTYPHOH SYEMKOBOM YIIAKOBKE B IIAYKE JUI 3alIUTHI OT CBETA IIPU TEMIIEpaType HUXKE
30 °C.

6.5. Xapakrep u cofep:kaHue NePBUYHON YIIAKOBKH

ITo 10, 14, 15 TabneTok B KOHTYPHYIO SYCHKOBYIO YHNAKOBKY W3 IUICHKH TMOJMBHUHUIXJIOPUTIHON
1 GOJIBTU ATIIOMUHHUEBO N€YaTHON JTAKMPOBAHHOM.

3,5, 6 KOHTYPHBIX SUYEHKOBBIX YIaKoBOK 1Mo 10 TabyieTok uimu 2, 4 KOHTYpHBIC TYCHKOBBIE YITaKOBKH
no 14 rTabmerok, wmm 2, 4, 6 KOHTYpHBIX SYCHKOBBIX YHNAaKOBOK 1o 15 TabmeTok
C JINCTKOM-BKJIQ/IbIIIIEM MTOMEIIAIOT B AUKy U3 KapTOHA JUIsl TOTPEOUTENLCKOM Taphl.

6.6. OcoOble MepbI NPEI0CTOPOKHOCTH NPH YHHYTOKEHUHU UCII0JIb30BAHHOI0 JIEKAPCTBEHHOI 0
npenapara WM OTXOJ0B, MOJYYEeHHBIX IOcJe NMPUMEeHEeHHs JIEKAPCTBEHHOro INpenapara, u
Apyrue MAHUMYJISALMHU € TPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas @enepanus

AxkunonepHoe o6mectBo «IIpousBoacTBeHHas hapmaneBTuueckas komrnanus OOHOBICHHE»
633621, HoBocubupckast 06:1., Cy3yHckuit paiion, pn. Cy3yH, yi. Komuccapa 3a1pKkoBa, 1. 18.
Ten./dakc: 8 (800) 200-09-95.

7.1. llpencraBuTeib AepKaTesis PerucTPAIMOHHOTO YA0CTOBEPEHUSA

[IpereH3un norpedbuTeseil HanpPaBJIATh 10 AIPECY:

Poccuiickas @enepanust

AxunonepHoe o6mectBo «IIpousBoacTBeHHas hapmaneBTuueckas komrnanus OOHOBICHHE»
630096, r. HoBocubupck, yi. CrannuonHasi, 1. 80.

Ten/daxc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru
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8. HOMEP PETHCTPALIMOHHOTO YJIOCTOREPEHHS -~/ IEAUBATEIEHOCTS 0003)

JITI-Ne(006558)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOT O ITPEITAPATA

JlexapcTBeHHBIH MpenapaT OTHOCUTCS K KaTerOpUH OTIYCKa MO pelenTy.

OOmrast xapakTepHCTHKa JIEKApCTBEHHOTo Tpernapara bucomponon PeneBan mpoctynmHa B €IMHOM
peecTpe 3aperucTpUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB EBpa3uiickoro SKOHOMHYECKOTO COI03a U
Ha  OQUIMATLHOM  CaiiTe  YIMOJHOMOYEHHOTO  opraHa  (9KCHEPTHOM  OpraHM3aIuu):
https://lk.regmed.ru/Register/EAEU_SmPC
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