(NQ )CTE 0006)
OBIIAA XAPAKTEPUCTUKA JTEKAPETBEHHOTO HPEHAPATA

1. HAUMEHOBAHUE JIEKAPCTBEHHOI' O IIPEITIAPATA
BUCOITPOJIOJI-TIPAHA, 2,5 Mr, TabJIETKH, TTOKPHITHIC TNICHOYHONH 000JI0UKOM.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JleficTByIOIIIE€E BEIIECTBO: OMCOMIPOJIION.
Kaxxnas tabierka comepxut 2,5 Mr 6ucomnposiona (B Bujae Gpymapara).

[TonHbIi IICPCUYCHDb BCIIOMOI'aTCIIBHBIX BCIICCTB IIPUBCACH B PA3JACIIC 6.1.

3. JEKAPCTBEHHAA ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOU 000JI0UYKOIA.
Kpyriibie, 1BOSKOBBITYKJIbIE Ta0JIETKH, MOKPHITHIE MIJIEHOYHON 000JI04KOi Oenoro

OBCTAa. Ha IIOIICPCYHOM pPa3pe3c TabyeTka 0eJIoro WK no4YTH 0eJIoro OBCTAa.

4. KIMHNYECKUE JAHHBIE

4.1 lloxka3aHusl K NPUMEHEHUIO

BUCOITPOJIOJI-TIPAHA mnoka3zad kK TpUMEHEHHIO Y B3pochbiX (cTapiie 18 yer)
JUISL JICUCHUS] XPOHUYECKON CEPACYHOM HENOCTATOYHOCTH.

4.2 Pe:kuM 103MPOBAHMS U CIIOCOO MPUMEHEHUS

PexxuM no3upoBaHus

B3pocibie

CrangapTHas cxema JICUeHMs] XpOHUYECKON cepaeuHoil HenoctatouHoctu (XCH)
BKJIIOYAET MPUMEHEHHE HHTHOUMTOPOB AHTMOTEH3WH MPEBPAIAIONIEro (epMeHTa
(AII®) wnm  a”TaroHMWCTOB  peuentopoB aHruorensuHa I (B ciyuae
HENEepPeHOCUMOCTH MHrHOuTopoB AIID), GeTa-aapeHo010KaTOPOB, AUYPETUKOB H,
bakyapTaTHBHO, cepaeuHbIX TmKo3uaoB. Hawano nedenus XCH mnpenaparom
BUCOITPOJIOJI-ITPAHA TpeOyeT 00s13aTebHOro MPOBEACHUS CIIeHUaIbHON (ha3bl
TUTPOBAHUS U PETYIISIPHOTO Bpau€OHOTO KOHTPOJISL.

[IpenBaputenbHbIM ycioBueM it aedenus npenapatom bBMICOITPOJIOJI-ITIPAHA
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oooctpenus. Jleuenne XCH npenaparom BUCOITPOJIOJI-IIPAHA naunnaetcst B

COOTBETCTBMM CO CIEOyIOIIEH CcXeMOW TuTpoBaHus. Ilpm 3Ttom Moxker
noTpeOOBaThCsl UHJIMBHUIyalbHAS aJlanTalusl B 3aBUCUMOCTU OT TOTO, HACKOJIbKO
XOPOIUIO MAIUEHT MEPEHOCUT HA3HAYEHHYIO 703y, TO €CTh 03y MOXHO YBEJIMYUBATh
TOJBKO B TOM CJIy4dae, €CJIM MNpeablaylias J03a XOpOUIOo NEPEHOCHIIACH.
Pexomennyemass HavaibHasi no3a cocraBisger 1,25 Mr oauH pa3 B JA€Hb. B
3aBUCUMOCTH OT WHAMBUYATbHON MNEPEHOCHUMOCTH 103y CIEAYET IMOCTEIEHHO
noBbiIaTh 710 2,5 mr, 3,75 mr, 5 mr, 7,5 mr u 10 mr 1 pa3 B nenr. Kaxnoe
MOCJICYIOIIEE YBETUYEHHUE 03bI JOJIKHO OCYIIECTBISTHCS HE MEHEE YeM uepes3 J1Be
HEJICIIN.

Ecnn yBennueHue A03bl IpenapaTta IUIOXO NEPEHOCUTCS MAllMEHTOM, BO3MOXKHO
CHUXEHUE JI03bI.

MakcumanbeHas pekomeHaoBaHHas fqo3a npu XCH cocraBiser 10 mr npenapara
BUCOITPOJIOJI-ITPAHA 1 pa3 B neHs.

Bo Bpemsi TUTpOBaHMS PEKOMEHIYETCS PETYJSPHBIM KOHTPOJIb apTePUATBHOIO
nasnenus (AJl), YCC u crenenu BbipakeHHOCTH cumntoMoB XCH. Ycyryonenue
cuMnToMOB TeueHnsi XCH BO3MOXHO y>Ke ¢ IEpBOro JHS MPUMEHEHHUS Ipenapara.
Ecnu nauueHT mioxo NepeHOCUT MaKCUMaJIbHO PEKOMEHI0BAaHHYIO 403y IIpernapara,
BO3MO’KHO MTOCTENEHHOE CHUKEHUE JT03bI.

Bo Bpemsi (a3bl TUTpoBaHUS WIM TIOCJIE HEE MOTYT BO3HHUKHYTh BPEMEHHOE
yxyamenue tedeHuss XCH, aprepuanbHas runoteH3us wiu Opagukapaus. B atom
cllyyae PEKOMEHJYeTCs, MPEeXKIe BCEro, MPOBECTH KOPPEKIMIO 103 MPEernapaTroB
COMYTCTBYIOIIEH Tepamuu. Takke MOXKeT MOTpeOOBaThCs BPEMEHHOE CHUKEHUE
no3bl nipernapata BUCOITPOJIOJI-ITPAHA unu ero ormeHa.

[locne crabunu3anuv COCTOSIHUSI TMAalMeHTa CJeAyeT TMPOBECTH TOBTOPHOE
TUTPOBAHUE JI03bI, TMOO TPOJOIHKUTH JICUCHHE.

Jleuenue npenapaTom BUCOITPOJIOJI-ITPAHA 0OBIYHO SIBJIACTCSA

JIOJITOBPEMEHHOM TEpaAIUEN.



Ocobnie I'PYHIITHI MTAITMCHTOB

Ilayuenmul nodcunozo o3pacma
Koppekuuu 10361 HE TpeOyeTcs.
Ilayuenmul ¢ Hapywienuem QyHKYUU nOYeK UlU nevyeHu
[Tpu HapymeHuu (GyHKIMM TEYCHU WM MOYEK JIETKOW WM YMEPEHHON CTereHU
OOBIYHO HE TpeOyeTCsl KOPPEKTUPOBATH JI03Y.
[Ipu BbIpaskeHHBIX HapyLIeHUsAX GyHKIMK ouyek (kiaupenc kpearuHuHa (KK) menee
20 MJ/MUH) y TAlMEHTOB C THKEIBIMU 3a00JICBAaHUAMU TEUEHU MaKCHUMalbHas
cyTouHas J103a coctaBisier 10 mr. YBenudeHue 103bl y TaKuX OOJBbHBIX JOIKHO
OCYUIECTBJIISTHCS C 0COO0M OCTOPOKHOCTHIO.
K HacrosimemMy BpeMEHM HEIOCTATOYHO JAHHBIX OTHOCHTEJIBHO IPUMEHEHUS
npenapata BUCOITPOJIOJI-IIPAHA y mnanuentoB ¢ XCH B coueranuu c
caxapHbIM rabeTom 1 Thna, BBIpaXKEHHBIMUA HApYIIEHUSIMU (DYHKIIMH [TOYEK W/UIH
IIEYEHH, PECTPUKTUBHON KapAHOMUONIATUEN, BPOXKICHHBIMU TOPOKAMH CEpALA WIIN
IIOPOKOM KJIAIlaHa CEpALla C BBIPAXKEHHBIMU I'€MOJIMHAMMYECKUMU HapyLIECHUSMU.
Taxke 10 cUX MOp HE OBUIO MOJYYEHO JOCTATOYHBIX JAHHBIX OTHOCHTEIBHO
naueHToB ¢ XCH ¢ nuadapkrom Muokapja B TeUCHHUE MOCIETHUX 3 MECSILIEB.

eTH
bezomacHoCcTh 1 9P PEKTUBHOCTD Y JETEH HA JTaHHBIM MOMEHT HE YCTaHOBJICHA.

Cnoco0 npuMEHEHUS

Tabnerku npenapata BUUCOITPOJIOJI-IIPAHA crnenyer npuHUMaTh OAWH pa3 B
CYTKH YTPOM C HEOOJBIIUM KOJMYECTBOM >KUIKOCTH, HE3aBUCUMO OT BPEMEHH
npueMa nuiu. TaOJeTKu He ClIeayeT Pa3KeBbIBATh W PACTUPATh B MOPOIIIOK.

4.3 IIporuBonoKa3anusi

- TIOBBIIIEHHAS YYBCTBUTEIBHOCTh K OHCONpOJIONYy WM K JIOOOMY U3
BCIIOMOTaTEJIbHBIX BEIIECTB, NEPEUMCIICHHBIX B pa3aeine 6.1;

- KapJIMOTE€HHBIN I10K;

- OCTpasi cep/ieuHasi HeI0CTATOYHOCTh, XPOHUYECKAsl CEp/IeUHasi HEI0CTaTOYHOCTh

B CTaann ACKOMIICHCAIIMH, Tpe6y10ma$1 IIPOBCACHUSA PIHOTpOHHOﬁ TCpalinu;
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- ATPUOBCHTPUKYJIAPpHAA (AV) 0J TOKaga H J4i 1T CTCIICHI, oe3
ANEKTPOKAPIUOCTUMYJISATOPA;

- CUHAPOM CJIa0OCTH CHHYCOBOTIO Y3J1a;

- CUHOATpHuasibHas 0JI0Kaja;

- BeipaxkeHHas opagukapaus (UCC menee 60 ya/MuH) 10 Havasaa TEpaIvm;

- BBIpaXXEHHasi apTepuaibHas runoreHsusi (cucrommyeckoe AJl menee 100 mm
pT.CT.);

- TsDKENbIE (POPMBI OPOHXHUATBHON aCTMBI;

- BBIpQXXCHHBIC HAPYIICHUS MepuepuyecKkoro apTepralbHOIO KPOBOOOpaIeHuUs
WM CUHIPOM PelHo;

- dbeoxpomMonuToMa (0e3 OJITHOBPEMEHHOTO MIPUMEHEHUS anbda-
a7peHO0JI0KaTOPOB);

- METa0O0JIMYECKUH allHI03;

- Bo3pact 110 18 et (HeaocTaToyHO JaHHBIX 10 3G(HEKTUBHOCTH U O€30MaCHOCTH Y
JTAHHOW BO3PACTHOM TPYIIIIBI).

4.4 Oco0Oble ykazaHusl M1 Mepbl NPEA0CTOPOKHOCTH NP IPUMEHEHUH

C 0CTOPOXKHOCTBIO

- IPOBEACHUE IECEHCUOUTM3UPYIOLIEH TEpaInH;

- creHokapaus [IpuHnmMerana;

- TUIIEPTUPEO3;

- caxapHbIi nuabeT | Tumna u caxapHslii 1uadeT cO 3HAYUTEIbHBIMU KOJIEOAHUSIMU
KOHIICHTPAIINU TJIFOKO3bI B KPOBHU;

- AV Onokana I crenenu;

- BeIpakeHHas noueyHast HefgoctatroyHocTh (KK menee 20 mn/Mun);

- BBIpQXKCHHBIC HApYIIeHUs (PYHKITUU TICUCHH,

- IcopHa3s;

- PECTPUKTUBHAS KapJMOMHUONATHS;

- BpPOKJICHHBIE TOPOKHU CepJlla WIM MOPOK KJamaHa cepAla C BbIPAKEHHBIMU

reMoaAnHaMHU4CCKMMHA HAPYyIICHUAMMU
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- XCH c uH(papKTOM MHOKap/ia B TCUCHUE TTOCHCAHIX 3 MCCSIICH;

- HapylleHusl mnepudepruyeckoro apTepuarbHOTO KpPOBOOOpAIICHUS JIETKON H
YMEPEHHOM CTETEHU,

- TshKenble (OpMbl XPOHUYECKOW OOCTPYKTUBHOM OOJE3HU JIETKUX, HETSDKEIbIe
(dbopMbI OPOHXHATIEHOM aCTMBI;

- OponxocnasMm (B aHaMHE3e);

- aJUIepruyecKkre peakuuu (B aHaMHese);

- OOLIMpPHBIE XUPYPTUYECKHE BMEIIATEIHCTBA U 00111ast aHECTE3US;

- cTporas Juera;

- 0EpEeMEHHOCTb, EPUOJI TPYJTHOTO BCKAPMIIUBAHUS.

IIpexpawenue mepanuu u « CUHOPOM OMMEHDBL»

He crnenyer pe3ko mpepblBaTh JIEUEHUE OHCOMNPOJIONIOM WM  MEHSTh
PEKOMEHIOBaHHYIO /103y 0€3 MpeBapUTEIbHON KOHCYJIbTAIMU C BPAYOM, TaK Kak
3TO MOXKET MPUBECTU K BPEMEHHOMY YXYILICHUIO AEATENBHOCTH CEPALA.

JledyeHue He caeayeT NpephiBaTh BHE3AIHO, 0COOCHHO y NAIIMEHTOB C UILIEMUYECKON
oonesnpto cepaua (MbC) (ormedanoch yTsKelIeHHE MPUCTYIOB CTEHOKAapIUH,
pazBuTHe HHpaApKTa MUOKapAa W BO3HUKHOBEHHE >KETYJIOYKOBBIX apUTMUU Y
naneHToB ¢ HWBC mnpu  BHE3amHOM  TpEKpallleHWH Ipuema  OeTa-
anpeHoOnokaropoB). Ecnm mnpekpamieHue JseueHUs HEOOXOIUMO, TO 103y
Oucomposiona ciexyeT CHWXXaTb IIOCTENeHHO. B ciydyae 3HaYMTENbHOTO
YTSOKEJICHHS] CTEHOKAPUU WA Pa3BUTHS OCTPOTO KOPOHAPHOTO CHHIPOMA CIEAYET
BPEMEHHO BO300OHOBHTH IMPUEM OHCOTIPOIIOA.

3abonesanus, npu KOMOpPbIX HEOOXOOUMO C OCMOPOICHOCHBIO NPUMEHSMb
npenapam

bucorposton cneayer npuMeHSATh C OCTOPOKHOCTBIO B CIEAYIOIMIMX CIyYasx:

- Tsokenbie popmbl XOBJI u HeTskenbie GopMbl OpOHXHAIBHON aCTMBI,

- CaxapHbI TUA0ET CO 3HAYUTEIHLHBIMU KOJICOAHUSIMU KOHIIEHTPAIMH TIIOKO3BI B

KpOBH: 6I/ICOHp0J'IOJ'I MOXXCET MACKHPOBATb CHUMIITOMBI THUITOI'TTMKCMHU
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(MOCMEQOBA

(Bblpa}KeHHOFO CHMOKCHHA KOHLCHTpaOwum TJITOKO3bIT B npuun), TaKMC .1\a1\
TaxuKapaus, cepaeOneHre WK MOBIIICHHAS TOTIUBOCTH;

- cTporas JuerTa;

- POBEJICHUE IECCHCUOUTM3UPYIOLIEH Teparny;

- aTPUOBEHTPUKYIsIpHAs Ookazaa I ctenenu;

- BasocracTtuyeckas cteHokapaus (creHokapnus [lpunimMerana): HaOIIOJATHCH
ciydau KopoHapocmasma. HecMoTpsi Ha BBICOKYIO O€Ta;-CeIeKTUBHOCTb, IPUCTYTIbI
CTCHOKApAMM HENb3sl TMOJHOCTHIO MCKIIOYUTH MPHU MpHeMe OHcompojoia y
NanueHToB co cteHokapauen Ilpunnmerana. Cneayer ¢ 0co00i OCTOPOKHOCTHIO
MPUHUMATH IIpenapar;

- HapyueHus nepudepruyecKkoro apTepUabHOTO KPOBOOOpAIICHUS JErKOW U
yYMEPEHHOM CTETeHH (B HaYaJle TePANiy MOKET BOBHUKHYTh YCUIIEHHE CUMITTOMOB);
- icopuas (B TOM YMCJIE B aHAMHE3E).

3abonesanus cepoeuno-cocyoucmori cucmemol

bera-anpeHo0i10kaTOpel HE JOJKHBI TPUMEHSTHCS TMPU JIEKOMIICHCUPOBAHHOMN
XPOHUYECKOM CEp/IeYHON HETOCTATOYHOCTH JI0 T€X MOp, MOKA COCTOSIHME MAllMEHTa
HE CTaOMIIM3UPOBAIIOCH.

Ha HauvanbHBIX JTamax MNPUMEHEHHUS OHCOMpoJioia NAlMEeHThl HYXIAIOTCS B
MOCTOSTHHOM HaO0JI0JICHUH.

bera-anpenoOi1okaTopsl MOTYT BBI3bIBaTH Opamgukapauto. [lpu ypexenun UCC B
nokoe MeHee 50-55 ya/MuH cienyeT yMEHbIIUTh 103y WM MPEKpPaTUTh MPUEM
OoucompoJona.

Kak u npyrue Gera-aapeHo010KaTOpbl, OMCOMPOJION MOKET BbI3bIBATH yIAJIMHEHUE
untepBasia PQ na OKI'. CnegyeT ¢ OCTOPOXKHOCTBIO MPUMEHSATH OMCOMPOJION Y
MAIMEHTOB C aTPUOBEHTPUKYIISIPHON OsioKanoit I crenenu.

HecenexktuBHble OeTa-aipeHOOJIOKATOPHl MOTYT  YBEJIWYMBATh 4YacTOTy U
MPOJIOIKUTEILHOCTh AHTMHO3HBIX MPUCTYNOB Yy MallMEHTOB C Ba30CMACTUYECKON
cTeHOKapauen (creHokapaueit IlpuHiMerana) BCIEACTBHE ONOCPEAOBAHHOMN

anbQa-perentopamu Ba30KOHCTPUKIINH KOPOHAPHOM apTepuu.
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KapI[I/IOCCJ'IGKTI/IBHBIC 6eTa1-aszeH06J10 aATOPBI (bl\JltU‘ia)l Gnuuupu.uu.u) 1.11)1/1
BA30CIACTUYECKON CTEHOKAPAUU CIEAYET PUMEHSATH C OCTOPOKHOCTHIO.
Lvixamenvnas cucmema

HecMoTpst Ha TO, YTO CeNeKTUBHBIE O€Ta;-aJpeHOOIOKATOPHI B MEHBIIICH CTENEHU
BIUSIOT Ha (YHKIMIO JBIXaTeIbHONW CHCTEMBI, YeM HeCeJIeKTUBHBIC OeTa-
aJIpeHO0JIOKATOPHI, MAIIMEHTaM ¢ XPOHUYECKON 0OCTPYKTUBHON OOJIE3HBIO JIETKUX
(XOBbJI) u HerspxkensiMu (opMamMu OPOHXHATBLHOM aCTMbI OHCOIPOJION CIETYET
Ha3HA4aTh C 0COOOM OCTOPOKHOCTBHIO M TOJIBKO B TOM CIIy4dae, €CJIM BO3MOKHbBIE
MPEMMYLIECTBA €r0 MNPHUMEHEHUS] MPEBBIMIAIOT NOTEHUMAIbHbIA pUCK. [lpum
OponxuanbHoi actme win XOBJI moka3aHO OJHOBPEMEHHOE HPUMEHEHHE
OpOHXOIUIATUPYIOLIUX CPEICTB.

VY manueHToB ¢ OpOHXHAIBHONW aCTMOM BO3MOKHO IMOBBIIICHHE PE3UCTECHTHOCTH
JIbIXaTeNbHBIX MyTEH, 4TO TpeOyeT O00Jiee BHICOKOU J103bl O€Tas-aApECHOMUMETHUKOB.
VY mnamuentoB ¢ XOBJI Gucomnposos, Ha3HaAYaeMblid B KOMIUIEKCHOM Tepamuu ¢
LEJIBIO JICUCHUSI CEPACYHOM HENOCTATOYHOCTH, CJIENYEeT HAYMHATh C HAMMEHBIIEH
BO3MOXXHOM /03B, a MAIMEHTOB TIIATEJIbHO HAOMIOJaTh HAa TOSBJIECHHUE HOBBIX
CUMIITOMOB (HAmpUMeEp, OJBIIIKK, HEMEPEHOCUMOCTH (U3UYECKUX Harpy3oK,
KaIs).

ObwupHble xupypauueckue eMeulamenscmea u 0owas anecmesus

[Ipy HeoOXOAMMOCTH TPOBEIACHUS XUPYPrHUECKUX BMEIIATENBCTB CIEAYET
npeaynpeIuTh Bpada-aHECTE3UoJiora O TOM, 4YTO MAalMEHT NpUHUMaeT Oera-
aJIPEHOOJIOKATOPHI (PUCK JIEKAPCTBEHHBIX B3aUMOJICHCTBUN C PA3BUTHEM TSKEIIBIX
OpaauapuTMHUil, YMEHbIIEHUS pe(IEKTOPHON TaxXuKapauu U apTepUaTbHON
TUNOTEH3UM). PekoMeHayeTcst 6e3 sIBHOW HEOOXOJAMMOCTH HE IMpeKpaliaTh IpuemM
Oucompojona B IEpHOINIEpAlMOHHOM Ilepuoae (Tak Kak Oiokama Oera-
aJpEHOPELENTOPOB CHMKAET PUCK BO3HUKHOBEHUSI ApUTMUNA U UIIIEMUM MHOKap/ia

BO BpEMS BBOJJHOTO HapKO3a U MHTYOAIlMH Tpaxeu).
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(NOCTNENOBA

B ciy4dae H€O6XOI[I/IMOCTI/I IPCPLIBAHIET  ACHCHIDT anuupuuuuum ucPc,u,
MPOBEJCHUEM XUPYPrUYECKOr0 BMEUIATENIbCTBA, MPENApaT CIEAYEeT OTMEHUTh HE
MeHee 4eM 3a 48 yacoB /10 Olepaluu.

Deoxpomoyumoma

VY marnueHToB ¢ (HeoXpOMOIMTOMOM OMCOTIPOIION MOKET OBITH HA3HAYEH TOJIHKO Ha
dboHe npuMeHeHus anbda-aapeHOO0IOKATOPOB.

Tupeomoxcukos

[Tpu runepdyHKIUU LIIUTOBUIHON Keye3bl OeTa-aJApeHOOJIOKATOphI (BKIIOUYas
OHCOIPOJIONT) MOTYT MAaCKHPOBATh TaXWUKapJIUI0 M YMEHbBINIATh BBIPAKEHHOCTD
CUMIITOMOB THPEOTOKCHKO3a. Pe3kas oOTMeHa mpemapara MOXET BbI3BaTh
o0ocTpeHrne CUMITOMOB 3a00JIEBaHUS U Pa3BUTUE TUPEOTOKCUYECKOTO KpH3a.
Peaxyuu nosviuennou yyecmeumenbHocmu

bera-agpeHo010KkaTOpHI, BKJIFOYAs oucormnpoJion, MOTYT ITOBBICUTD
YyBCTBUTEIHHOCTD K aJUIEpPreHaM U TSDKECTh aHa(PMIIaKTHYECKUX PeaKIIvi/peakiuit
TUIEPUYyBCTBUTEILHOCTH H3-32 OCHA0JIEHUs aJpeHEPruYecKOil KOMIIEHCATOPHOMN
peryJisiiiuu  moj; JedcTBueM OeTa-aipeHo00kaTopoB. lIpumMeHeHne OOBIYHBIX
TEepaneBTUYECKUX 03 dnuHeppuHa (aapeHanuHa) Ha QoHe mnpuema OeTa-
aApeHO0J0OKaTOPOB HE BCET/la MPUBOUT K IOCTUIKEHUIO YKEJIAEMOT0 KIIMHUYECKOTO
s dexra.

Heobxoaumo  coOmo/iaTh  OCTOPOKHOCTh TPH  Ha3HAYeHWH  OMCOMPOJIoJia
MalKreHTaM C TSKEIbIMU PEAKIUSIMH TUIEPUYYBCTBUTEILHOCTH B aHaMHE3€ WJIU
MPOXOJISIIUM KYPC I€CCHCHOMITU3AIIHH.

Ilcopua3z

[Ipu pemeHnu BoOmpoca O MPUMEHEHWHU OMCOMPOJIoJia y MAIUeHTOB C IMCOPHUa30M
CleAyeT TIIATEeIbHO COOTHECTU MPEANoaraéMyr IMOJb3y OT MIPUMEHEHHS
npernapaTta u BO3MOXKHBIM pUCK 000CTpEHUs TEUSHUS TICopHras3a.

Konmaxmmuole nun3ol
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HaIII/IeHTBI, IMOJIB3YIOIIHUECCA KOHTAKTHBIMI JIHH3aAMIT, AOT/KHBI Y9N ThIBAThH, "11U. Ha
dboHe npumeHeHUs OeTa-aApeHOOJOKATOPOB BO3MOXHO CHIDKCHHE IPOMYKIIUU
CJIC€3HOM KUJKOCTH.

4.5 B3auMoaeicTBHE ¢ APYTrHMH JIEKAPCTBEHHBIMM NpenaparamMm M JApyrue
BH/IbI B3aMMO/1€HCTBUS

He pekoMeHayeMbIe KOM6I/IHaHI/IH

Aumuapummuueckue cpedcmea I kiacca (Haupumep, XUHUIUH, IU30MUPAMMU],
aunokanH, (eHuTouH, (QueKauHua, TponadeHoH) TMpu  OAHOBPEMEHHOM
OPUMEHEHUU C OHCONpOJOJIOM MOIYT CHIKaTh AV  HpoBOAMMOCT U
COKPATHUTEJIbHYIO CIIOCOOHOCTh CEp/ILa.

brnoxkamopur «meonennvixy kanoyuesvix kananroé (PMKK) muna eepanamuna u 6
MeHbwiel  cmeneHu, Ounmuasema, TPU OJHOBPEMEHHOM INPUMEHEHUH C
OHMCOIPOJIONIOM MOTYT HNPUBOAUTH K CHHYKEHHUIO COKPATUTEIBbHON CHOCOOHOCTH
MHUOKapAa W HapyuieHuto AV mnpoBoauMocTd. B yacTHOCTH, BHYTPUBEHHOE
BBEJICHUE BepalaMuia MalueHTaM, M[PUHUMAIOMUM OeTa-aIpeH00I0KaTOpHI,
MO>KET MPUBECTH K BBIPAXKEHHOMN apTepralIbHON TMIOTEH3UU U AV OJokaze.
I'unomensusnvle cpeocmea yeumpanrbHo2o Oeticmeus (Takue Kak KIOHHUJIUH,
METUJII0NA, MOKCOHUJIMH, PUIMEHUANH) MOTYT npuBectd K ypexenuto YUCC u
CHIDKEHUIO CEpJICYHOT0 BBIOPOCA, a TAKXKE K Ba30AUJIATALIUN BCIIEICTBUE CHUKEHUS
LEHTPaJIbHOIO CHUMIATUYECKOTO TOHyca. Pe3kas oTMeHa, OCOOEHHO 10 OTMEHBI
0eTa-apeHO0I0KATOPOB, MOXKET YBEIMYHUTh PHUCK Ppa3BUTUS «PUKOLIECTHOI
apTepUaIbHON TUNIEPTECH3UH.

DUHTOJIMMOJT MOXKET YCWIHTh OTPHUIATEIbHBIH XPOHOTpPOMHBIN 3(dekT Oera-
aJIpeHO0JIOKATOPOB U TMPUBECTU K BBIpAXKEHHOW Opanukapauu. OJIHOBPEMEHHOE
npUMEHeHHe (QUHTONIMMOAa W OHcomposioia He pekoMmeHayerca. B ciydae
HEOOXOJAMMOCTA OJHOBPEMEHHOTO NPUMEHEHUs1 (QUHTOIMMOJa M Tpernapara
BUCOITPOJIOJI-ITPAHA TpeOyeTcst TmiaTenbHOE HaAOMIOJEHHE 32 COCTOSIHUEM
nanueHTa. PekoMeHIyeTcs HauMHAaTh KOMOMHHUPOBAHHYIO TEpAINUIO B YCIOBUAX

CTalqMoHapa MW  OCYLICCTBIISATH COOTB@TCTBYIOHII/II\/'I MOHHUTOPHHTI (HOKaSaH



COOTBETCTBYET 3KI(
ot 31.03

(MOCMEQOBA

,HHHTCHBHBIﬁ KOHTPOJIA YaCTOThI CEPACUYHBIX uunpam,cnnf/’l, TTO-MCHBIICH lVlCPC,. pile;
yTpa CICAYIOUECTo JHA IIOCIIC IIEPBOIr0 OJHOBPEMEHHOI'O ITpHUEMaA (1)I/IH1"0JII/IMO,ZIa "
npenapara BUCOITPOJIOJI-ITPAHA).

KomMmOuHamu, tpedyromme 0co00i 0CTOPOKHOCTH

BKMK, npousgoonvie oucudponupuouna (Hanpumep, HugheounuH, ¢heroounun,
amioounux), TPU OJHOBPEMEHHOM TIPUMEHEHUH C OHCOIMPOJIOJIOM MOTYT
yBEIUYHMBATh PUCK Pa3BUTHUS apTepUalbHOW rumoteH3uu. Y mnamueHtoB ¢ XCH
HEJb3S UCKIIOUYUTHh PUCK TMOCIEAYIOMIETO YXYIIICHUS COKPATUTEIhHON (PYHKITUU
cepaua.

Anmuapummuueckue cpeocmea Il knacca (HampuMmep, amMuOAapOH) MOTYT
YCWINBATh HapylieHue AV npoBOJIUMOCTH.

Heticmeue 6Oema-aopeHobi0KAmMoOpos 01 MeCmHO20 npumenerus (HaIpuMep
TJIa3HBIC KAIUIM JIJIS JICUCHHSI TJIAYKOMBI) MOKET YCHUIIMBATH CUCTEMHBIE (()EKTHI
oucomnpoona (camwkenue AJl, ypexxeane UCC).

llapacumnamomumemuxy TPU OJHOBPEMEHHOM IPUMEHEHUHU C OHCOMPOIIOIOM
MOTYT yCWJIUBAaTh HapymieHrue AV MPOBOIUMOCTH M YBEIMYUBATH PUCK Pa3BUTHS
Opaaukapauu.

['unornukeMuyeckoe ACUCTBUE UHCYIUHA UTU SUNOSTUKEMUYECKUX CPeOCme8 OJis
npuema 6Hympb MOXKeT ycrnBaThesi. [[o00HbIe B3auMoieicTBUS 00Jiee BEPOSITHBI
IpY MPUMEHEHUH HECENIEKTUBHBIX OeTa-aipeH00I0KATOPOB.

Cpeocmea 0nsi nposedenusi obOweli anecme3uu MOTYT YBEJIMYMBATh PHUCK
KapJIMOICTIPECCUBHOTO JEHCTBUSA, IPUBOJISI K apTepUATHLHON TUTIOTCH3UU.
Cepoeunvie 2nuxo3udbi IpA OJHOBPEMEHHOM MTPUMEHEHUU ¢ OMCOTPOIOIOM MOTYT
MIPUBOJINTH K YBEIMYCHHUIO BPEMEHU MPOBEICHUS MMITYJIbCA, U TaKUM 00pa3oM, K
Pa3BUTHIO OpaTuKapIuu.

Hecmepououvie npomusogocnanrumenvuvie npenapamel (HIIBII) MOTYT CHUXaTh

TUTIOTEH3UBHBIN 3¢ (deKT Oucomnporona.
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-

OIHOBpEMEHHOE NpuMeHeHne upenapata—bHACOHPOFOT-HPAHA ~c—Gena-
aopenomumemuxamu (HallpuMep, U30NPEeHAIUH, 00OYMaMur) MOXKET TIPUBOJIUTD K
CHIDKEHHIO 3 dexTa 060uX mpenapaTos.

CoueTanue 6ucoONpoIIoia ¢ a0peHOMUMEMUKAMU, GIUAIOWUMU HA bema- U anbga-
aopenopeyenmopul (HapuMep, HopInuHepuw, snunedpur) MOXKET yCHIMBATH
Ba30KOHCTPUKTOPHBIE 3(DPEKTHI 3TUX CPEJCTB, BOZHUKAIOIIUX C ydyacTheM ajb(a-
aJipeHopenenTopoB, NpuBojs K mnoBbimeHuio AJl. [lomoOGHbie B3aumoaencTBUS
0oJiee BEpOSITHBI PU IPUMEHEHUU HeCceleKMUBHbIX Oema-aopeHo0.10Kamopos.
Anmueunepmen3usHvle cpeocmaea, makice KaKk u opyeue cpeocmea ¢ 603MONCHbIM
aHmu2unepmeH3uGHbIM aghghexmom (Hampumep, MPUYUKIUYEeCKUe
anmuoenpeccanmsl,  bapoumypamoel,  eHomuazumsvl)  MOTYT  YCHJIMBATh
TUIOTEH3UBHBIN 3 ekt Oucomnposona.

Megnoxun 1mpu OAHOBPEMEHHOM TIPUMEHEHHH C OHCOMPOJIONIOM MOXKET
YBEJIUYUBATh PUCK PA3BUTUS OpajuKapIuU.

Uneubumopor MAO (3a ucknovenuem uneubumopos MAO B) MOTyT yCWUIHMBaTh
TUNIOTEH3UBHBIN 3 deKT OeTa-aapeHo010kaTopoB. OJHOBPEMEHHOE MPUMEHEHUE
TaK)K€ MOXET MPUBECTH K Pa3BUTUIO TUTIEPTOHUYECKOTO KPH3a.

KOM6I/IHaHI/II/I, KOTOPHIC CJICAYCT IPUHUMATh BO BHUMAHUC

Ankanoudwvi cnopvinbu

HerunpupoBaHHbI€ aKajJOU bl CIIOPBIHBY MOBBIIIAIOT PUCK PA3BUTHS HAPyIIEHUN
nepudeprudeckoro KpoBOOOpaIeHHUs. IJPrOTaMHUH TOBBIIAET PHUCK PA3BUTHS
HapyLICHUs EPUPEPUIECKOT0 KPOBOOOpAILIEHUSI.

Dapmaroxunemuyeckue 83auUmo0eticmausl

B (dapmakoKknHETHYECKHX WCCICOBAHUSIX HE BBIABICHBI B3aUMOJCHCTBUS
Ouconposiona ¢ THA3UAHBIMU JUYPETUKAMH, TAaKUMHU KakK THAPOXJIOPOTHAZUI U
uMMeTuauH. bucomponon He okasbiBal  dpdexkra Ha (HapMaKOKUHETUKY
teobpwummHa. PudaMnunuH  yBeIMUMBaET  META0OJMYECKHH  KIUPEHC U

yKOpauuBaeT TEPHOJ] TMOJYBBIBEJCHUS OWMCOMPOJIOa, OJHAKO KOPPEKIMH 03B
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npemapara HE Tpe6yeTC$1. BI/ICOHpOJIOJI HC BIIACT Ha TIpo LPULVLGYIHUDUC DPCNI.)I Y
MManuecHTOB, IIOJTYYaroniuXx CT&6I/IJIBHYIO 03y Bap(bapHHa.
4.6 ®epTUIBLHOCTD, 0€PEMEHHOCTb U JIAKTALMS

bepeMeHHOCTE

dapmakosiorudeckue 3GHEeKTsl OMCOMpoIoaa MOTYT OKa3aTh HEOJIArompusTHOE
BO3/ICIICTBHE HAa TE€UEHUE OEPEMEHHOCTH M OPTraHU3M IUIO/a/HOBOPOXKIEHHOrO. B
nesnoM, Oera-aApeHOOJIOKATOPbl CHUXKAIOT KPOBOTOK B IUIALIGHTE, YTO MOXKET
OPUBOJUTH K 3aJ€pKKE pocTa IUIOAA, BHYTPUYTPOOHOW THOENTH Ijioga WU
IPEKIEBPEMEHHBIM pojiaM. Y IUI0Ja U HOBOPOXKIEHHOIO MOTYT pPa3BUBATHCSA
HEeXeJaTeNbHbIE BJICHUS (HanpuMep, TUIOTIMKEMUS U OpauKapus).

[Tpu HEOOXOAMMOCTH JIedeHHs OeTa-aapeHo0I0KaTOpaMu MPEAOYTCHHE CIEAYeT
OTJaBaTh CEJIEKTUBHBIM 0€Ta;-aJpeHO0I0KaTOpaM.

[Ipu 6epemeHHOCTH OMCONPOIIOI CAEAYET MPUMEHSTh TOJIBKO B CIIy4ae a0COIIOTHOM
HEOOXOJMMOCTH, €ClIM OKUJaemasl I1ojb3a A MaTepu IPEBBIIIAET BO3MOXKHBIN
PHUCK pa3BUTHUS HEKETATEIbHBIX PEAKIMH y 1012 U/UIN HOBOPOXKIEHHOTO.
CrnenyeT oTcneXWBaTh KPOBOTOK B IUIAIEHTE M MaTKe, a Takke HAOIIOAATh 3a
pocToM U pa3BuTHeM Oyaymiero pedeHka. B ciyyae mosiBieHUs HeXeIaTelbHbIX
SIBICHUN B OTHOIIEHUH OEPEMEHHOCTH W/WJM IUI0/Ia PEKOMEHIYeTCs NMPUMEHATH
aJIbTepHATUBHbBIE METObI TEPAIIUU.

Crnenyer TuiaTenbHO 00CiI€A0BaTh HOBOPOXKACHHOIO Mocje pojoB. B nepBbie Tpu
THS KU3HU y HOBOPOXJACHHOTO MOTYT BO3HHKATh CHMIITOMBI OpaguiKapaud
TUITOTJIMKEMUU.

JlakTanus

[To maHHBIM MOKIMHUYECKHX HCCIIEIOBAHUN OMCOMPOIION W/WIA €r0 METa0OIUTHI
BBIJICTISIIOTCS. B MOJIOKO JIAKTUPYIOHIMX KpbIC. J[aHHBIX O BBIACIIEHUU OUCOIPOJIoa
B TpyaHoe Mojoko HeT. [loatomy mpuem Oucomponiona HE pEeKOMEHAYeTCs
KEHIIMHAM B MEpUOJ TPyAHOTO BCKapmiuBaHusA. Ecnu mpuem Oucomposiona B

INCPUO JIaKTalluH HCO6XOI[I/IM, I'pyaAHOC BCKapMJIMBAHUC CIICAYCT IIPCKPATUTD.
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4.7 Bausinue Ha CHOCOOHOCTH ympa
padoraTb ¢ MEXaHU3MAMH

[Mpemapar BUCOITPOJIOJI-IIPAHA He BiusieT Ha CHOCOOHOCTH YIPABIATH
aBTOTPAHCIIOPTOM COTJIACHO pe3yjbTaTraMm HccienoBaHusa y mnanueHTtoB ¢ MBC.
OpHako BCJENCTBUE WHIWBUIYAIbHBIX pEaKUUH CIOCOOHOCTb  YIPaBIAThH
aBTOTPAHCIIOPTOM WJIM PabOTaTh C TEXHUYECKU CIOKHBIMA MEXaHU3MaMU MOKET
ObITh HapymieHa. Ha 3To cnegyer oOpaTuTh 0co00€ BHUMaHHUE B Hayaje JIeYeHUs,
1ocJie U3MEHEHHS J103bl, a TAKXKE MPU OJJHOBPEMEHHOM YIOTPEOICHUH aIKOTOJIsl.
4.8 HexxenareibHbIE peaKMu

PesroMme HeXelnaTeILHBIX DEAKITNN

YacTtoTa BO3HUKHOBEHHS HEKEIATEIBHBIX JIEKAPCTBCHHBIX PEAKIIUN OMpEIeICHa B
cooTBeTcTBUM C Kiaccupukanuenr BO3: ouenp wacto (>1/10), wacto (=1/100, HO
<1/10), neuacto (>1/1 000, nHo <1/100), penko (=1/10 000, no <1/1 000), oueHn
penko (<1/10 000), gactoTa Heu3BecTHa (HA OCHOBAHMHM HMEIOIIMXCS JaHHBIX
OIICHUTh HEBO3MOYKHO).

Ilcuxuyeckue napyuwienus:

HEYaCTO — JIeTIpeccus, OECCOHHMUIIA,

PEIKO — TAJUTIOIIMHAITNN, HOYHBIE KOIIIMAPBI.

Hapywenus co cmoponsl nepenoti cucmembi:

4acTO — FOJIOBOKPY>KEHHE, TOJIOBHAs 00JIb;

pPEeIKO — OTEPS] CO3HAHMUSL.

Hapywenus co cmoponwst opeana 3penusi:

peOKO — YMEHBIICHUE CIIe30TeUeHUs (CIIEIyeT YYUTBIBaTh IPU HOIICHUU
KOHTaKTHBIX JINH3);

OYEHb PEIKO — KOHBIOHKTUBUT.

Hapywenus co cmoponwvl opeana ciyxa u iabupunma.

PEAKO — HAPYIIIEHUS CITyXa.

Hapywenus co cmoponsit cepoya:

OYCHBb 4aCTO — 6paI[I/IKapI[I/I}I;

13



COOTBETCTBYET ZKCNEPTHOMY OTUETY

4acTo — ycyryOjeHne cuMnTomMoB TeueHust XEH;

HEYacTo — HapyueHne AV npoBOJIUMOCTH.

Hapywenus co cmoponst cocyoos:

YacTO — OILIYIIEHHUE MOXOJOJAHUS WM OHEMEHHUS B KOHEYHOCTSX, BBIPAXKEHHOE
cHmxenue AJl;

HEYACTO — OPTOCTATUYECKAS] TUIIOTEH3HUS.

Hapywenus co cmoponwvl OvixamenvHou cucmemvl, 0peaHo8 2pyOHOU KIemKu U
cpedocmeHusL:

HEYacTo — OPOHXOCIA3M y MAlMEHTOB ¢ OPOHXHAIBHON aCTMOW WJIM OOCTPYKITUEH
JIBIXaTENIbHBIX IyTEW B aHAMHE3E;

PEIKO — AJUIEPTUYECKAN PUHUT.

Kenyoouno-kuuieunvle HapyuleHus:

4acTo — TOLIHOTA, pPBOTA, TAAPEs, 3a10P.

Hapywenus co cmoponsl neuenu u scenuedvigo0sauux nymei:

PEIKO — renaTur.

Hapywenus co cmoponsl Kodtcu u NOOKOINCHBIX MKAHEILL:

PEIKO — PEAKIMU MOBBIICHHOW 4yBCTBUTEIBHOCTH, TAKUE KaK KOKHBIN 3Y/I, ChHIIIb,
TUIIEPEMUS KOKHBIX TOKPOBOB M AHTHOHEBPOTUUYECKUM OTEK;

OUeHb penKo — ajomenus. bera-agpeHOO0I0KaTOPI MOTYT CIOCOOCTBOBATH
00OCTPEHHIO CUMIITOMOB IICOPHA3a WU BHI3bIBATH TICOPUA30TIO00HYIO ChIIb.
Hapywenus co cmoponsl mbiuieunot, ckeiemHuou U COeOUHUMENbHOU MKAHU:
HEYACTO — MBIIIEYHAs CIA00CTh, CYJOPOTH MBIIIIII.

Hapywenus co cmoponsl penpo0yKmueHoil cucmembol U MOJIOYHBIX JHCelle3:

PEeIKO — APEKTUIIbHAS TUCHYHKITHSI.

Obwue HapyuweHus u peakyuu 8 Mmecme 66€0eHUsL:

yacTo — acteHus (y nmamueHToB ¢ XCH), moBbIlIeHHAsS yTOMIISIEMOCTb.

JlabopamopHvie u uncmpymeHmanvhvie OAHHbIE:
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ot 31.03.2026 N= 6520

(MOCNEOOBATENEHOCTE

PCAKO — IMOBBIICHUEC KOHIHCHTPAIIUHN TPHUT

TpaHCaAMHWHA3 B KpOBH

amaanHamMuHOTpaHchepasa (AJIT)).

(acmapraTaMuHOTpaHcdepaza

JIMUCPYIAUDL M dRIVIBAOU LT CHICHCAUAADBLIA?

(ACT),

C006HICHI/IG O IMOAO03PCBACMBIX HCKCIATCIIHbHBIX PCAKIIUAX

Baxuo cooOmares o0

MoaAO3pPCBACMbIX  HCXKCJIATCIIBHBIX  pCaKOUAX  IIOCIIC

perucrpanuun Ipciiapara € OCJIbIO oOecreueHus HCIIPCPBIBHOT'O MOHHTOPHUHIA

COOTHOWIICHUA «II0JIb3a — PHCK) JCKAPCTBCHHOI'O IIpCIlapara. MGI[I/IHHHCKI/IM

paboTHHKAM pEKOMEHIYETCsl COOOIaTh O JIOOBIX MOA03PEBAEMbIX HEXKETATEIbHbBIX

PCAKIUAX JICKAPCTBCHHOI'O IIPCIIapaTa YCPC3 HAIMOHAJIBHBIC CHUCTCMBbI COO6HI€HH5[

0 HCXKCJIATCIIbHBIX PCAKIUAX I'OCYAapCTB —

COro3a.

Poccuiickaa ®enepanus

YIEeHOB EBPa3niiCKOro ’KOHOMHUYECKOTO

109074, r. Mocksa, CiaBaHcKas mwiomaap, 10oM 4, crpoeHue |

denepanbpHas ciay»0a o Haa30py B cdepe 3apaBooxpanenus (PocsnpaBuanzop)

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

®axkc: +7 (495) 698-15-73

OnextpoHHas nouta: pharm@roszdravnadzor.ru

Caiir: http://www.roszdravnadzor.ru/

4.9 Ilepeno3upoBka
CumMnToMbl

HanbGonee yacTthie CHMIITOMEI
OpaauKapausi, BBIPAXXCHHOE CHHUXEHUC

HEOOCTAaTOYHOCTDh U T'MITOTITIMKEMMUA.

TIepeI03UPOBKH:

AV Onokana, BbIpaKeHHas

AJl, OpoHxocma3Mm, OcCTpasi cepaeyHas

YyBCTBUTENBHOCTD K OJTHOKPATHOMY MPUEMY BBICOKOM J103bl OMCOIPOJIONa CHIBHO

BapbUPYCT CPCAN OTACIIbHBIX ITAIIMCHTOB
BBICOKOM YYBCTBUTCIIbHOCTBIO.

Jleuenue

1, BeposTHO nanuenTsl ¢ XCH obnanator

[Ipy BO3HUKHOBEHHMH TEPEAO3UPOBKH, MPEKAEC BCETO, HEOOXOAMMO MPEKPATUTH

IIpHUEM IIpcriapaTta 1 Ha4aTb HOJACPKUBAIOITYI0 CUMIITOMATHYCCKYIO TEPAIIUIO.

15



mailto:pharm@roszdravnadzor.ru
http://www.roszdravnadzor.ru/

ITpu BeIpaxeHHOM OpaguKapauu: BHYTPU
HEJOCTAaTOYHBINA, C OCTOPOKHOCTBIO MOXHO BBECTH CpPEICTBO, 0OO0Janarolee
MOJIOKUTENIBHBIM XPOHOTPONHBIM JielicTBHEM. MHOraa MoOXeT mnoTpedoBaThCs
BpPEMEHHAas IIOCTAHOBKA 3JIEKTPOKAPAHOCTUMYIISITOPA.

[Ipu BeIpakeHHOM CHMKEHUU A/l BHyTPHMBEHHOE BBEICHHUE IIA3MO3aMENIAOIINX
pPacTBOPOB M Ba30INPECCOPHBIX NPENapaToB. BHYTpUBEHHOE BBEACHUE IUIFOKArOHA
MOJKET OBITh 11EJIECO00Pa3HBIM.

[Ipuy AV Osokanme: mNaUMEHTbl JODKHBI HAXOJIWUTHCA IOJ TMOCTOSHHBIM
HAOJMIOJIEHUEM, M TMOJdy4aThb JiedeHHe OeTa-aJipeHOMUMETUKAMU, TaKUMH Kak
snuHedpuH. B ciyyae He0OX0AMMOCTH — MOCTaHOBKA 3JIEKTPOKAPAUOCTUMYJISTOPA.
[Ipu o6octpenun Teuenuss XCH: BHYTpUBEHHOE BBEIEHUE JIMYPETHKOB,
OpernapaToB € MOJOXHUTEIbHBIM  HHOTPONHBIM  3(ddexToM, a  Takke
Ba30WJIATATOPOB.

ITpu OpoHxocma3me: Ha3Hau€HHE OpPOHXOAMJIATATOPOB, B TOM 4YHUCIE OeTa,-
aJIpeHOMHUMETUKOB U/WJIM aMUHO(PUILIINHA.

[Ipu runorivkeMuu: BHyTPUBEHHOE BBEIACHUE IEKCTPO3bI (TIFOKO3BI).

5. PAPMAKOJIOTUYECKUE CBOMCTBA

5.1 ®apmakoaguHaMUYeCKHe CBOIiCTBA

dapmakoTeparneBTHUecKas rpynmna: 31 — agpeHo0JI0KaTop CeJICKTUBHBIN.
Kon ATX: CO7ABO7

MexaHu3M JercTBUd U hapmakoarnHamuueckue 3hhEKThI

CenexkTuBHBIM OeTa;—aJpeHo00KkaTop 0€3 COOCTBEHHON CHUMIATOMUMETHYECKON
aKTUBHOCTH, HE 00Ja/1aeT MeMOPaHOCTAOUIN3NPYIOMUM JeiicTBUEM. brconmpoiom
B TEpaNeBTHYECKUX J03aX 00JalaeT HE3HAYUTEIbHBIM CPOJCTBOM K Oe€Ta,-
aZipeHOPEIeNITOPaM BHYTPEHHUX OPraHoB (IMOKETyJOYHas jKelie3a, CKEJCTHHIC
MBIIIIIBI, TJIATKasE MYCKyJIaTypa nepudepudecknx apTepuii, OpOHXOB U MaTKH), a
TakKe K OeTa-aJpeHOoperienTopaM, yYacTBYIOIIUM B PETYJSIHH MeTaboiIu3Ma.

CJ'ICI[OB&TCJII)HO, 6I/ICOHpOJ'IOJ'I (B OTJINYHC oT HCCCICKTHUBHBIX Oecra-
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aI[pCHO6JIOKaT0p0B) B ICJIOM HE BJIMACT Ha COMTPOTHUBACHNC ABIXATCIIBHBIX ll'yl.Cl\”l,
OKa3bIBa€T MEHEE BBIPAXXEHHOE BJIMSHUE HA OpraHbl, cojepxkamue Oeras-
aJIPEHOPEIICTITOPHI, U Ha YTIICBOIHBIN OOMEH, HE BBI3BIBACT 3aJCP)KKH HOHOB HATPHUS
B OpranusMe. Bolpa)keHHOCTb aTE€pOT€HHOTO IEUCTBHS OMCOIPOJIONA HE OTINYACTCS
OT JACUCTBUS MPOIPAHOJIONA.

B TepaneBTHYecKHX J103aX OMCOIPOJION OJIOKUPYET OeTa;-aJApeHOPEenTOPhI
ceplilla, yMEHBbIIAET CTUMYJIMPOBAHHOE  KaTeXxoJaMHUHamMu  0Opa3oBaHHe
ITUKIINYECKOTO afieHo3naMoHodochara (MAMD) uz anenosuaTpudochara (ATD),
CHUKAET BHYTPUKJIETOUHBIA TOK HOHOB KalbIUs, OKAa3bIBAET OTPUIATEIBLHOE
XpOHO-, JpOMO-, OaTMO- M HE SBHO BBIPAKEHHOE WHOTPOMHOE JCHCTBHUE.
bucomponon ymenpmaer YCC B mnokoe ©W TpU  HArpy3ke, 3aMeIIaeT
aTPUOBEHTPUKYJISIPHYIO TMPOBOJAUMOCTb, YMEHbBIIAET BO30YAMMOCTh MHOKAp/a.
CHmXaeT cepleyHbli BHIOPOC, B HE3HAUUTEIILHOW CTEMEHU CHUXKACT YJapHbBIN
o0beM. YMeHbIIaeT MOTPeOHOCTh MUOKAp/Aa B KHUCIOPOJIE, CHIKAET aKTUBHOCTD
PEHHHA TUIa3Mbl KPOBH.

B nauane neuenuss B mepBble 24 wyaca moclie mpueMa Owucornposiosia oOlee
nepudepudeckoe cocyauctoe conpotuniienre (OIICC) HeCKOMbKO YBEIUUNBACTCS
(B pesyJibTare PELUNPOKHOTO BO3pacTaHUs AKTUBHOCTHU anbga-
aJpEHOPEIIETITOPOB).

UYepes 1-3 cyrok OIICC Bo3Bpamaercs k ucxonHomy. [Ipu nnurensHON Tepanuu
n3HavanpbHO noBeieHHoe OIICC cHukaercs.

MakcumanbHbIli TeMognHAMU4YecKuil 3P ekt mocturaercs depe3 3-4 yaca mocie
npueMa BHYTpb. [Ipu npumenenun 1 pa3 B CyTKH TepaneBTUYECKUU 3PDEKT
Oucorposiona coxpansiercss B TeueHue 24 wyacoB Omaromaps 10-12 yacoBomy
NEepUOAY MOJTYBBIBEJCHUS U3 MJIa3Mbl KPOBHU.

bucornposion o61anaer TakKuMu ke dIEKTPOPU3HOIOTHIECKUMHU 3P EeKTamMu, KaK U
apyrue OeTa-apeHoO0JOKaTOphl. B 3IeKTpOPU3NOIOTHIECKUX HUCCIICIOBAHUIX
oucomnponon ypexxkan UCC, yBenuuuBana Bpemsi MPOBEACHUS W pedpakTepHbIC

nepuodbl CHHOATPHUAIIBHOIO MW ATPHOBCHTPUKYJIAPHOI'O Y3JOB. OtMmeuaeTcs
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yanuHenne uHTepBaioB RR u PQ, a T
(QTc) Ha OKT (B mpeaenax HOpMaJbHBIX 3HAUCHHH ).

bucomnposion ~ OKa3pIBa€T  AHTUTHUIIEPTEH3MBHOE,  AHTHUAPUTMUYECKOE U
AHTUAHTMHAJIBHOE JICHCTBUE.

5.2 @apmMakoKUHeTHYECKHE CBOMCTBA

AOcopOuus

bucomnponon mnoutu mnonHocthio (O6omee 90 %) BcacbiBaeTcs M3 SKEIYIOYHO-
KHIIEYHOro TpakTa. Ero OHMOAOCTYNHOCTh BCIEACTBUE HE3HAUMTEIBbHON
MeTaboIM3aIK «IIPU IEPBOM MPOXOKIECHUN» Yepe3 NeUeHb (Ha ypOBHE IPUMEPHO
10 %) cocraisier okono 90 % mnocine npuema BHyTpb. [Ipyuem nuum He BIUSET Ha
OMOOCTYITHOCTh. brcomnpoion AeMOHCTPUPYET JIMHEWHYIO KUHETUKY, IPUYEM €TO0
KOHLIEHTPAaLMH B IUIa3M€ KPOBH IIPOIIOPLIMOHAIIBHBI IPUHATOM 103€ B AMANA30HE OT
5 o 20 mr. MakcuMaiibHasi KOHLIEHTPALMS B IJIa3Me KPOBH JTIOCTUTAETCs yepes 2-3
qaca.

Pacnopenenenne

bucomnponion pacnpenensiercss A0BOAbHO mHMpoko. OObeM pacnpeneraeHus
coctapisieT 3,5 n/kr. CBs3b ¢ OeKaMu T1a3Mbl KpoBH gocturaet npumepHo 30 %.

buorpancdhopmarus

MeTabonu3upyeTcsi I0 OKHCIUTEIFHOMY MyTH 0€3 MOCJIEnyIONIeH KOHBIOTAIUH.
Bce MeTabonuTel ospHbI (BOAOPACTBOPUMBI) U BBIBOASTCS MOUYkaMu. OCHOBHBIE
METa0ONThI, OOHApy>XWBaeMble B INIa3ME€ KPOBH M MoOYe, HE TPOSBISIIOT
(dbapMakoJIOTHYECKON aKTUBHOCTU. JlaHHBIE, TOJyYE€HHbIE B  pe3yJibTare
DKCIIEPUMEHTOB C MHUKPOCOMaMH TICYCHHM YEJIOBEKA in Vitro, MOKa3bIBAIOT, YTO
Ouconposo METabOIU3UPYETCs] B MEPBYIO OYEpeab C MOMOIIbI0 H30(epMeHTa
CYP3A4 (oxomno 95 %), a uzodepment CYP2D6 urpaer nauiib HE3HAYUTEIHHYIO
pOJIb.

DIIMMUHAIIS

Knupenc 6ucomnposiona onpeaensieTcss paBHOBECHEM MEX]Ty BhIBEJICHUEM MTOYKAMU

B HeM3MeHeHHOM BHjie (0koi0 50 %) u merabonu3zmom B nieuenu (okoso 50 %) o
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COOTBETCTEY
o7 31

MeTa60J'II/ITOB, KOTOPBIC TAKKC BBIBOJATCSA TTOYKAMIT. OGLu,nf/i KinpCTHC bUblaDJll)lCL
15 n/uac. Ilepuon nonyssiBenenus (T;,) — 10-12 gaco. OTcyTcTBYeT HHGOpMAIIUs
o dapmakokuHeTnke Owucomposona y marueHToB ¢ XCH m omHOBpeMEHHBIM
HapyleHueM (PyHKIIMY MIEYeHU UITU TIOYEK.

[loyeunast HETOCTATOYHOCTH

B uccrnenoBanuu y manueHToB ¢ nmodeuHoi HemoctaroyHocThio (KK 28 mi/mun)
ObLII0 TTOKa3aHo, uto cHkeHne KK conpoBoknaercs yBeaTuueHHeM MaKCUMabHOM
KOHLEHTpauuu B ia3mMe KpoBU (Cpax), IUVIOMAAN NOJ KPHUBOM «KOHILIEHTpALUs-
BpeMs» (AUC) u T, 6ucomnposnona. [Tockoiabky KiupeHC OUCOMposiosia B paBHON
CTENEHU OCYIIECTBISIETCA TOYKAMU W T[I€YEHbIO, CYIIECTBEHHOW KyMYJIALMH
OucoIpoJioNia y MAalUWeHTOB C JIETKOM M YMEPEHHOM CTENEHbIO MOYE€YHOU
HEJOCTAaTOYHOCTH HE OTMEYaeTcs. B ciydae TspKesroi mo4eyHoM HEJ0CTaTOYHOCTH
(KK < 20 Ma/MuH) KyMyJIsIUsl MOYKET MPOUCXOAUTH U 1032 Mpenapara He JOJDKHA
npeBblath 10 Mr B CyTKHU.

[IeyeHOYHAsE HEAOCTATOYHOCTh

VY mnamueHToB € LMPPO30M IEUEHW OTMEYAeTCs BbICOKAas BapuaOEIbHOCTh U
3HAYUTEIBHOE 3aMEIJICHUE AIMMHUHALIMKU 110 CPAaBHEHUIO CO 3JI0POBBIMU JIFOABMU
(T, 6ucomnposona cocrasisier ot 8,3 mo 21,7 yacoB). KiauHuuecku 3HayMMbIe
pasznuurs papMakKOKMHETUKU MEXIY MAallMeHTaMU ¢ HOPMaJbHOW U HapyIIEHHOU
dbyHKIIMEW TI€YeHW HE BBIABJICHBL. B cllydae BBIpaKEHHON TEYEHOYHOMU
HEJOCTATOYHOCTU KyMYJISILIUSI MOKET IIPOUCXOIUTh U J03a Mpenapara He JI0JKHA
npesblmath 10 Mr B CyTKu.

XpoHHMYECKas cepicuHast HEJOCTATOYHOCTh

VYV nmamuentoB ¢ XCH III ¢pynkumonanpHoro kiacca no kiaccudukanuu NYHA
OBLITM OTMEUYEHBI 0oJiee BBICOKOE COJACpKaHWE OMCOMpPOJIojia B TUIa3Me KPOBH H
YBEJIMUEHHBIA TE€pUOJ] TIOJYBBIBEACHUS II0 CPAaBHEHUIO CO  3J0POBBIMHU
100poBoabIIaMH. Cpax B PABHOBECHOM COCTOSIHUM cocTaBiiieT 64+21 Hr/miu npu

cytouno gno3e 10 wmr; T, cocraBmsier 1745 wuacoB. @apMaKOKHMHETHKA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

6I/ICOHpOJIOJIa Yy HNanucHTOB C XCH u COMTYTCTBYIOTINM  HAPYIICHIICM (byru\uyud

INCYCHU HWJIU ITOYCK HC NU3YyYdaJIacCh.

JInna moXuIiioro Bo3pacra

Yy IMallMCHTOB IIOKHJIOI'O BO3paCTa OTMCYACTCA HCE3HAYUTCIIBHOC YBCIIMYCHHC

HEKOTOpBIX (apmakokuHeTHueckux mnokazatenen (T1n, AUC, Chax) Oucomposona

IO CpPpaBHCHHUIO C MOJOAbIMHU IIaIUCHTAMH, IIPCAIIOJIOKUTCIBHO B CBA3U C

BO3PACTHBIM CHUKCHHUCM ITIOYCYHOI'O KIIMPCHCA. OI[H&KO 9TH pa3JInduAg HC ABJISIOTCA

KIIMHAYECKH 3HAYMMBIMH U HE TPEOYIOT KOPPEKITUHU J03bI OMCOMPOIIOa.

6. PAPMAIIEBTUUYECKUE CBOMCTBA
6.1 Ilepeyenb BcnoMorareibHbIX BellleCTB
Kanbuus rugpodocdar 6e3B01HbIIM

Kpaxman KyKkypy3HbIi

[emmrono3a Mukpokpuctaudeckas (tumn 102)
KpocnoBuion

Marnus creapar

Kpemnus quokcua KOJUTOUIHBIN OS3BOIHBIN
Cocmag 060104k

Makporoin 400

Tutana nuokcun (E171)

Jumetukon 100

['umpomernosa

6.2 HecoBmMecTUMOCTD

He npumenumo.

6.3 Cpok roaHocTu (CpOK XpaHeHUs )

3 roxa.

6.4 Oco0Oble MepbI MPEIOCTOPOKHOCTH NPU XPAHEHUH

XpaHUTH B 3aIIMIIEHHOM OT CBETa MECTE MpHU Temreparype He Boie 25 °C.

6.5 Xapakrep u coaepkaHue MEPBUYHON YIIAKOBKH
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IIo 10 Ta0JIETOK B KOHTYPHYIO STHICKOBYTO YITaKOBKY n3 IICHKM
MOJIMBUHWIXJIOPUIHON 1 (DOJIEIU aTFOMUHUEBOM MEYaTHOM JIAKUPOBAHHOM.

1, 2, 3,4, 5, 6, 9 KOHTYpHBIX SYEHKOBBIX YIMAKOBOK BMECTE C MHCTPYKIHEU IO
MEIULIMHCKOMY TPUMEHECHHUIO MIOMEIIAIOT B MAYKy U3 KAPTOHA.

6.6 OcoOble Mepbl MPEAOCTOPOKHOCTH NMPU YHUUYTOKEHUH HMCIOJIb30BAHHOTO
JICKAPCTBEHHOI'0 NMpenapara Wjid OTX0A0B, MOJYYEHHbIX MOC/Ie NMPUMEHECHUS
JICKAPCTBEHHOI0 NMpenapara u Apyrue MaAaHUMYJISIUU ¢ pernapaTrom

Oco0sbie TpeOOBaHMs OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOT'O YAOCTOBEPEHUS
Poccuiickaa ®enepanus,

OBIIIECTBO C O'PAHMYEHHOM OTBETCTBEHHOCTBIO «ITPAHA®APM»
(OO0 «ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81

ten. (846) 334-52-32, 207-12-61

dakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

7.1 lIpeacraBuTe)Ib JepKaTessi PperucTPallMOHHOI0 YI0CTOBEPEeHMS

ITperen3un norpeduTeIer HAIPABIAIOT 10 AJPECY:

Poccuiickaa ®@enepanus,

OBIIECTBO C OT'PAHUYEHHON OTBETCTBEHHOCTBIO «ITPAHA®APM»
(OO0 «ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81

ten. (846) 334-52-32, 207-12-61

dakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

8. HOMEP PETHCTPAIIMOHHOT' O YAOCTOBEPEHMUSA
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(no 1:.—|—E,.:l':! BATENEHOCTE 000&)

9. JIATA MNEPBUYHOM PETUCTPAIIUM (IIOATBEPXKIEHMUS
PETUCTPALIMMU, IIEPEPETUCTPAIINN)

JlaTa mepBUYHON pErucTpanuu:

10. TATA IEPECMOTPA TEKCTA

Oo6mast xapakrepucTtuka jekapctBeHHoro mnpemnapara BUCOITPOJIOJI-ITPAHA
JIOCTYIHA Ha UH(POPMAIMOHHOM TopTaie EBpa3uilckoro 3KOHOMUYECKOTO COI03a B

MH(OpPMAIMOHHO-KOMMYHUKaIIMOHHOM ceTu « HTepHeT» http://eec.eacunion.org/
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