COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 08.10.2025 N= 25257

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “0%)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

buconposion Kanos, 2,5 mr, TabyieTku, HOKPHITHIEC INIEHOYHOM 000JI0YKOM

2. KAYMECTBEHHBIN U KOJTWYECTBEHHBIA COCTAB

JleiicTByroliee BEIEeCcTBO: OMCOIIPOIIOI.

Kaxxnas Tabnerka comepxut 2,5 Mr OucomnpoJioia (B Buze pymapara).

BcrnomorarenbHble BelecTBa, HaJIHMuWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npernapara: JJakTo3a, KpacuTellb COJTHeUHbIH 3akat xenTbiit (E110) (cMm. paznen 4.4.).

[TonHbIi TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHUBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHASI ®OPMA
TabneTKH, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
Tabnerku cepaneBUAHON (HOPMBI C PHCKOH ¢ 00EUX CTOPOH, MOKPHITHIE TUIEHOYHON 000JI0YKOM

CBCTJIO-OPaH>KCBOI'0 LIBCTA. Ha IMOIICPCYHOM PaA3pPE3€ IIOUYTHU oeoro OBCTA.

4. KIMHNYECKHUE JAHHBIE
41. Tloka3aHusi K NPUMEHEHHIO
[Tpenapatr buconposion KaHOH mnpumeHsieTcsl y B3pOCIBIX INPU XPOHUYECKOH CEpIECYHOMN

HepoctaToyHoctu (XCH).

4.2.  PexuM 103MPOBAHMSA H CIIOCOO MPUMEHEHHS

PexxuM 103upoBaHus

Bspocnvie

CrannaptHas cxema JeueHuss XCH Bxitoyaer mnpuMeHeHHE HHTHOUTOPOB AHTHMOTEH3HMH-
npespauatomiero ¢pepmenta (AIID) umm aHTaroHUCTOB peLenTopoB aHruoreHsuHa Il (B ciydae
HenepeHocumocTu  uHruoutopoB  AIl®),  Oera-aapeHOOIOKATOPOB,  JIUYPETHKOB W,
(bakyIbTaTUBHO, cepleuHbIX ruMko3uaoB. Hauvano neuenns XCH mnpenapatom bucomnposnon
Kanon tpeOyeT 00s3aTeNbHOTO NMPOBEACHUS CIEUATbHON (ha3bl TUTPOBAHHUS M PEryJISPHOrO
BpaueOHOr0 KOHTPOJIS.

IIpenBapuTenbHBIM  yCIOBUEM I JiedeHUs npenaparoM buconponon KaHOH sBisercs
crabunpHas XCH 6e3 npusnakoB oboctpenus. Jleuenne XCH npenaparom buconponon Kanon
HAaYMHAETCA B COOTBETCTBUHU CO CIHEAYHOUIEH cxeMod TuTpoBanus. IIpm 3TOM MO)KeT
noTpe0oBaThCs MHAMBUAYyaJbHAs aJalTalus B 3aBUCUMOCTH OT TOrO, HACKOJIBKO XOPOLIO
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MAIUEHT MEPEHOCUT HAa3HAYCHHYIO 7103y, T. €. JI03Y Momgo_' s;B-«J:%EaTEE@hH(O BTT(Sﬂ;Il '-'c';';sr'qae,

€CJIM MpebIIyIas 103a XOpoIlo MepeHocunack. Pekomenayemasi HauaiabHas 7032 COCTaBJISIET
1,25 mr oguH pa3 B JeHb. B 3aBUCHMOCTH OT MHIWBUIYaTbHOW MEPEHOCUMOCTH JI03y CIIETyET
MOCTENEeHHO NoBbIaTh g0 2,5 mr, 3,75 wmr, Swmr, 7,5Mr u 10 mr 1pa3 B aenb. Kaxmoe
MOCIEAYIOIEe YBETMUYEHUE J03bl JOKHO OCYIIECTBIISITHCS HE MEHEE UeM uepes3 JBe HeJllemH.
Ecnu yBennyenue 10361 Ipenapara mioxo NepeHOCUTCs MalueHTOM, BO3MOXKHO CHUKEHHUE J103bl.
MakcumanbHasi pekoMmengoBanHas no3a npu XCH cocrasnsier 10 mr npenaparta bucornposion
Kanon 1 pa3 B nieHb.

Bo BpeMst TUTpOBaHUS PEKOMEH]IyEeTCS PETYNISApHBIA KOHTPOJIb apTepuaibHoro fasieHus (AJl),
yacToThl cepreunbix cokpaiienus (HCC) u crenenu BoipakeHHOCTH cuMiToMoB XCH.
Ycyrybnenue cumntomMoB TeueHuss XCH BO3MOXKHO yike C IIepBOro JTHS MPUMEHEHUS IIperapara.
Ecnu manueHT muoxo nepeHoCcUuT MaKCHMalbHO PEKOMEHAOBAHHYIO 103y MpernapaTa, BO3MOKHO
MOCTETIEHHOE CHUKEHHE JIO3BI.

Bo Bpems (a3bl TUTpOBAHUS WIIH ITOCIIC HEE MOTYT BOSHHKHYTh BPEMEHHOE YXYAIICHUE TCUCHUS
XCH, aprepualibHasi THIIOTCH3UsI WK Opaaukapaus. B 3ToM cirydae pekoMeHIyeTcs, MPexKIe
BCEro, MPOBECTH KOPPEKIHIO J03 IpEenaparoB COMYyTCTBYIOIIEH Tepamnuu. TakkKe MOKET
noTpeboBaThCs BpEMEHHOE CHIKEHUE 1036l Ipernapara buconponon Kanon unu ero orMmeHa.
[Tocne crabunu3anuu COCTOSHUSI TAIMEHTa CJEAYeT MPOBECTH MOBTOPHOE TUTPOBAHUE O3BI,
00 MPOJOIHKUTH JICUECHHUE.

Jleduenue npenaparom buconponon KanoH 00bIYHO SBISETCS JOATOBPEMEHHON Tepamuei.

Oco0bIe I'pynnbl HJaMCHTOB

THayuenmol ¢ napywenuem @yHKYuu no4ex uiu neyeHu
[Tpn wapymeHnn (QyHKIMH MMEYSHW WIM TOYEK JIETKOW WM YMEPEHHOH CTENeHH OOBIYHO He
TpeOyeTcst KOpPEKTUPOBATh J03Y.
[Tpu BbIpakeHHBIX HapyLIeHUAX QyHKIUHN nodek (kaupeHc kpeatuHuHa (KK) menee 20 ma/muH)
U y TIAIIAEHTOB C TSHKEIBIMH 3a00JIEBaHUSAMHY TICUCHH MaKCHMalbHAs CyTOYHAs 7033 COCTABIISET
10 ™r. VYBenmuueHwe 0361 y TaKHX IMAIIMEHTOB JIOJDKHO OCYIIECTBISTHCA C 0CO00i
OCTOPOKHOCTBIO.
Tayuenmuwr nooscunozo eospacma
Koppekuuu 10361 HE TpedyeTcs.

eTn
Tak KaKk HET 10CTaTOYHOI'0 KOJIMUYECTBA JAHHBIX 110 MPUMEHEHHIo npenapara bucomnponon Kanon
y JIeTel, He PeKOMEH1yeTCsl Ha3HauaTh Mpernapar AeTsaM 10 18 jer.
K HacrosdmeMmy BpeMEHHM HEIOCTATOYHO JaHHBIX OTHOCHUTENIBHO IPUMEHEHHUs IIpernapara

buconponon Kanon y mamuentoB ¢ XCH B coueranuum ¢ caxapHbiM nuaberom [ tuma,
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BBIPQXCHHBIMU ~ HapylIEeHUSIMU  (QYHKIUU mowex' || H - %éJ&QF'H"‘HEJTBﬁlK%HOﬁ

KapHHOMHOHaTHeﬁ, BPOXKACHHBIMU IIOpOKaMMU CCpAla HJIM IIOPOKOM KJlallaHa cepaua C

BBIPAXKCHHBIMU T'CMOIWHAMHUYCCKUMU HAPYHICHUSMU. Taxoke A0 CUX IMOp HE OBLIO IMOJIYUYCHO

JIOCTATOYHBIX JAHHBIX OTHOCHUTEILHO IMALIMEHTOB C
IMOCHEIHUX 3 MECSILIEB.

Cnooco0 npuMeHeHus

BnyTps.

XCH ¢ uHpapkTOM MHOKapAa B TEYCHHUE

TabneTku cnepyeT mpUHUMATH | pa3 B CYTKH, YTPOM, C HEOOJBLIUM KOJIHMYECTBOM KHJIKOCTH,

HE3aBHCUMO OT BPEMCHH IIPpUEMA ITHIIIHU. TabneTku He CICAYET Pa3’KEBbIBATh WJIM PaCTUPATh B

IIOPOLIOK.

4.3. TIpoTuBoOmOKa3aHUS

o THIICPYYBCTBUTCIIBHOCTD K 6I/ICOHpOJ'IOJ'Iy nin K J'II-O6OMy U3 BCIIOMOI'aTCJIbHBIX BCIICCTB,

MepEUYUCIICHHBIX B pazzene 6.1;

e ocTtpas cepaeuyHas HemoctatrouHocth, XCH B cragum nexommneHcanuu, TpeOyromas

MPOBEJCHHUS HHOTPOITHOW TEPaInu;

o Kap,Z[I/IOI‘eHHHﬁ II0K,

e arpuoBeHTpuKyispHas (AV) 6nokana I u 11l crenenu, 6e3 31EKTPOKAPAUOCTUMYIISITOPA,

®  CHHJIPOM CIa0OCTH CHHYCOBOTO Y3J1a;

e cuHOaTpualibHas OJOKa/a;

e BeipaxkeHnHas Opagukapaus (HCC menee 60 ya/MuH) 10 Hayaia Tepanuu;

e  BbIpaKEHHAas apTepuaibHas runoreHsus (cucronuyeckoe AJ] menee 100 mm pT. CT.);

e  TspKemble GOopMbl OPOHXHMATBHOMN aCTMBI;
e  BbIpAXEHHBIE HapylIeHUs MepudepruIecKoro

cuHapoM PeitHo;

apTepUaNbHOTO KPOBOOOpAIIEHUS WU

e (eoxpomonuToMa (6€3 OJHOBPEMEHHOI'O IPUMEHEHHUs allb(ha-aipeHOOIO0KATOPOB);

L4 MeTa00INYCCKUI anunuao03;

e BO3pacT 10 18 neT (HemocTaTouHO JAaHHBIX MO 3(PGEKTHBHOCTH M OE30MAaCHOCTH y JTaHHON

BO3PACTHOM TPYIIIIHI).

4.4. OcoOble ykazaHusl 1 Mepbl PeJOCTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPO’KHOCTBLIO

®  [IpOBEJCHUE JIECCHCUOMITU3UPYIOIEH Tepanuu;
e creHokapaud [IpuHnmerana;

®  TUNECPTHPEO3;
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KOHIEHTPAIUU TJIOKO3bI B KPOBU;

e AV Onokana I crenenu;

e  BbIpaXeHHas nmoyevHas HepocTtatouHocTh (KK Menee 20 mi/MuH);

e  BBIpaXEHHbIC HapyIIECHUS QYHKINH ITEYCHHU;

e r1icopuas;

®  PECTPUKTHBHAS KapIHOMHUOIIATHS;

e BpOXJIEHHBIC TMOPOKM CepAlla WM TOpPOK KjamaHa cepana ¢ BbIPaKEHHBIMU
reMOIMHAMHYECKUMH HapyIICHUSIMH;

e XCH c uapapkToM MHOKap/a B TCUCHHUE IMOCICTHUX 3 MECSIICB;

e HapyleHus Nepudepuueckoro apTepHalibHOrO KpPOBOOOpAIlleHUsl JIETKOH M yMEpEHHOU
CTEICHH;

®  TsDKeTbIe POPMBI XPOHUYECKOH 00CTpyKTHBHOI Oone3nu serkux (XOBJI);

e  HeTspKenble GOpMBbI OPOHXUATBHOW aCTMBI,

e Oponxocma3M (B aHaMHE3¢);

e ayuIepruyuecKue peaxiuu (B aHaMmHes3e);

e  OOUIMpHBIE XUPYPrHUECKUE BMEIIATENbCTBA M 001I[ast aHECTE3Hs;

e  CTporas aueTa;

e  OEpEeMEHHOCTb;

®  [IEpHOJ I'PYAHOTO BCKAPMIIMBAHMSL.

Oco0ble yKkazaHus

IIpexpawenue mepanuu u « CUHOPOM OMMEHBLY

He cnenyer pe3ko nmpepbiBaTh JiedeHUE OUCOMPOIIOIOM UM MEHSITh PEKOMEHOBAHHYIO 103y 0€3
MpeBapUTENbHON KOHCYNbTAllMA C BpPadoM, TaK KaK 3TO MOXET MPHUBECTH K BPEMEHHOMY
YXYJIIEHUIO JESITeIbHOCTH cepiua. JledeHue He cienyer NpephiBaTh BHE3AIHO, OCOOCHHO Yy
ManueHToB ¢ umemudeckoit Oonesnpto cepamna (MBC) (otmeuanoch yTspKeIeHUE TPHUCTYIIOB
CTCHOKapIUH, pa3BUTHE HH(APKTA MHUOKapJa W BO3SHHUKHOBEHHUE JKEIyJOYKOBBIX APUTMHUU Y
narmenToB ¢ MBC mpu BHe3amHOM IMpekpalleHuu hpuema Oera-azpeHobiokaropoB). Ecnu
npeKpalleHne JIeYeHus: HeoOX0UMO, TO 103y OMCOmNpoJiosia ClIeayeT CHUXKATh MOCTENeHHO. B
Clly4ae 3HAYUTENIbHOTO YTSKEJIEHHS CTEHOKapIUM WM Pa3BUTHS OCTPOTO KOPOHAPHOTO
CHHJIpOMA CJIeAyeT BPEMEHHO BO30OHOBUTH IIPHEM OHMCOITPOJIOIA.

3abonesanus cepoeuno-cocyoucmoti cucmemol

Bera-anpeno01okaTopsl HE JOJKHBI TPUMEHATHCA MPH lekomrieHcupoBanHoit XCH no Tex mop,

IMoKa COCTOAHHMEC MMallCHTa HE CTa6I/IJ'H/ISI/IpOBaIIOCB.
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Ha nHavanmbHBIX 9Tanax NPUMEHEHHS OWCOmpoJoia ﬁ%é&%ﬂ%%ﬂ%ﬁl ':B"' CTOSHHOM

HaOJIIOICHUM.

bera-agpenoOnokaTopsl MOTYT BbI3bIBaTh Opamukapauto. Ilpu ypexxenun YCC B nokoe mMeHee
50-55 ya/mMuH cienyeT yMEHBIIHUTS 103y WIHM MPEKPATUTh MPUEM OHMCOIPOJIoIa.

Kak u npyrue 0era-agpeHo010KaTopsl, OUCOIIPOIION MOXKET BbI3bIBATh YAJIMHEHUE HHTepBaia PQ
Ha oanekrpokapauorpamme (OKI'). Crenyer ¢ OCTOPOKHOCTBEO TPHUMEHSATH OHCOMPOIION Y
NALUEHTOB C aTPUOBEHTPUKYIISIPHOM Onokanoil | crenenu.

HecenexTtuBHble OeTa-aapeHOOIOKATOPbl MOT'YT YBEIMYUBATh YacTOTY M MPOJOJDKUTEIBHOCTh
AQHTMHO3HBIX IPUCTYIIOB Yy MAIMEHTOB C BAa30CIACTUYECKOM CTeHoKapauen (CTeHokapauen
[lpuniverana)  BCIEICTBHE  OMOCPENOBAaHHON  anb(da-pernentopamMyd  Ba30KOHCTPHKIHU
KOpoHapHOH aptepuu. KapamocenekTHBHBIE OeTai-aapeHOOIOKaTOPsl (BKIHOYas OMCOIMPOIIOI)
IIPYU Ba30CNAaCTUYECKON CTEHOKAPJAUU CIEAYET IPUMEHATH C OCTOPOIKHOCTBIO.

K HacTosilieMy BpeMEHM HEJOCTaTOYHO JaHHBIX OTHOCHTEIbHO IPUMEHEHHUs Oucomposona y
nanueHToB ¢ XCH B couetanuu ¢ caxapHbIM auabeToM | Tumna, BIpa)KEHHBIMU HapyILIEHUSMU
(GYHKIMU MOYEK W/WJIM TIE€YSHH, PECTPUKTHBHON KapIMOMHUOINATUEH, BPOKICHHBIMU ITOPOKAMH
ceplua MM IIOPOKOM KilalaHa CepAua ¢ BBIPa)KEHHBIMU I'€MOJMHAMHYECKMMH HapyLLICHUSMHU.
Taxoke 10 cux 1mop He ObUIO MMOJIyYEHO I0CTaTOYHBIX JaHHBIX OTHOCUTENbHO nanueHToB ¢ XCH ¢
MH(}apKTOM MHUOKap/ia B TEYEHHE TOCIEAHUX 3-X MECALIEB.

Hvixamenvnas cucmema

HecmoTpst Ha TO, 4TO celleKTUBHBIE OeTa1-aJipeHOOJ0KATOPbl B MEHBIIEH CTENEHH BIHAIOT Ha
(YHKLUIO JBIXaTeIbHOM CHUCTEMBI, YeM HeCceJIeKTHBHbIE OeTa-aJpeHOOI0KATOPHEl, MAMeHTaM C
XOBJI u HeTsxenbMu opMaMu OPOHXHATTBHOM aCTMbI OMCONPOJIOJ CJIEYET Ha3HauYaTh ¢ 0COO0M
OCTOPOKHOCTBIO U TOJBKO B TOM Cllydae, €ClIi BO3MOXKHbBIE MPENMYILECTBAa €ro MPUMEHEHUs
OpPEBBIIAIOT NOTeHIMaNbHbI puck. Ilpu OponxuanbHoi actMe wmmu XOBJI mnokazano
OJTHOBPEMEHHOE ITPUMEHEHHE OPOHXOIMIATUPYIOIIUX CPECTB.

VY nanueHToB ¢ OpOHXHMAIBHON acCTMON BO3MOYKHO IMOBBIIIEHUE PE3UCTEHTHOCTU JBIXATEeNIbHbIX
nyTei, 4to TpedyeT OoJiee BHICOKOM 1036l O€Taz-aIpeHOMUMETHUKOB.

V¥ nauuentoB ¢ XOBJI Oucomnposnon, Ha3HaYaeMblil B KOMIUIEKCHOW Tepanuy ¢ IebI0 JICYSHUs
CEpJEYHOM HEIOCTATOYHOCTH, CIENYET HAUMHATh C HAUMEHbILIEH BO3MOKHOM /10361, a MALIUEHTOB
THIATEIbHO  HAOMIoaTh HA  TOSABJIEHHE HOBBIX CHUMIOTOMOB  (HampuMmep,  OJBIIIKH,
HEMEePEHOCUMOCTH (PU3NUECKUX HArPYy30K, KaIIlIs).

Obuwupnble xupypauueckue eMeuwamenbcmea u oowas anecmesus

[Tpu He0OXOMMOCTH MPOBEJICHUS XUPYPTHUECKUX BMEIIATEIbCTB CIIEAYeT NpeayIpeaAUTh Bpaya-
aHecTe31oJIora O TOM, YTO HAalMEHT NPUHHUMAET OeTa-aJApeHOOJ0KaTOPhl (PUCK JIEKApCTBEHHBIX

B3aUMOJICICTBUH C Pa3BUTHEM TSDKEIBIX OpaguapuTMUN, YMEHBIICHHUS pPEPICKTOPHON
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TaxuKapJuu U apTepUaTbHON THIOTCH3UH). PeKOMeH/'::LJJé_T“c;;[—l %t;é:ﬁ"s"ﬁ-g% ﬁéﬂ)'é}%o&ﬁﬁoé'ﬁ/f HE

npeKpamaTh NpueM OHCOIposoNa B IMEpPHONEpallMOHHOM mepuone (Tak Kak Onokama Oeta-
aJPEHOPEIENTOPOB CHIDKAET PUCK BO3HUKHOBEHHUS aPUTMHHA M HIIEMUU MHUOKapJa BO BpEeMs
BBOJIHOT'O HApKO3a M UHTYOAIlUU TPaXeH).

B cnyyae HeoOXOAMMOCTH TpepblBaHUS JICUEHUs OHCOIPOJIOIOM Iepell MPOBEICHUEM
XUPYPTUYECKOr0 BMENIATENbCTBA, MpEnapar cielyeT OTMEHUTh HE MeHee ueM 3a 48 yacoB 110
oTepanuu.

Deoxpomoyumoma

Y mnauueHToB ¢ (EOoXpOMOLMTOMOM OHCOMPOIOA MOXKET ObITh Ha3HAYeH TOJIbKO Ha (oHe
npUMeHeHHs anbda-aIpeHoOI0KaTOPOB.

Tupeomokcuxos

[Tpu runepdyHKUIMK IMUTOBUAHON 3KeJe3bl OeTa-aapeHOoOJIOKaTOphl (BKIIOYash OHCOMPOIION)
MOTYT MAaCKHpPOBaTh TaXUKAPAHIO M YMEHBIIATH BBIPAKEHHOCTH CHMIITOMOB THPEOTOKCUKO3a.
Pe3kas orMeHa mpemnapara MOXET BbI3BaTb O0OCTPEHHE CHUMIITOMOB 3a00JICBaHHS M Pa3BUTHE
TUPEOTOKCUYECKOTO KpHU3a.

Peaxyuu eunepuyecmeumenvrocmu

bera-anpeHoOnokaTopbl, BKIOYass OUCOMPOJNION, MOTYT IOBBICUTh YYBCTBHTEIBHOCTH K
ajylepreHaM W TSHKECTh aHa(UIAKTHYCCKUX pPEaKIMi/peakiuii TUIePYyBCTBHTEILHOCTH H3-32
ociia0JeHusi  aJAPEHEePrUYeCKON  KOMIIEHCATOPHOW  pEryisdlMd T1OJ JeWCcTBHEM Oera-
aapeHoOiokatopoB. [IpuMeHeHne 00bIYHBIX TEpANIeBTUUECKHX /103 dNHepUHA (aipeHalnHa) Ha
done mnpuema OeTa-apeHOOTIOKATOPOB HE BCEerJa MPUBOAWT K JIOCTHKEHUIO KEIaeMOro
kimHn4Yeckoro ¢ dexra. Heodxoammo cobmogaTh OCTOPOKHOCTH TPU HA3HAYSHUH OMCOTPOII0IIa
MAIUEHTaM C TSDKEIBIMU PEAKIUSAMHU THIICPYYBCTBUTSIPHOCTH B aHAMHE3E WIIA TIPOXOJISIIAM
KypC J1IeCeHCUOMIIN3aIUN.

Icopua3z

[lpn pemeHnm BoOIpoca O NPUMEHEHUH OWCOINPOJIONa Yy MAIMEHTOB C TICOPHA30M CIIEAYyeT
TIIATEITFHO COOTHECTH MPEIoaraeMyro ToJib3y OT MPUMEHEHHS MpernapaTa u BO3MOKHBIA PUCK
00oCTpeHus TeueHus Tcoprasa.

Konmaxmmnuie nun3vi

[TarueHTHI, TOJB3YIONIUMECS KOHTAKTHBIMH JIMH3aMH, JOJDKHBI YYHTHIBATh, 4TO Ha (oHe
pUMeHEeHHs OeTa-aIpeH00I0KaTOPOB BOZMOKHO CHIKEHHUE MTPOAYKIIUH CIIE3HON JKUIKOCTH.

BcnomorarenpHbI€ BelllecTBa

[Ipenapar conxepxkut jnakro3zy. IlanmeHTam C peako BCTpEYaroOUIeHCss HACIEICTBEHHOM
HENEPEHOCHUMOCTBIO TallaKTO3bl, ACPHUIMTOM JIAaKTa3bl JIOMaped WM TIII0KO30-TaJaKTO3HOU

MajababcopOIMel He ClIelyeT MPUHUMATh 3TOT IIperapar.
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[Ipenmapat coAaepKUT KpacHTEIb COJHEYHBIH |3aKaT ﬂgmsraEéﬁﬁTd_)EJ;llt ﬂm{e]; BBI35IBATH

AJUICPruiCCKUC pCaKu.

4.5. B3aumopaeiicTBue ¢ JAPYrHMH JIEKAPCTBEHHbIMHM MNpenapatamMM M JApyrue BH/bI
B3aNMOJAEeHCTBUSA

HepexoMeHayeMbIe KOMOMHALMHU

AHTHapuTMHuueckue cpeactBa | knacca (Hampumep, XUHUAWH, IU30NUpaMU, JIHJIOKAWH,
dbenuTonH, haexkanHuA, mpornadeHoH) Ipu OJHOBPEMEHHOM IIPUMEHEHHUH C OUCOTIPOJIOTIOM MOTYT
CcHIKaTh AV IPOBOAMMOCTH M COKPATUTEIBHYIO CIIOCOOHOCTD Cep/lLia.

brokaropsl «memyieHHBIX» KanbliueBbiX kKaHaioB (BMKK) Ttuma Bepamamuia u, B MEHbIIEH
CTETIeHH, TUITHA3EMa, TIPH OJTHOBPEMEHHOM MPUMEHEHUH C OMCOTPOIIOIOM MOTYT MPUBOAMTH K
CHI)KEHMIO COKpPATUTENIbHOM crnocoOHOCTH MMOKapaa M HapymeHuto AV mposogumoctu. B
YaCTHOCTH, BHYTPMBEHHOE BBEJCHHE BepalaMuia TMalheHTaM, MpUHUMaIUM Oera-
aapeHo0JI0KaTOPBI, MOXKET MPUBECTH K BBIPAKEHHON apTepHalibHOM runoreH3uu u AV Onokae.
['unoTeH3uBHbIE CpeAcCTBa LEHTPAIbHOIO JEHCTBUS (Takue KakK KJIOHHWIUH, METHIJIOoNa,
MOKCOHMJIMH, PUJIMEHHAMH) MOTryT mnpuBecTH K ypexeHutro YCC u CHMXKEHHIO CEpAEYHOro
BbIOpOCa, a Takke K Ba30JWiIaTallid BCIEACTBHE CHIDKCHUS IEHTPAIbHOIO CHMIIATUYECKOTO
ToHyca. Pe3kast orMmeHa, 0cOOEHHO 10 OTMEHBI 0eTa-aipeHO0I0KATOPOB, MOKET YBEITUYUTh PUCK
Pa3BUTHUS «PUKOLIETHON» apTEPUAIIBHON TUIIEPTEH3HH.

DUHTOIMMOJ MOKET YCHUJIUTh OTPULIATEIBHBIN XPOHOTPOMHBIN 3(pdekT OeTa-aapeHo0I0KaTOpOB
U TIPUBECTH K BBIpAXEHHOW Opaaukapanu. OJHOBpEeMEHHOE NpUMEHEHHe (UHTOoIMMOJA U
METONpoJIoJia He peKoMeHayercs. B ciaydae HEoOXOAMMOCTH OJHOBPEMEHHOIO NpPHUMEHEHHUs
¢unronumona u mnpenapara buconponon KaHoH TtpeOyercs TiiaTenbHOe HaOIOEHUE 3a
COCTOSTHUEM ManueHTa. PekoMeHayercs HauMHaTh KOMOMHHMPOBAHHYIO TEpPAIHI0 B YCIOBUSX
CTallMOHApa U OCYIIECTBIATh COOTBETCTBYIOLIMI MOHUTOPHHT (IIOKa3aH AIUTEIbHBIN KOHTPOJIb
YCC, mo meHsbIIel Mepe, 10 yTpa CIELYIOIIEro JHA MOCIE IEPBOr0 OJHOBPEMEHHOIO IIpUEMa
¢dburHromMMo Ia u npenapata buconpomnon Kanown).

KoMOuHamu, tpedviomme 0co00U 0CTOPOKHOCTH

BMKK npou3BoaHble TUTHAPONUPUANHA (HApUMep, HUpeTUIUH, (eToUINH, aMIOJUITUH) IPU
OJTHOBPEMEHHOM MpPHUMEHEHMH C OHCOINpPOJIOJIOM MOTYT YBEIHUYMBAaTh PHUCK Pa3BUTHUSL
apTepHalbHOM TUNOTEeH3uU. Y manueHToB ¢ XCH Henb3s HCKIIOYUTh PHUCK MOCIEAYIOIIETO
YXYIIIICHUS] COKPATUTENBHON (YHKINH cepa.

AnTtnaputmuyeckue cpenctna Il kiacca (Hanpumep, aMHMOAApOH) MOTYT YCHJIMBATh HapyIIEHHE
AV npoBonumoctH. [eiicTBue 6era-anpeHo0I0KaTOPOB AJIsi MECTHOTO IIPUMEHEHUS (HarpuMep,
TJIa3HBIX Kamnemb JJIs JICUSHUS TI1ayKOMbl) MOKET YCUIIMBATh CUCTEMHBIC 3P dEKThI OMCOmpoIoia

(camxkenne AJl, ypexenne UCC). [TapacumMnaTOMUMETHKH TIPH OJTHOBPEMEHHOM NMPUMEHEHUH C
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OUCOMPOIIOIOM MOTYT YCUJIMBATh HapylieHue AV HDOB&Mém%éMEHQ %JIJI_C?( ILaISII;IfiTI/ISI

Opaaukapauu. ['unornukeMudeckoe AeicTBUE WHCYIMHA WM THIIOTIMKEMUYECKHX CPENCTB IS
npremMa BHYTPb MOXET YCHJIMBAThCs. [IpM3HAaKy TUMOTTMKEMHH — B YAaCTHOCTU TaXWKapAHus —
MOTYT MacCKHpOBaThCsl WIM NoAaBiAThCs. [logoOHbIE B3auMoneicTBUs Oosiee BEPOATHBI MpPHU
IPUMEHEHUN HECENIeKTUBHBIX OeTa-agpeHobaokaropoB. CpencrtBa Juisi HpoBeneHUs oOmien
aHEeCTEe3UU MOTYT YBEIMYMNBATh PUCK KapAUOACTIPECCUBHOTO JICHCTBUSA, MPUBOIS K apTepHAIbHON
runoten3uu (cM. pasnen 4.4, noxpasnen «OcoOble yKazaHHs).

CepieuHble INTMKO3U/1bI IPU OJHOBPEMEHHOM IIPUMEHEHUHU ¢ OMCONPOJIOIOM MOT'YT IPUBOAMUTE K
YBEJIMYEHUIO BPEMEHH ITPOBEACHUS UMITYJIbCA, U TAKUM 00pa3oM, K pa3BUTHUIO OpajiuKapauu.
Hecrepounnsie nporuoBocnanutenbubie npenapatsl (HIIBII) Moryt cHu»kaTh runoTeH3MBHBIN
addekr Oucompoinona. OQHOBpEeMEHHOE MPUMEHEHHE Tpenapata bucomponon Kanon ¢ Oera-
a/IpeHOMUMETUKAaMHU (HalpuMep, U30IPEHAINH, 100yTaMUH) MOXXET HPUBOAUTH K CHUXKEHUIO
s dexra 060Ux mpernapaTos.

Coueranue Owucomnposona ¢ aJpeHOMHUMETHKAMH, BIMSAIONIMMUA Ha Oeta- u  anb(da-
aJpeHOpelenToOpsl  (Hampumep,  HOpamUHEDpPUH,  JMUHEPPUH)  MOXKET  YCHIIMBATh
Ba30KOHCTPUKTOPHBIE 3((EKTbl 3TUX CPEACTB, BO3HUKAIOIIMX C y4yacTueM aibga-
a/IpeHOPELENTOPOB, pUBOAs K noBbiieHnt0 AJl. [TonoGHbIe B3auMoneicTBUs Oosiee BEpOsSTHBI
[P IPUMEHEHUH HECEIEKTUBHBIX OeTa-aipeHO0I0KaTOPOB.

AHTHUTUTICpPTEH3UBHBIE CPEJCTBAa, TaK JK€ KaKk W JIPyrHe CpEeICTBA C BO3MOXKHBIM
AQHTUTUIEPTEH3UBHBIM  3(¢exkToM  (Hampumep,  TPULHUKIWYECKHE  aHTHUJCNPECCAHTHI,
6apOuTypatsl, heHOTHA3MUHBI), MOTYT YCUIIMBATh TMIIOTEH3UBHBIN 3¢ ekt Oucomponona.
MeduioxuH Tpu OJHOBPEMEHHOM IPHMEHEHHH C OHMCOMPOJIOIOM MOXET YBEINYHBATH PHCK
pa3BUTUS OpaJuKapaANU.

Wurubutopsl MoHoamuHokcuaassl (MAO) (3a uckmouenueM uHruo6utopos MAO B) moryt
YCUJIMBaTh TUIOTEH3UBHBIA 3¢ ekt Oera-aapeHo0sokaTopoB. OAHOBPEMEHHOE MpPHUMEHEHHE
TaKXe MOKET MMPUBECTH K PA3BUTHIO THIIEPTOHHMYECKOTO KPH3a.

KOM6I/IH3HI/II/I, KOTOPHBIC CIACAYET IPUHNUMATh BO BHUMAHHUEC

Ankanouowl cnopvinbu

HerunpupoBaHHble — ankagouWJbl  CIOPBIHBM  MOBBIMIAIOT PHUCK  Pa3BUTHS  HapyLICHUH
nepudeprudeckoro KpoBOOOpaleHUsl. OproTaMUH TOBBIIIAET PHUCK Pa3BUTHUS HAPYLICHUS
nepudepruyeckoro KpoBOOOpaIEeHUS.

DapmakoxkunemuuecKue 63aumMooetcmsus

B ¢dapmakoknHeTHUECKHUX MCCIEIOBAHUSAX HE BBIABICHbI B3aUMOJCHCTBUS OHcomposiona c
TUA3UAHBIMU JAUYPETHKaMM, TaKMMH Kak THAPOXJIOPOTHA3HJ U LMMETUAMH. bucomposon He

okazeiBasl d(pdexkra Ha (HapMaKOKMHETHKY TeopwuMHA. PudamMnuuuH  yBeIM4YHBaET
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KOPPEKIMH J03bI IIperapara He TpedyeTcs. buconposnon He BauseT Ha MPOTPOMOUHOBOE BpeMsl Y

MaIMEeHTOB, NOJTYYAIONNX CTA0MIBHYIO 03y BapdapuHa.

4.6. DepTWIBLHOCTH, 0ePEMEHHOCTDb U JAKTALMS

bepeMeHHOCTB

dapmaxosoruueckue 3PpPexTsl OMCONpPoIIoia MOTYT OKa3aTh HEOIAroNpUATHOE BO3/ACHCTBHE HA
TeueHue OEpPEeMEHHOCTH M OPTaHU3M ILJI0Aa/HOBOPOXKAEHHOTrO. B 11emom, 6era-aapeHo610KaTopsl
CHIDKAIOT KPOBOTOK B IUIAIIGHTE, YTO MOXET MPHUBOIUTH K 3aJEpXKKe pocTa IUIoJa,
BHYTPUYTPOOHOH THOEH IUIO/A WM MPEXIAEBPEMEHHBIM pojaM. Y IUIoJa U HOBOPOXKAECHHOTO
MOT'YT Pa3BHBaThCS HEXKEIIATEIIbHBIC SIBJIICHUS (HAPUMEp, THIIOTIIMKEMHUS ¥ OpaJuKapIus).

[Ipu HeoOXomuMoOCTH JieueHHsl OeTa-aApeHOOIIOKATOpaMu TPEANIOYTEHHE CIEAYyeT OT/AaBaTh
CEJICKTUBHBIM 0eTa1-aJpeHO0I0KaTOpaM.

[lpu OepemeHHOCTH OHMCONPOJION CIEAYEeT MPHUMEHSTh TOJIBKO B cilydae aOCOJIOTHOM
HEOOXOIMMOCTH, €CITM OXKHUJaeMasi 1oJIb3a JJISl MaTepy MPEBBIIIAET BO3MOXKHBIA PUCK Pa3BUTHUS
HE)KEJIATeNbHBIX PeaKyil y TUI0/1a W/MI HOBOPOXKIEHHOTO. ClleyeT OTCIeKUBAaTh KPOBOTOK B
IUTAIICHTE U MaTKe, a TakKe HaOJI0ATh 32 POCTOM U pa3sBUTHEM Oyaymiero pedenka. B ciyuae
HOSIBJICHUS HEXKENATEIbHBIX SBICHUN B OTHOILICHUU OEPEMEHHOCTH W/HIIH TUI0JIa PEKOMEHTyeTCs
NPUMEHSTh aTbTEPHATUBHBIC METO/IbI TEPAITHH.

Crnenmyer TmiateabHO 00CIeIOBaTh HOBOPOXKICHHOTO IOCTE POAOB. B mepBbie Tpu JHS KU3HU Y
HOBOPOXJICHHOTO MOT'YT BO3HHKATh CHMITOMBI OpaJInKap iy ¥ THITOTIINKEMHH.

JlakTanus

[To maHHBIM TOKIMHUYECKUX MCCIIETOBAHUN OMCOMPOIION W/MII €r0 METa0OIHUTHI BBIJEISIOTCS B
MOJIOKO JIAKTHPYIONMX KpbIC. JIaHHBIX O BBIAETICHHHM OHCOMpPONIONa B TPYAHOE MOJIOKO HET.
[TosTomy mpuem Oucompoiona HE PEKOMEHIYeTCs JKEHIIMHaM B IEPUOJ TPYJHOTO
BCcKapmimBanus. Ecmu mpuem Owucomposona B TMEpHOJ JIAKTaMM HEOOXOIHMM, TpYIHOE

BCKapMJIMBaHUEC HeO6XO}II/IMO MMPEKPaTUTh.

4.7. BausiHMe Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpeJCTBAaMU U PpPadoTaTh
MeXaHHU3MaMH

[Tpenapatr buconponon KaHoH He BiHMs€T Ha CIOCOOHOCTHb YIPABISATH aBTOTPAHCIIOPTOM
COTJIACHO pe3yibTaTaM wucciaenoBanus, y mnauueHtoB ¢ KMBC. Opnako BcieacTBue
WHAUBUAYAJIbHBIX pEaKui CHOCOOHOCTh YIPABIATH ABTOTPAHCHOPTOM WM paboTaTh C
TEXHUYECKU CIIOKHBIMU MEXaHU3MaMH MOXeET ObITh HapylieHa. Ha 3To cinenyer o6paTtuth ocoboe
BHUMaHUE B HayaJle JICUYEHHUs, IIOCJIE€ H3MEHEHMs J03bl, a TaKKe IpPU OJHOBPEMEHHOM

YIOTPEOICHUH aJIKOTOJISI.
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4.8. HexxesnaTesbHbIE peaKIIUU

PesroMme HexxenaTeabHBIX PeaKIni

YacToTra HEXKENATeNbHBIX PpEaKIii, MPHUBEICHHBIX HIDKE, ONPEAEIach COOTBETCTBEHHO
cienyromeMy: odeHb yacto (>1/10), wacto (>1/100, <1/10), newacro (>1/1 000, <1/100), peaxo
(>1/10 000, <1/1 000), ouens peako (<1/10 000), yacTora HEM3BECTHA (HE MOXKET OBITH OI[CHEHA
HAa OCHOBE MMEIOIIMXCS JIAHHBIX).

Tcuxuueckue napywenus

Heuacmo: nenpeccusi, 06CCOHHUIIA;

Peoxo: ranionuHaIyy, HOYHbIE KOIIMaphI.

Hapywenus co cmoponvl nepgnoti cucmembi

Yacmo. ro0BOKpYKEHUE, TOIOBHAs 00JIb;

Peoxo: noteps co3HaHus.

Hapywenus co cmoponul opeana spenus

Peoko: ymenbllieHuE clie30TeueHus (ClIeyeT yYUThIBATh [IPU HOIIEHUN KOHTAKTHBIX JIMH3);
Ouenb pedko: KOHBIOHKTUBUT.

Hapywenus co cmoponul opeana criyxa u 1abupunma

Peoxo: napymienus ciyxa.

Hapywenus co cmoponvl cepoya

Ouenb uacmo. OpaguKapaus,

Yacmo: ycyryonenue cumnromoB TeueHust XCH;

Heuacmo: napymenne AV mpoBOANMOCTH.

Hapywenus co cmoponwl cocyoos

Yacmo: onrymieHue MOXO0JI0aHMsI UM OHEMEHUS B KOHEUHOCTSIX, BEIpakKeHHOE CHIDKeHHe A/Jl;
Heuacmo: oprocTaTHuecKasi TMHIOTEH3US.

Hapywenus co cmoponwl OvixamenbHOU cucmemsl, Op2aHos8 epyOHOLL KIeMKU U CPedOoCmeH s,
Heuacmo: 6poHxocna3M y MarMeHToB ¢ OpOHXHATIBHONW aCTMOM WIJIM OOCTPYKIIHEH bIXaTeIbHBIX
IyTE€l B aHAMHE3E;

Peoko: annepruueckuil puHMT.

Kenyoouno-kuweynvle napyuenus

Yacmo: TOIIHOTA, pBOTA, AMApEs, 3aII0P.

Hapywenus co cmoponvl neuenu u xcenueableo0auux nymeti

Peoxo: renarur.

Hapywenus co cmopoHul Kodcu u n0OOKOMCHBIX MKAHel

Peoko: peakuuu runepuyBCTBUTEIBHOCTH, TAKHUE KaK KOXKHBIA 3y, ChIlb, TUIIEPEMHS KOKHBIX

MOKPOBOB U aHTMOHEBPOTHUECKUI OTEK;
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QOuenb pedko: aJoneIus.

Bera-anpeno0nokaTopsl MOTYT CHOCOOCTBOBATH OOOCTPEHHMIO CHMOTOMOB IICOpUa3a WU
BBI3BIBATH IICOPHUA30IIO00HYIO CHIITb.

Hapywenus co cmoponwl mblueunotl, CKkeiemuotl u cOeOUHUmMenbHOU MmKaHu

Heuacmo: MpliedHast cnabocTh, CyA0POTH MBIIIII.

Hapywenus co cmoponvl penpo0yKmueHoU cucmembsl U MOJIOYHBIX JHCele3

Peoxo: spexTrnibHas AUCHYHKITHS.

Obwue HapyweHus u peakyuu 8 Mmecme 8e0eHus

Yacmo: acTeHUsl, IOBBIILIEHHAS YTOMJIIEMOCTb.

Jlabopamopnvlie u uncmpymenmanvHule OanHble

Peoxo: moBbIllIeHUE KOHIICHTPAIIUHN TPUTIUIEPHUIOB M AKTUBHOCTH «TICUCHOYHBIX)» TPaHCAMUHA3
B KpoBH (acnapraramuHorpancdepasa (ACT), ananunamunorpancdepasa (AJIT)).

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

Baxxno cooOmarb 0 T1OJ03pEBAEMbBIX HEXKENATENbHBIX pEaKUUsAX II0CJIE€ PErucTpaluu
JICKapCTBEHHOTO Iperapara ¢ Helbl0 00eCTIeYeHUsT HEPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIMHCKUM pabOTHUKAM pEeKOMEHAYETCs
coo0IIaTh O JIIOOBIX MOJ03PEBACMbBIX HEXKENATEIbHBIX PEaKIUAX JEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIIEHUS O HEKEIATEeNbHBIX PEAKIHUAX IOCy1apCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOTr0 COI03a.

Poccuiickas ®enepanus

DdenepanbHas cityx0a 1o Hag3opy B cdepe 3apaBooxpanenus (PoczapaBHaazop)

109012, r. MockBa, CrnaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1.

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

OnektpoHHas modra: pharm@roszdravnadzor.gov.ru

Cailt B UH(POPMALMOHHO-TEIEKOMMYHUKAITUOHHON CEeTH «HTEpHET!

https://www.roszdravnadzor.gov.ru

4.9. Tlepemno3upoBka

CumMnromsl

Haunbonee wacTtble cuMOTOMBI THepeao3upoBKkHU: AV 0Ookana, BeIpakeHHas Opagukapius,
BbIpaxkeHHOe CcHIkeHue AJl, Oponxocma3M, ocTpass cepAeyHas HeJAOCTaTOYHOCTh U
TUITOTJINKEMHUSL.

YyBCTBUTENBHOCTh K OJHOKPATHOMY NPUEMY BBICOKOI J03bI OMCOMpPOJIOia CUIBHO BApbUPYET
Cpeau OTAEIbHBIX MAaIlMeHTOB M, BeposATHO, mnamueHtsl ¢ XCH oOmagaroT BBICOKOM

YYBCTBUTCIIBHOCTBIO.
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JleueHne

[Tpy BOBHUKHOBEHHH MIEPE03UPOBKH, MIPEKIE BCETO, HEOOXOAMMO MIPEKPATUTh ITPUEM ITperapara
Y HayaTh NOJJEPKUBAIOLIYI0 CUMITOMATUYECKYIO TEPAIIUIO.

IIpu BblpakeHHOW OpaaMKapAMM: BHYTPUBEHHOE BBeJeHHE aTponuHa. Ecmu sddekr
HEJI0CTaTOYHBIN, C OCTOPO’KHOCTBIO MOKHO BBECTH CPEACTBO, 00J1aJarolIee MOJIOKUTEIbHBIM
XpPOHOTPONHBIM  JeiictBueM. MHorma MoxkeT mnoTpeboBaTbcsi BpEMEHHas IIOCTaHOBKA
NEKTPOKAPAUOCTUMYIIATOPA.

ITpu BbIpakeHHOM CHM>KEHHMHM AJl: BHYTPHBEHHOE BBEACHHE IUIa3MO3aMEIIAIOIUX PACTBOPOB U
BA30MPECCOPHBIX  IpenaparoB. BHYTpUBEHHOE BBEJIEHHE  IJIOKaroHa MOXET  ObITh
11E€JIECO00PA3HBIM.

[Tpu AV Gnokaze: marueHTs! JOJDKHBI HAXOUTHCS 10| TOCTOSTHHBIM HAa0III0JICHUEM, U TIOJy4aTh
JeyeHue OerTa-a[peHOMMMETHUKAaMH, TaKUMH Kak snuHedpuH. B cimyuae HeoOxoaumocTu —
IIOCTaHOBKA JIEKTPOKAPANOCTUMYIIATOPA.

[Ipu oGoctpenun teuenuss XCH: BHYTpHBEHHOE BBEICHHE JWYPETHKOB, NpPENapaToB C
MOJIOKHUTETBHBIM HHOTPOITHBIM 3(PPEKTOM, a TaKKe Ba30IMIaATaTOPOB.

[Tpu Oponxocna3me: Ha3HaueHHE OPOHXOAMUIIATATOPOB, B TOM uHUCIIe OeTaz-aJpeHOMHUMETHKOB
W/AIM aMUHO(UIUIHHA.

[Tpu runornukemMun: BHyTPUBEHHOE BBEJICHUE JIEKCTPO3bI (TIFOKO3bI).

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakonmHamMHuyecKHue cBOiicTBa

dapmakoTepaneBTUYECKas rpyIna; 0era-aIpeH00I0KaTOp CEIEKTUBHBIMN.
Koxg ATX: C07AB07

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)d)eKTBI

CenexTuBHBII OeTai-aapeHobmokaTop 06e3 COOCTBEHHON CUMIATOMUMETHIECKON aKTUBHOCTH, HE
obnamaeT MeMOPaHOCTAOUITU3UPYIONTUM JeiCTBUEM. bucomponon B TepaneBTHYECKUX J103ax
o0JalaeT HE3HAYUTEIBHBIM CPOACTBOM K OeTaz-aJpeHoperenTopaM BHYTPEHHUX OPIraHOB
(momKxenyqouHas jKeJe3a, CKeJIeTHBIC MBIIIIIB, T1a/IKasi MyCKyJaTypa nepudepruuecKux apTepui,
OpOHXOB ¥ MaTKH), a Takke K O0eTaz-aJpeHOpelenTopaM, YYAaCTBYIOIIUM B PETyISAIUU
Merabonu3ma. CrenoBarenbHO, Oucomposon (B OTIMYME OT HECEJIEKTUBHBIX Oerta-
a7peHo0JI0KaTOPOB) B IIEJIOM HE BJIMSET HA CONPOTHBIICHUE JIBIXATEIBHBIX ITYTCH, OKa3bIBACT
MEHEee BBIPRKCHHOE BIHSHHE Ha OpraHbl, COJepKalihe OeTaz-aJpeHOPelenTopbl, U Ha
YIJIEBOAHBI OOMEH, HE BBI3BIBACT 33JCPKKH HMOHOB HATpUS B OpraHu3Me. BBIpaKeHHOCTH

aTepOTeHHOTO IEUCTBUS OMCOIPOJIOa HE OTJINYAETCA OT JESHCTBUS MPOIPaHOIIOa.
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CTUMYJIMPOBAaHHOE KaTtexosamuHamu oOpa3zoBanre TAM® u3z AT®, cHIKAaeT BHYTPUKICTOUHBIN
TOK MOHOB KaJIbIIHsI, OKa3bIBAET OTPULIATEILHOE XPOHO-, IPOMO-, 6ATMO- M HE SIBHO BBIPAKEHHOE
nHoTponHoe aeiictBue. buconponon ymensmaer YCC B mokoe W MpU HArpyske, 3ameJjisier
aTPUOBEHTPUKYISPHYIO IPOBOAUMOCTb, YMEHbIIAET BO30yAMMOCTh MuoOKapia. CHuxaer
cepAcyHbIi BBHIOPOC, B HE3HAUMTENILHOW CTENEHH CHIDKAeT YHapHBIH 00beM. YMEHbIIaeT
NOTPEOHOCTh MUOKap/a B KUCIIOPOAE, CHUKAET aKTUBHOCTh PEHUHA I1JIa3Mbl KPOBH.

B Havane neyeHus B mepBble 24 yaca mocie npuema Ouconposona obiee nepudepuyeckoe
cocynuctoe conpotusiieHre (OIICC) HeckonbKko yBenuuuBaeTcs (B pe3yibTaTe PeLUIPOKHOTO
BO3PACTaHMS AKTUBHOCTH aJb(a-aapeHOPEIenTOPOB).

UYepes 1-3 cyrok OIICC Bo3Bpamaercss k ucxoanomy. [Ipu minrenbHON Tepanuu U3HA4YaIbHO
noBblieHHOe OIICC cHmxkaercs.

MakcumanbHbIil reMoimHaMuYecKui 3 ekt nocturaercs yepes 3—4 yaca rnocie npruema BHyTpb.
[Tpu mpumenenuu 1 pa3 B CyTKH TepaneBTUYECKHA Y3PPEeKT OHCOMpPOIIoia COXpaHsIeTCs B TCUCHHE
24 qacos Onaromapst 10—12 gwacoBomy T1/2 U3 TUTa3MBI KPOBH.

Bucormnponon o6nasaeT TakKUMHU ke 3IEKTPOPHU3H0IornIecKUMHU 3 dekTamu, Kak 1 Ipyrue 6era-
azpeHobsokaropel. B anekrpodusnonornueckux wuccienoBaHusx oOuconposon ypexan YCC,
yBEJIMYMBAJI BpeMs MPOBEACHUS U  pedpakTepHble MEPUOJAbl CHHOATPUAIBHOTO U
aTPUOBEHTPUKYISIpHOTO y370B. OTmeuaercss yanuHeHue uHTepBaioB RR u PQ, a Ttakxke
koppurupoBanHoro uatepsaia QT (QTc) na OKI (B mpenenax HOpMaJIbHBIX 3HAUSHHH).
buconponon oka3plBa€T AaHTUTMIIEPTEH3UBHOE, AHTUAPUTMHUYECKOE M aHTHAHTMHAJIBHOE

JIeHCTBHE.

5.2. dapmakokHHeTHYeCKHe CBOICTBa

AOGcopbuus

buconponon noutu nonHocteio (Oonee 90 %) BcachiBaeTCst U3 KENyIOYHO-KUIIEYHOTO TPAKTA.
Ero OWOAOCTYITHOCTH BCJICJACTBUE HE3HAUMTEIHLHOW  META0OJM3aIlMU  «IIPH  [EPBOM
MIPOXOXKACHUN» Yepe3 IedeHb (Ha ypoBHe nmpumepHo 10 %) cocraBisier okosno 90 % mocine
npueMa BHYTpb. [IpuemM mumm He BIMAET HA OMOJOCTYIMHOCTh. BHCOMPOINION NEMOHCTPUPYET
JTUHEHHYIO0 KUHETUKY, IPUYEM €ro KOHIICHTPAIIMH B IJIa3Me KPOBH MPOTOPIHOHAIBHBI IIPUHSATON
no3e B aumanasoHe oT 5 go 20 mr. MakcumanbHas KoHueHTpanusi (Cmax) B IMJia3me KpOBH
JIOCTUTaeTCs yepes 2—3 yaca.

Pacnpenenenue

Buconponon pacnpenensieTcs JOBOIBHO mUPOKo. O0bEeM pacrpeneieHusi CocTaBuseT 3,5 J/Kr.
CBs13b ¢ OenmkaMu 11a3Mbl KpoBU Jocturaet mpumepHo 30 %.

Buorpancdhopmarimsg
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METa0OJIUTHl TOJSIPHBI (BOJOPACTBOPUMBI) M BBIBOAATCS MouykaMu. OCHOBHBIE METAOOJHTHI,
oOHapy>KMBaeMble B IUIa3M€ KPOBU U MOYE, HE MPOSBIAIOT (PapMaKOIOTHUECKOW aKTHBHOCTH.
JlaHHble, MOJYYCHHBIC B PE3yIbTaTe SKCICPUMEHTOB ¢ MUKPOCOMAaMH MEYEHH YesloBeKa in Vitro,
MOKA3bIBAIOT, UTO OMCOMPOIION METAabOIU3UPYETCS B IEPBYIO OUEPE/lb C TOMOIIbIO H30(epMEHTa
CYP3A4 (oxomno 95 %), a mzopepment CYP2D6 urpaet nuis HeOOIBIIYIO POITb.

DJIMMHUHALMS

Knupenc Oucomnposiona ompenensercs paBHOBECHEM MEXIY BbIBEJCHHUEM IIOYKaMH B
Heu3MeHeHHOM Bujie (okoso 50 %) u Merabonau3zMom B neueHu (okoio 50 %) 1o MeTabonauToB,
KOTOpBIE TaKXe BBIBOIATCA nmoukamu. O0mmii kmupenc cocrasisier 15 /4. Tiz — 10-12 gacos.
OrcyrcTByer uHpopManus o ¢apMaKOKHHETHKE Owcomponona y mnarueHtoB ¢ XCH wu
OJIHOBPEMEHHBIM HapyIIEHUEM (PYHKIIMH MTEYSHH UITH MOYEeK.

Oco0nIe T'pYIIIBI ITAIIMCHTOB

Hapywenue ¢ynxyuu novex

B nccnenoBanny y man@eHToB € OYEYHOM HEJ0CTaTOYHOCTHIO (cpenuuit KK — 28 mu/mun) 66110
nokasano, uto cHmwkeHue KK conpoBoxknaercs yBenuueHneM Cmax, AUC (Tuomaab moa KpuBon
«KOHLIEHTpanus-BpeMs») u Ti Oucomnpomnona. IlockonbKy kinupeHC Oucomposioia B paBHON
CTENEHH OCYIIECTBISIETCS MOYKaMU M IE€YEHbIO, CYIIECTBEHHOM KyMylslMM Oucomponiona y
MAlMEHTOB C JIETKOW M YMEPEHHOM CTEIMEHbI0 MOYEYHOM HEAOCTATOYHOCTH HE OTMedaercs. B
ciydyae Tsbkenod modeyHoi HemoctarouHocT (KK — <20 Ma/mMuH) Kymymsimust MOKET
IIPOUCXOJUTH, U J03a IIpenapaTa He JOJDKHA MpeBbIaTh 10 Mr B CyTKH.

Hapywenue ¢pynkyuu neuenu

VYV nmanuMeHToB € LMPPO30M MMEYEHM OTMEYaeTcs BBbICOKas BapHaleNbHOCTh U 3HAUYUTEIHHOE
3aMeJIeHHe MMMUHAIMY [0 CPABHEHUIO cO 3/10poBbIMH JtoAbMHU (T1/2 Guconpomnona cocTaBiser
ot 8,3 10 21,7 yacoB). KnuHnyecku 3Ha4nMble pa3indus GapMaKOKMHETUKH MEXIY MallueHTaMu
C HOpPMaJIbHOM M HapyLIeHHOM (QYHKIMEW MeYeHU He BBISBICHb. B ciydae BbIpaskeHHOM
MEYEHOYHON HEJIOCTAaTOYHOCTH KyMYJISIIUS MOKET MPOUCXOIUTh, U JI03a MpernapaTa He JI0JDKHA
npesblath 10 Mr B CyTKH.

XCH

VYV mammentoB ¢ XCH Il pynkmumonansroro kiacca no kinaccudukaruu NYHA Opu1i oTMedeHbl
OoJsiee BBICOKOE cojiepKaHhe OMCOIpooia B IuIa3Me KPOBH U yBeIMUEHHBINH T1/2 MO cpaBHEHUIO
CO 3/10pOBBIMHU 100poBOJIbIIAMHU. Cmax OMCOMpOIIOa B IIa3Me KPOBH B PABHOBECHOM COCTOSIHUU
cocraBisger 64421 ur/Mmn  npu cyrouHoit goze 10 mr; Ti2 cocraBmsier 1745 yacos.
dapmakokrHETHKA Oncomnposoa y nanueHToB ¢ XCH u conyTcTByrOmmM HapyiieHueM GyHKIun

MEYCHHU WUJIM ITOYCK HE U3y4dajlach.
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(NOCNEQCBATENEHOCTE 0005)

Tooscunoii 6o3pacm

Y mNanueHTOB MOXKHWIOTO BO3pacTa OTMEYASTCs HE3HAYUTEIIbHOC YBEIUYCHHE HEKOTOPHIX
dbapmakokuHeTndeckux mokazareneit (Tiz, AUC, Cmax) Oucomposiona 1Mo CpaBHEHHIO C
MOJIOJIBIMU TIAIIMEHTAMH, TPEANOJIOKUTEIFHO B CBSI3U C BO3PACTHBIM CHH)KCHUEM ITOYCYHOTO
kupenca. OIHAKO 3TH pa3fNuuus HE SIBISIOTCS KIMHUYECKH 3HAYMMBIMU U HE TpPEOYIOT

KOPPEKLUH JI03bI OUCOIPOIIOTIA.

6. PAPMALIEBTUUYECKHUE CBOVICTBA

6.1. TIlepeyeHb BCIOMOraTeJIbHBIX BELECTB
KpaxMall KapToQelbHBIN;

KPEMHHUSI TMOKCH] KOJIOUIHBIN;

JaKTO3bl MOHOTHJIPAT;

MarHusi creapar,

nosugoH K-30;

IeJUTI01032 MUKPOKPHCTAJUINYECKAsL.

IInenounas obonouxa: I'otoBas mieHouHast 000JI04Ka OpaHKEeBas, B TOM YHUCIIE!
TUIPOMEIIo3a (THAPOKCUIIPONMIIMETHIILEIUII0N03a);
MakporoJ (monudTuieHrukob 400);

MakporoJ (monudtuineHriukons 6000);

tutana quokeun (E171);

KpacuTelb COJIHEUHBIH 3akat >xkentoiid (E110).

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHoctu (CpoK XpaHeHHUs1)

3 rona.

6.4. Oco0bie Mepbl MPEeI0CTOPOKHOCTH NTPH XPAaHEHHH

XpaHuTh IpU TeMnepaType He Bbitre 25 °C.

6.5. XapakTep M cojep:kaHue NePBUYHON YIIAKOBKH

[lo 10, 20 wmm 30 TabnmeTok B  KOHTYPHYIO SIYCHKOBYIO YIAKOBKY W3  TUICHKH
MOJIMBUHUJIXJIOPUAHON U (OJIBIH aTFOMUHUEBOM MEYaTHOM JIAKMPOBAaHHOM.

ITo 1, 3, 5, 10 KOHTYpHBIX SYEHKOBBIX YMakoBOK 1o 10 TabieTok mnu mo 3, 5 KOHTYPHBIX
SYEHKOBBIX ymakoBok 1o 20 tabmerok, wian mo 1, 2, 3 KOHTYPHBIX SYEUKOBBIX YHMAKOBKH TIO

30 TabieTok BMECTE C JIMCTKOM-BKJIQIBIIIIEM TTOMEIIAOT B TAYKY M3 KapTOHA.
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6.6. OcoOble Mepbl NPETOCTOPOKHOCT np 'nl IHI;‘II:'I%MEHPII/EHI:IHI—IO:JIE?.OFMH{OFO

JIEKAPCTBCHHOI'0 nmpemnapara HJIHA 0TX0/10B, MOJYYCHHBIX mnmocJjie NMPUMEHECHUSA
JIEKAPCTBCHHOI'0 IIpenmapara, 1 Ipyrue MaHUIyJJAlUU € npernaparomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

3A0 «KanoHhapma mpoIaKIIH

141100, MockoBckas 00u1., T.0. [1]&1koBo, r. [I]énkoBo, yiu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

OnekrponHas noura: safety@canonpharma.ru

7.1. IlpeacTaBUTEb J€pPsKATE/ISI PETrHCTPALMOHHOIO YI0CTOBEPEHHUS

IIpereH3un HOTDC6HTCJI€I>1 HAaIpaBJIATH I10 aApECy.

Poccniickas @enepanys

3A0 «KanoHdapma mpogaKIIH»

141100, MockoBckast 06011, r.0. lI[&nxoBo, 1. lI{&nkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

+ 7 (800) 700-59-99 (6ecrnathas nuHus 24 yaca)

DnexTponHas noyra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
9. IATA NEPBHYHON PEIMCTPAIIMM (IIOJATBEPXJIEHHS PETUCTPAIINU,
INEPEPETUCTPALINN)

JlaTa niepBoii perucTpanuu:

10. AATA TIEPECMOTPA TEKCTA

OOmas xapakTepUCTHKA JIEKapCTBEHHOTO Tmpemapata bucomponon KanoH poctymHa Ha
uH(pOpMallMOHHOM TMopTaje EBpa3uiickoro SKOHOMHMYECKOTO CO03a B HH(OPMAIMOHHO-

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