COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.01.2024 N= 635

OBIIASI XAPAKTEPUCTHKA JIEKAPCTRBERHOT OTIPETIAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O IIPEITAPATA

Konxkop Kop, 2,5 mr, TabaeTku, TOKPHITHIE IJICHOYHONH 000JIOUKOH.

2. KAMECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JleiicTByIOIIIEE BEUIECTBO: OMCOMPOIION.
Kaxxnas Tabnerka cogepxut 2,5 mMr Ouconpoiiona (B Bujae Gymapara).

Ilonubrit NNEPCUYCHb BCIIOMOTI'aTCIIbHBIX BCIHICCTB IIPUBEACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE TNICHOYHON 000IOYKOH.
benble, cepaueBuaHbIe, ABOSIKOBBITYKIbIE TAOIETKH, MOKPHITHIE IJIEHOUYHOM O0OO0JIOUKOM, C
PHUCKOI1 Ha 00EUX CTOPOHAX.

TabneTky MOKHO pa3/eIUTh Ha PaBHbIE 03Bl

4. KIMHUYECKHUE JAHHBIE
4.1. IlokazaHus K NPMMEHEHUIO
[Ipemapar Konkop Kop mnpumeHsercs y B3pOCHbIX IPU XPOHUYECKOM  CEpACUHOU

Henoctatrounoct (XCH).

4.2. Pe:kxuM 103MPOBAHMA U CIIOCO0 MPUMeEHEHUsl

PexxuM 103upoBaHus

Bspocnvie

Tabnerku Konkop Kop cienyer npuHMMaTh 01MH pa3 B CYTKH YTPOM € HEOOIBIINM KOJINYECTBOM
KHUJIKOCTH, HE3aBHCHMO OT BpPEMEHH IpueMa nuiiu. TablieTKu He clieAyeT pa3KeBbIBaTbh WU
pacTupaTh B IOPOLLIOK.

CrangaptHas cxema jedeHus XCH Bkioyaer mnpuMeHEHHE HMHTUOMTOPOB aHTMOTEH3UH
npeBpaujatoniero pepmenta (AIlD) wiu anraronncroB penentopos anruotensuna Il (B cnyuae
HemepeHOCUMOCTH  uHruoutopoB  AIl®D),  Oera-anpeHOOIOKATOPOB,  ITUYPETHKOB U,
(bakynpTaTUBHO, cepJeuHbIXx rMko3ujaoB. Hauano nedenuss XCH mnpenaparom Konkop Kop
TpeOyeT 0043aTeIbHOT0 IPOBEACHUS CIIEIUAIbHOM (Da3bl TUTPOBAHUS U PETYIISIPHOTO BpadyeOHOTO
KOHTPOJISI.

[IpeaBapurensHbIM ycoBUeM i Jeuenus npenapatom Konkop Kop ssnsiercs crabunpnas XCH
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

COOTBETCTBUHM CO CleAylome cxeMoil TutpoBanus. Ilpm »TOM MoXeT mnoTpedoBaThCs
WHJMBHUIyaIbHAs aJanTalys B 3aBUCMMOCTH OT TOTO, HACKOJIBKO XOPOIIO MAIMEHT MEPEHOCUT
Ha3HA4YCHHYIO 7103y, T. €. 103y MOXHO yBEJIMYUBAThH TOJIBLKO B TOM CIIy4ae, €CJIu MpeAblayIas 103a
XOpOIIOo NepeHocHIack. PekoMenayemas HadanbHas f03a coctapisieT 1,25 Mr oquH pas B AeHb. B
3aBUCUMOCTH OT WMHJWBUIYaJIbHOW MEPEHOCHMOCTH 103y CJIEAYET MOCTENEHHO IMOBBIIATH 10
2,5 mr, 3,75 mr, 5 mr, 7,5 mr u 10 mr 1 pa3 B nens. Kaxnoe nocnenyroiiee yBeJIM4eHUE J03bI
JTOJKHO OCYIIECTBIISITHCSL HE MEHEE YeM uepes3 JIBE HeJeiH.

Ecnn yBenuueHnue 10361 npenapara mioxo MepeHOCUTCs MAMeHTOM, BO3MOXXHO CHIDKEHHE J103bl.
MaxkcumanbHas pekomeHaoBanHas ao3a npu XCH cocrasnser 10 mr nmpenapara Konkop Kop
1 pa3 B neHb.

Bo Bpemst TUTpOBaHUSI PEKOMEHIYETCSI PETYIISIPHBIN KOHTPOJb apTepuanbHoro nasiaeHus (AJl),
gactoThl cepaeunbix cokpamienus (YCC) u cremeHu BbpaxkeHHOcTH cumntomMoB XCH.
Ycyrybnenue cumntomMoB TedeHuss XCH BO3MOXKHO yke ¢ IEpBOro JHs IPUMEHEHHUsI Ipenapara.
Ecnun manueHT miaoxo nepeHoCUT MaKCUMaIbHO PEKOMEHOBAHHYIO 103y Mperapara, BO3MOXKHO
MOCTENEHHOE CHMYKCHHE J103bI.

Bo Bpems ¢azbl TUTpOBaHUS WM MIOCIIE HEE MOTYT BOSHHUKHYTh BPEMEHHOE YXYAIICHUE TeUCHUs
XCH, aprepuanbHas TUNOTeH3UsI WU Opaaukapaus. B aToMm ciiydae pekoMeHIyeTcs, Mpexie
BCET0, TPOBECTH KOPPEKIMIO J03 MpernapaTroB COMYTCTBYIOMEH Tepanuu. Takke MOXKEeT
nmoTpeboBaThCsl BpeMEHHOE CHIKEeHUE 103bI npenapaTta Konkop Kop wim ero otmena.

[Tocne cTabunuzanuu COCTOSHUS MAIlMEHTa CIEAyeT MPOBECTH MOBTOPHOE THUTPOBAHUE 03I,
00 IPOAOIKUTH JICYEHHE.

Jleuenne npemnapatom Konkop Kop 00bIuHO sIBISIETCS JOITOBPEMEHHOM Teparuei.

Oco0BblIe TPYIIIBI ITAIMEHTOB

Iayuenmvi ¢ napywienuem @yHKyuy nouex uiu neyenu

[Ipn HapymieHun (yHKUUU MEYEHU WM TOYEK JETKOW WM YMEPEHHOM CTENeHH OOBIYHO HE
TpeOyeTcst KOppEeKTUPOBATh J103Y.

[Ipu BbIpa)keHHBIX HapyLIeHUAX GyHKIMHU noyek (kiupeHc kpearnnuHa (KK) menee 20 mi/mMun)
U y TAIMEHTOB C TSDKEJIBIMH 3a00JI€BaHUSMU MEUEHN MaKCUMallbHasi CyTOYHAsl 033 COCTABIISIET
10 wmr. VYBenuueHwe J03bl y TaKUX THAlMEHTOB JOJDKHO OCYLIECTBIATHCI C  0CO00
OCTOPOKHOCTBIO.

Tayuenmui nodxcunozo eozpacma

Koppekiuu 10361 He TpedyeTcs.

eru

Tak kKak HET JOCTATOYHOTO KOJWYECTBA JAHHBIX MO NpuMmeHeHuio npenapara Konkop Kop y
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JeTel, He peKOMEHAYeTCs Ha3HA4aTh Mpenapar JCTsIM 10 IZ_Llé‘

K HacTosmeMy BpeMEeHM HEIOCTaTOYHO JAHHBIX OTHOCUTENIBHO PUMEHEHM npenapara Konkop
Kop y maumentoB ¢ XCH B coueranum c caxapHeiM auabetoM | Tuma, BBIPaKCHHBIMH
HapylmeHUsIMH ~ (PYHKIMM TOYEK W/WIM TEYeHH, PECTPUKTUBHOW KapAWOMHUOMATHEH,
BPOKJICHHBIMU IIOPOKaMHM CepAUa WIA IOPOKOM KjalaHa CepAla ¢ BBIPAXECHHBIMU
reMOJIMHAMHUYECKUMH HapylleHUusMH. Taikke A0 CHX MOp He ObUIO MOJIY4YEHO IO0CTATOYHBIX
JTaHHBIX OTHOcHUTENbHO manueHToB ¢ XCH ¢ umH(papkTOM MHOKapna B TEYEHHE MOCIEIHUX
3 MmecsueB.

Cnocob IIPUMCHCHUA

BnyTtps.

4.3. IIpoTHBOMOKA3AHUSA

¢ TUHNCPUYYBCTBUTCIBHOCTH K 6I/ICOHpOJ'IOJ'Iy H/MIU K JHO60My U3 BCIIOMOI'aTCIbHBIX BCIICCTB,

IIEpPEYUCIICHHBIX B pa3zaene 6.1;

e octpas cepaeuHas HepocrtatouHocTh, XCH B cragum paexkomrieHcanuu, TpeOyromias
MIPOBE/ICHUS] HHOTPOITHOW TepaIuH;

® KapAMOTCHHBIH IIOK;

e artpuoBeHTpuKyisipHas (AV) 6nokaza Il u 1l crenenu, 6e3 AMeKTPOKAPAUOCTUMYIISITOPA;

® CHHJIPOM CJIa0OCTH CUHYCOBOTO y371a;

e cHHOATpuasbHas OI0Kaa;

e BripakenHas opanukapaus (UCC menee 60 yu/MuH) 10 HavYasia TepaIiy;

e BbIpaXEHHas apTepuanbHas runoreHs3us (cucronuueckoe AJl menee 100 mm pr. cT.);

® TsDKeJble (OpMBI OPOHXUAIBHON aCTMBI,

¢  BEIpaXEHHBIC HAPYIICHHS IEPUPEPUIECKOTO apTEPUATBHOTO KPOBOOOPAIIEHHUS WIIA CHHAPOM
Peiino;

e ¢eoxpomorToMa (6€3 OTHOBPEMEHHOTO MPUMEHEHUS alb(a-aIpeHO0I0KaTOPOB);

e MeTaboJIMYecKuil anumos;

e Bo3pacT a0 18 ner (HegocTaTOYHO AAaHHBIX MO YPGEKTUBHOCTH M OE30MACHOCTH Y JAHHON

BO3PACTHOM TPYIIIIBI).

4.4. OcoOble yka3aHUsI U Mepbl IPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

® [POBEJCHHUE JIECCHCUOMIN3UPYIOIIEH Tepamnuu;

e creHokapaus [Ipunimerana;
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TUNICPTUPEO3;

caxapHblii guaber | Tuma uW caxapHbIi JUMa0eT CO 3HAYMTENBHBIMH  KOJICOAHUSIMU
KOHIIEHTPAIIUH TIIOKO3bI B KPOBH;

AV Onokana | crenenu;

BBIpakeHHas rovyeunas HegocratouHocTh (KK menee 20 mur/mun);

BBIpQ)KCHHBIC HAPYIICHUS (DYHKIIUHU [TCUCHH;

rcopuas;

PECTPUKTHBHAS KapIUOMHUOIIATHS;

BPOXJACHHLIC IIOPOKHU cepana WU ITOPOK KJiarmaHa cepana C  BBIPAKCHHBIMU

reMOJMHAMHYECKHUMH HAPYIICHUSIMU;
XCH ¢ uapapkTOM MHOKap/ia B TCYCHHUE MTOCIICIHUX 3 MECSIIICB;

HapyIlIeHusT nepudepuyeckoro apTepralIbHOr0 KPOBOOOpAIEHHS JIETKOM M yMEPEHHOM
CTCTICHH,

TspKenbie (POPMBI XpOHHUECKOH 00cTpykTHBHON Oone3nu jerkux (XOBJD);

HETSDKENbIe JOPMBI OPOHXHATLHON aCTMBI;

OpoHxocma3M (B aHaMHE3e);

AJUIEPTUYECKHUE peaKuy (B aHAMHE3E);

OOIIMPHBIC XUPYPTHUECKUE BMEIIATEIIHCTBA M O0IIasi aHECTE3HS;

CTporas IueTa;

0epeMEeHHOCTH;

MIEPUOJI TPYTHOT'O BCKAPMIIUBAHHSI.

Oco0ble yKa3zaHusg

IIpexpawenue mepanuu u « CUHOPOM OMMEHBL»

He cnenyer pe3ko npepbiBaTh jgeueHre OMCOIPOIIOIOM UIIM MEHSATh PEKOMEHIOBAHHYIO 103y 0€3

HpeﬂBapHTeHLHOﬁ KOHCYJIbTallUK C BpadYOM, TAK KaK 3TO MOXKCET HNPHUBCCTH K BPEMCHHOMY

YXYAUICHUIKO ACATCIILHOCTU CCpAla. Jleuenue He CJICOAYCT NpCPbIBAaTh BHC3AITHO, 0COOEHHO y

nanueHToB ¢ uieMudeckoil Oomnesnpio cepaua (MBC) (ormeuanock yTskeneHHe MPUCTYIOB

CTCHOKapaAuu, pasBUTHC I/IH(i)apKTa MHOKapJa W BO3HHKHOBCHHE XCITYIOUYKOBBIX apI/ITMI/Iﬁ y

narenToB ¢ MBC mpu BHe3amHOM mNpekpaiieHuH npuema OeTa-agpeHoOnokatopos). Ecmu

MMpCKpalICHUC JICYHCHUA HCO6XO,Z[I/IMO, TO O03Y 6Hconponona CJICAYCT CHUIKATh IMOCTCTICHHO. B

CJIyda€ 3HAUUTCIIBHOTO VYTSXKCIICHUA CTCHOKAapJAuMW WJIHW Ppa3BUTHA OCTpPOIro KOPOHAPHOTO

CHUH/IpOMa CJIelyeT BpPEMEHHO BO30OHOBUTH MTPHEM OUCOIPOIIOa.

3abonesanus cepoeuro-cocyoucmou cucmemol

Bera-anpeHo0oKkaTOpsl HE TOJDKHBI IPUMEHATHCS MpH AekoMneHcupoBanHoi XCH o Tex mop,
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IIO0Ka COCTOAHUE IMMallMCHTA HE CTa6I/IJ'II/I3I/Ip0BaJ'IO Ch.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Ha navanpHBIX STamax MOpUMEHEHHs OMCONpOJojia MAlMEHTHl HYKIAIOTCI B IOCTOSHHOM
HaOJII0ICHUH.

Bera-anpenoGiokaTopsl MOTYT BbI3bIBaTh Opamukapauio. [lpu ypexxenun YCC B mokoe meHee
50-55 y/MuH cieyeT yMEHbIINUTh 103y WIKA IPEKPaTUTh IpueM OUCOIpoIIoa.

Kak n gpyrue 6era-aapeHo010KaTopsl, OUCONPOIIOT MOXKET BbI3bIBATh Y UIMHEHHE nHTepBana PQ
Ha snekrpokapauorpamme (OKI'). Cnegyer ¢ OCTOPOXXHOCTBIO MPUMEHATH OUCOMPOJION Yy
MALMEHTOB C aTPUOBEHTPUKYJISIPHOI On0Kanoil I ctenenu.

HecenektuBHble OeTa-apeHO0I0KaTOPBl MOTYT YBEIMYMBATh YAaCTOTY M HPOAOJIKUTEIBHOCTD
AQHTMHO3HBIX MPHUCTYNOB Yy MAIMEHTOB C Ba30CMACTHUECKOW CTEHOKapaueil (creHokapauein
[IpuniMeTana)  BCIENCTBHE  ONMOCPENIOBAaHHON  anb(da-pernentopaMd  Ba30KOHCTPHKIHH
KopoHapHoi aprepuu. KapaumocenekTuBHble OeTai-aApeHOO0J0KATOPHI (BKIIOYas OMCONPOIION)
IIPU Ba30CNACTUYECKOW CTEHOKApIUU CIEAYET IPUMEHSATh C OCTOPOKHOCTHIO.

K nHacrosimemy BpeMEHM HEIOCTAaTOYHO JAHHBIX OTHOCUTEIBHO NMPUMEHEHHs Oucomposona y
nanuenToB ¢ XCH B couetanuu ¢ caxapHbeIM auabetoMm I Tuna, BbIpaXXEHHBIMHM HapyIICHUSMU
(GYHKIMU TOYEK W/MIM NEeYeHH, PeCTPUKTUBHON KapAHMOMHOINATHEH, BPOXKIAEHHBIMU MTOPOKaAMU
cepAla WM MOPOKOM KilalaHa cepJla C BbIPaKEHHBIMU M€MOJUHAMUYECKHUMU HapyLICHUSIMH.
Taxxe 10 cux nmop He ObUIO MOJYUYEHO JOCTATOYHBIX JaHHBIX OTHOCUTENIBbHO nanneHToB ¢ XCH ¢
nH(papKTOM MUOKap/a B TEUEHHUE MOCIEIHUX 3 MECSIIEB.

Lvixamenvnas cucmema

HecmoTpst Ha TO, YTO CeNeKTHBHbIE OeTai-aApeHOOJIOKATOPhl B MEHbIIEH CTENEHU BIMSIOT Ha
(YHKIUIO JIbIXaTeIbHONM CHCTEMBI, UYeM HECEJIEKTUBHbIE OeTa-aJpeHOOI0KATOPhl, MAllUEHTaM C
XOBJI u HeTsxenbMu (hopMaMu OPOHXHAIBHOM aCTMBbI OMCOIIPOJION ClIelyeT Ha3HA4YaTh ¢ 0C000M
OCTOPO>KHOCTBIO U TOJBKO B TOM CIIy4ae, €CJIIM BO3MOXHBIE IPEUMYILNECTBA €r0 INPUMEHEHUs
NPEBBIIAIOT MOTEHIHMaNbHBIA pHck. I[lpu OponxuanmpHOi actme wuiau XOBJI mokasano
OJIHOBPEMEHHOE NPUMEHEHHE OPOHXOMIATUPYIOLIUX CPEJICTB.

VY nanueHToB ¢ OpOHXHAIBbHON acTMON BO3MO>KHO MOBBILIIEHHE PE3UCTEHTHOCTU JbIXaTeNbHBIX
nyTeH, yTo TpedyeT 6osiee BRICOKON 103blI OeTaz-aIpeHOMUMETHKOB.

VY namuentoB ¢ XOBJI Ouconposion, Ha3HayaeMblii B KOMIUIEKCHOW TEpaIiuy € LENbI0 JICYSCHUS
CEpAECYHON HEIOCTATOYHOCTH, CIENYyET HAYMHATh C HAMMEHBIIIEW BO3MOXKHOM J03bl, a NAI[UEHTOB
TIIATEJIbHO  HAOJIOAAaTh Ha TOSABJICHHWE HOBBIX CHUMITOMOB  (HalpuMep,  OJBIIIKH,
HETIEPEHOCUMOCTH (PU3NUECKUX HATPY30K, KaIIlIs).

ObuwiupHvle XupypauyecKkue Meuamenbcmed u 00was aHecmesus.

[Ipn HEOOXOIMMOCTH MPOBENEHUS XUPYPrHUECKHUX BMEILATENbCTB CIEAYyEeT MNpeAayIlpeanTh

Bpaya-aHEeCTe3uoJiora O TOM, 4YTO TAIUEHT TPUHUMAET OeTa-aJApeHOoO0IOKaTOphl (PHUCK
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pediiekTopHONH TaxMKapAMW U apTepUalbHOW TrumnoreHsuu). PekomeHnayercss 0e3  sBHOM
HEOOXOMMOCTH HE IpeKpaliaTh MpHeM OMCOIposioyia B NEpUONEPAlMOHHOM mepuojne (T. K.
6mokana 6era-apeHOPEL e TOPOB CHUYKAET PUCK BOSHUKHOBEHUS apUTMHIA U UIIEMUH MUOKapa
BO BpeMs BBOJHOIO HapKo3a M MHTyOanuu Tpaxew). B ciydyae HEoOX0AMMOCTH NIpepbIBaHMS
JeyeHusl OMCOIPOJIOJIOM Iiepea IPOBEAECHUEM XHPYpPrMUECKOro BMEIIATENbCTBA, IpenapaT
cllelyeT OTMEHUTh HE MEHEe 4eM 3a 48 4acoB /10 ONepaIiH.

Deoxpomoyumoma

VY nanueHToB ¢ (EOXpOMOIMTOMOM OHMCONPOJION MOXET ObITh Ha3HAYEH TOJIbKO Ha (hoHe
IpUMEHEHHUs anb(a-aapeH0OI0KaTOPOB.

Tupeomoxcuxos

[Ipu runepdyHKIMKA TIMTOBUIHOW >Kele3bl OeTa-aJpeHOOIOKATOPHI (BKJIFOYAs OMCOIPOIION)
MOTYT MacKUpOBaTh TaXWUKAPJAUIO U YMEHbIIATh BBIPAXKEHHOCTb CUMIITOMOB THPEOTOKCHKO3A.
Pe3kast oTMeHa mpenapara MOXET BbI3BaTb 0OOCTpPEHHE CHMITOMOB 3a00JI€BaHMS U pa3BUTHE
TUPEOTOKCUIECKOTO KpHU3a.

Peaxyuu cunepuyscmeumenvrocmu

bera-anpenoGnokaTopsl, BKIKOYas OHCONPOJION, MOTYT MOBBICUTH YYBCTBUTEIBHOCTh K
ajulepreHaM M TSOKECTh aHa(pWIAKTUYECKUX PEaKLMi/peakluil TMIepuyBCTBUTEIBHOCTH H3-3a
ocnalleHusi  aJpeHepruyeckodl  KOMIIEHCATOPHOW  peryisiuuu 1oJ  JAelcTBHeM Oera-
anpeHoO10kaTopoB. [IpuMeHeHne 0ObIYHBIX TEpANIEeBTUYECKUX J03 dIMHEPpHHA (apeHaIHa) Ha
¢one mnpuema Oera-aJpeHOOIOKATOPOB HE BCErjga MNPHUBOIUT K JOCTHKEHHMIO JKEIaeMOro
KImHUYeckoro 3¢ dexra. Heod0xoaumo co01r01aTh OCTOPOKHOCTD MPU HA3HAYEHUH OMCOIpoIIoia
MalKEHTaM C TSDKEIbIMU PEAKIUsIMU THIIEPUYBCTBUTENIBHOCTU B aHAMHE3€ WJIN TPOXOISIINM KypC
JIeCEHCUOMIHN3alNH.

Ilcopuas

[Ipu pemreHun Bompoca O TPUMEHEHHWH OHMCONpOJIONiAa y TAHMEHTOB C IICOPHUA30M CIEAyeT
TIIATEIBHO COOTHECTH MPEIIOIaraeMyo ToIb3y OT MPUMEHEHHS TpernapaTa i BO3MOXKHBIN PUCK
000CTpeHus TeUSHHS TICopHa3a.

Konmaxmmuuie nun3oi

[TanieHTHI, TONB3YIOIIMECS] KOHTAKTHBIMH JIMH3aMH, JOJDKHBI yYUTHIBAaTh, 4YTO Ha (OHE

npuMeHeHust 0eTa-aapeHo0I0KaTOPOB BOZMOXKHO CHIDKCHHE MPOAYKITUU CIIC3HOM JKUIKOCTH.
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B3aHMOJIEHCTBUSA

HepekomMeHayEMEBIE KOMOHMHALIMU

AHnTHaput™Muyeckue cpeinctsa | kiacca (Hampumep, XUHHIWH, JU3OMHpPAMUM, JIMJOKaHH,
(dhenutounn; GuekauHuI, mpornageHOH) IPHU OJJHOBPEMEHHOM ITPUMEHEHUHU ¢ OMCOIIPOJIOTIOM MOTYT
CHIDKATh AV IIPOBOAMMOCTb U COKPATUTEIBHYIO CITIOCOOHOCTh Cepa.

briokaropsl «memienHbix» kanbiueBbix kaHaioB (BMKK) Ttuna Bepanamuna u, B MEHbIIEH
CTETeHH, AUITHA3eMa TPH OJHOBPEMEHHOM MPUMEHEHHH C OMCOIPOJIOIOM MOTYT NMPHUBOJUTH K
CHIDKEHHIO COKPAaTUTEIFHOW CHOCOOHOCTHM MHMOKapjaa W HapymeHuio AV mpooaumoctu. B
YaCTHOCTH,  BHYTPHUBEHHOE  BBEJCHHE  BepalaMmuia  MaludeHTaM,  M[PUHUMAIOUIUM
OeTa-apeHO0IOKATOPbI, MOXKET MPHUBECTU K BBIPAKCHHOW apTEepUaTbHOW THIOTEH3MUu U AV
Omokae.

['MmoTeH3uBHBIE CPEACTBA LIEHTPAJIBHOTO JACUCTBHS (TakMe Kak KIOHHMIMH, METHJIAONA,
MOKCOHMJIUH, PUIMEHUAMH) MOTYT mpuBecTd K ypekeHuto UCC U CHIKEHUIO CeplIedHOro
BBIOpOCA, a TaKkKe K Ba30JWJIaTallUd BCIEJICTBUE CHUIKEHHUS LIEHTPAILHOTO CHMIATHYECKOTO
ToHyca. Pe3kas oTMeHa, 0COOEHHO O OTMEHBI OeTa-apeH00I0KaTOPOB MOXKET YBEIUYUTD PUCK
Pa3BUTHUS «PUKOIIETHON» apTEPUAIIBHON TMIIEPTEH3UN.

OUHTOIUMO/ MOKET YCHUIIUTh OTPUIIATEIIbHBINA XPOHOTPOIHEIN A (DeKT OeTa-aipeH00I0KaTOPOB
W TIPUBECTH K BBIpXEHHOH Opaaukapamu. OJHOBpEeMEHHOE NpUMEHEeHHe (UHTOIMMONa |
METONpoJIoJia He pekoMeHayercs. B ciyyae HE0OXOAMMOCTH OJTHOBPEMEHHOTO IMPUMEHEHMS
¢unronmumosa u npenapara Konkop Kop tpebyetcs TuiatenbHoe HaOIOA€HUE 32 COCTOSTHUEM
naruenTa. PekoMeHyeTcsi HaunHaTh KOMOMHHPOBAHHYIO TEPAIMIO B YCIOBHUSX CTAllMOHApa H
OCYIIECTBIISITh COOTBETCTBYIOLIMI MOHHUTOPHUHT (TOKa3aH JUIMTENbHBIH KoHTpois YCC, mo
MeHbILIEH Mepe, 1O yTpa CIEeAyIoIIero MAHA IOocie IEepBOro OJHOBPEMEHHOTO IpHeMa
¢dbunronumona u npenapara Konkop Kop).

KomMmOuHammu, tpedvyronme 0co00i 0CTOPOKHOCTH

BMKK npoun3BoiHbIe TUTHAPONUPUANHA (HanpuMep, HUGEeAUuH, GeoaUNNH, aMIIOIUITNH) TIPU
OJTHOBPEMEHHOM MpPHUMEHEHMH C OHUCOINpPOJOJIOM MOTYT YBEJIWYMBATH PUCK Pa3BUTHUA
aprepuaqbHON runoreH3uu. Y mnauueHToB ¢ XCH Henp3sl HCKIIOUUTH PUCK IOCIEAYIOIIErO
YXYAIIEHUS COKPATUTENbHON QYHKIIUH CepALia.

Antnaputmuueckue cpenctpa Il kimacca (Hanmpumep, aMrogapoH) MOTYT YCHUIIMBATh HapyIIICHUE
AV npoBonumoctH. JleiictBue 6eTa-apeHOOI0KATOPOB 1JIi MECTHOTO IPUMEHEHHUs (Harmpumep,
TJIA3HBIX Kamelb IS JIeYSHUS TJIayKOMbI) MOKET YCHIIMBATh CUCTEMHbIE 3(p(eKThI Oucornpoona
(camxenue AJl, ypexxenne UCC). [lapacuMnaToMUMETHKH [IPU OJJHOBPEMEHHOM MPUMEHEHUU C

OHCOMPOI0IOM MOTYT YCHIIMBATh HapylieHue AV NpoBOJUMOCTH U YBETUUUBATh PUCK Pa3BUTHUS
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Opanukapauu. [ UIOTIMKEMUYECKOE JIEHCTBHE HCVHHHB%Q'?M;J%&%{EQM%T&%E:'L[Jm

npreMa BHYTPb MOXET ycuinuBaThes. [IpU3HaKku TMIIOTTTMKEMUU — B YACTHOCTU TaxXUKapAUsi —
MOTYT MAaCKHpOBAThCS WM MOJABIAThCSA. [lono0HBIE B3aMMOAEHCTBUS 0ojiee BEPOSTHHI IPH
NPUMEHEHUH HECENIEKTUBHBIX Oera-aspeHobmokaropoB. CpencTBa aisi NMPOBEACHUS OOIIEH
aHEeCTEe3MH MOTYT YBEJIMUHMBATh PUCK KapAUOAETIPECCUBHOTO ACHCTBHS, MPUBOIS K apTEPUATIHLHOM
runotensun (cM. paszaen 4.4, noapasnaen «Ocodble yKa3aHHs»).

Cepaednble TIMKO3U/IbI TPU OJJHOBPEMEHHOM MPUMEHEHHH C OMCOMPOIIOIOM MOTYT IIPUBOJIUTH K
YBEITUYEHUIO BPEMEHH IMPOBEACHUS MMITYJIbCA, U TaKUM 00pa3oM, K pa3BUTHIO OpaauKapIu.
Hecrepounnnsie npotuBoBocnanuTenbHbie npenapatsl (HIIBIT) MoryT cHuXaTh TMIIOTEH3UBHBINA
spdexkr Oucomponona. OnpHoBpemeHHOe mpumMeHeHue mnpemnapara Koumkop Kop ¢
Oera-aJpeHOMUMETHKAMH (HAampuMep, HW30NpeHaNuH, 100yTaMHUH) MOXKET NPUBOAUTH K
CHIDKEHHIO () (ekTa 000uX Mmpernaparos.

Coueranue  Oucompornona €  aApEHOMHMETHKaMH,  BIUAOIMIMMH Ha  Oeta- U
anb(a-agpeHopelenTopsl  (HampuMep, HOpINUHEPPUH, OSHOUHEPPUH) MONKET YCHIMBATH
BAa30KOHCTPUKTOPHBIE  3(P(EeKTBl  3THUX  CPEnCTB, BO3HUKAIOIIMX  C  y4acTUEM
anb(ha-anpenopenentopos, npuBoas K mnosbimeHuto AJl. I[lomoOnbeie B3ammoneiicTBus Oonee
BEPOSATHBI MPU IPUMEHEHUHU HECETIEKTUBHBIX OeTa-aapeH00I0KaTOPOB.

AHTUTUIIEPTEH3UBHBIE  CPEACTBA, TaKK€ KaK M JApYyTH€ CpeICcTBA C  BO3MOXKHBIM
AHTUTUIEPTEH3UBHBIM 3¢ (dekToM  (Hampumep,  TPULUKIMYECKUE  aHTUIETPECCAHTBHI,
O6apOuTypathl, PEHOTHA3NHBI) MOTYT YCHJIMBATh TMIIOTEH3UBHBIN 3(pPexT Ouconpoiona.
MednoxuH npu OJHOBPEMEHHOM NIPHUMEHEHHUU C OMCONpPOJIOIOM MOXKET YBEIMUMBATH PHUCK
pa3BUTH OpaguKapaHH.

Nuruburopsr MmoHoamuuokcugassl (MAQO) (3a uckmouenneM uHruomtopoB MAO B) moryt
YCWIIMBATh TUIOTEH3UBHBIN 3¢ ekt Oera-agpeHodsokaTopoB. OTHOBpEMEHHOE NPUMEHEHUE
TaK)X€ MOKET MPUBECTU K Pa3BUTHUIO TMIIEPTOHUYECKOTO KpH3a.

KOM6I/IHaHI/II/I, KOTOPHBIC CIIECAYET IPUHNUMATH BO BHUMAHUEC

Ankanouowi cnopbinbu

HerunpupoBanHbele  ankajlouabl CIOPBIHBM  TOBBIMIAIOT PHUCK  Pa3BUTHA  HapyIICHUN
nepuQepruyeckoro KpoBOOOpaleHUsl. OproTaMUH MOBBIIIAET PHUCK PAa3BUTHS HapyIIEHUs
nepupepuyecKkoro KpoBooOpaIieHusl.

DapmakoxkunemuuecKue 63auM0o0eucmeus

B ¢apmakoKMHETHUYECKUX HCCIIEOBAHUSX HE BBISBIEHBI B3aUMOJIEHCTBUSL OucoIposona ¢
TUA3UJIHBIMH JTUYPETHUKAMH, TaKUMH KakK TUIPOXJOPOTHAa3Ua W LUMETHJIUH. bucomposnon He
okaszpiBasl 3¢dexkra Ha  (papMaKOKMHETUKY TeopwuiMHa. Pudamnun  yBenuuuBaer

METa0OJUUCCKUI KIIMPEHC U YKOpaYuBaeT nepro nmosryssiBeneHus (T12) Oucorposiona, oqHako
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MAMEHTOB, MOJMyYaloIUX CTAOWIBbHYIO 103y BapdapuHa.

4.6. ®epTHIBHOCTH, 0€PEMEHHOCTD 1 JIAKTAIUSA

bepemenHocTh

dapmakoaoruueckue 3PpPeKTs OUCOnpoIIoa MOTYT OKa3aTh HEOJIAronpusITHOE BO3/ICHCTBHE Ha
TE€YeHHE OEPEeMEHHOCTH M OPTaHU3M ILI0]1a/HOBOPOXKIeHHOTO. B 1emom, 6eTa-aapeHo0I0KaTOphI
CHIKAIOT KPOBOTOK B IUIAIICHTE, YTO MOJXET MPHBOAUTH K 3aJepKKe pocTa IUIoJa,
BHYTPUYTPOOHOW TMOENH IUI0/1a WM MPEKAEBPEMEHHBIM pojaM. Y IUI0JIa ¥ HOBOPOXKIACHHOTO
MOTYT Pa3BHBAThCS HEKENATEIbHbIC SBICHU (HAIIpUMep, THITOTIIMKEMHS U OpaauKapIus).

[Tpu HEeoOXOomUMOCTH JieueHHs OeTa-aApeHOOIOKATOpaMK MPEANOYTCHUE CIEAYyeT OTHaBaTh
CEJICKTUBHBIM OeTa1-aapeHO0I0KaATOpaM.

[Ipu OepemeHHOCTH OuWCOMPOJION CJIEAYET MPUMEHSATh TOJIBKO B clydyae aOCONIOTHOU
HEOOXOMMOCTH, €CIIM OXKHaeMasl T0JIb3a JIJIsl MaTepU MPEBbIIIACT BO3MOXHBIH PUCK Pa3BUTHUS
N000YHBIX 3(PQPEKTOB y IUI0Aa W/WIM HOBOPOXKIAEHHOro. ClenyeT OTCIEeKHBATh KPOBOTOK B
IUTAIICHTE U MaTKe, a TaKkKe HaOJIo/aTh 32 pOCTOM M pa3BUTHEM Oyayiero pedenka. B ciyuae
MOSBJICHUS HEKENaTCIbHBIX SBJIICHUN B OTHOIICHUH 6epeMeHHOCTI/I I/I/I/IJH/I jaoga pCKOMCHAYCTCA
IMPHUMCHATH AJIbTCPHATUBHBIC MCTO/IbI TCPAIINH.

Crnemyer TmarenbHO 00CIeI0BaTh HOBOPOXKISHHOTO TIOCKIE POJOB. B mepBble Tpu THS KHU3HU Y
HOBOPOYK/IEHHOTO MOTYT BO3HHKATh CHMITOMBI OpaJInKap iy ¥ THITOTIINKEMHH.

Jlaktanus

ITo JaHHBIM JOKJIIMHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ 6I/ICOHp0J'IOJ'I H/WJIM €r0 META0OJIUTEI BBIACITAIOTCSA B
MOJIOKO JIAKTHPYIOIIMX KpbIC. JIaHHBIX O BBIIEICHHM OMCOMPOJIONia B TPYIHOE MOJOKO HET.
[MosTomMy mpuem Oucomposona HE PEKOMEHIYeTCs IKCHIIMHAM B IEPUOJ] TPYTHOTO
BCcKapmimBanusa. Ecmu mpuem Owucomponona B MEpUOJ JAKTallMM HEOOXOAMM, TpYIHOE

BCKapMJIMBaHHUC CIICAYCT NNPCKPATUTD.

4.7. BiusiHMe HA CHOCOOHOCTH YNPABJIATH TPAHCHOPTHHIMU CpPeACTBAMH M PadoTaTth ¢
MeXaHU3MaMHu

[Ipemapatr Konkop Kop He BiuseT Ha CIOCOOHOCTH YMPaBSATh aBTOTPAHCIIOPTOM COTIACHO
pesynapTaTtaM uccnenoanus, y mnanmueHToB ¢ MBC. OnmHako BCleACTBHE WHIWBUIYATBHBIX
peaknuii CocOOHOCTh YIMPAaBIATH aBTOTPAHCIIOPTOM WM pabOTaTh C TEXHUYECKH CIIOKHBIMH
MeXaHM3MaMH MOKeT ObITh HapylieHa. Ha 3To criemyer obpaTuth ocoboe BHUMaHUE B Hadale

JICYCHHA, ITOCJIC UBMCHCHUS NO3bI, 4 TAKKC [P OATHOBPEMCHHOM ynOTpC6HCHI/II/I AJIKOI'OJIA.
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4.8. HexkenaTesibHbIE peakuu

Pe3roMe HexxenaTeabHbIX peaKIi

Yacrtora moOOYHBIX PeaKUni, IPUBEACHHBIX HIKE, OTPEIEISIIACh COOTBETCTBEHHO CIIEAYIOMIEMY:
ouenv uacmo (> 1/10); uwacmo (> 1/100, no < 1/10); neuacmo (> 1/1000, no < 1/100); peoxo
(> 1/10 000, HO < 1/1000); ouenwv peoxo (< 1/10 000); vacmoma neuzéecmna (He MOXKET OBITH
OLICHEHA Ha OCHOBE UMEIOIIUXCSI TAHHBIX ).

Icuxuueckue napyuenus

Heuacmo: nenpeccusi, 0eCCOHHHIIA;

Peoxo: rannronHanuy, HOYHbIE KOIIMApHI.

Hapywenus co cmoponul nepsHotl cucmemul

Yacmo: TOTOBOKPYKEHUE, TOJIOBHAs 00JIb;

Peoko: noteps cozHanusl.

Hapywenus co cmoponwl opeana spenus

Peoko: ymenblieHre clie30Te4eHus (CaeayeT yUUThIBaTh IPU HOMICHUH KOHTAKTHBIX JIMH3);
OueHb peoko. KOHbIOHKTHBHT.

Hapywenus co cmoponwl opeana ciyxa u iabupunma

Peoko: napymenus ciyxa.

Hapywenus co cmoponvl cepoya

Ouenv vacmo: OpaguKapaus;

Yacmo: ycyrybnenue cumntomoB Teuenns XCH;

Heuacmo: napymenue AV npoBOAMMOCTH.

Hapywenus co cmoponwl cocyoos

Yacmo: ourynieHne MOXO0JI0JaHHsI WIIM OHEMEHUS B KOHEYHOCTSIX, BRIpaKEHHOE CHIDKeHne AJl;
Heuacmo: optocTatndeckast THIIOTEH3USI.

Hapywenus co cmoponul dvixamenvhoti cucmemsl, Op2ano8 2pyOHOU KIemKu U cCpedoCmeHus
Heuacmo: 6poHXocna3M y MalueHTOB ¢ OPOHXHATIBHON aCTMOMN MM 00CTPYKIIUEH JbIXaTeNbHbBIX
IyTEN B aHAMHE3E;

Peoxo: annepruueckuii puHUT.

Kenyoouno-kuweunvie napyuienus

Yacmo: TONIHOTA, pBOTA, THAPEs], 3aTI0P.

Hapywenus co cmoponwvl neuenu u scenuegolgoosuux nymei

Peoxko: remartur.

Hapywenus co cmoponbl Kodcu u HOOKONCHbIX MKAHell

Peoxo: peakiyu runepuyBCTBUTENBHOCTH, TAKAE KaK KOKHBIN 3y]1, CHIIb, THIIEPEMHUST KOKHBIX

MTOKPOBOB U @aHTHOHEBPOTHUYECKUM OTEK;
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Ouenb pedko. anomnenus.

Bera-aapeHo010KaTOpel MOTYT CHOCOOCTBOBAaTH OOOCTPEHHIO CHMIITOMOB TICOpHAa3a WIIU
BBI3BIBATH MICOPHA30MOA00HYIO CHITb.

Hapywenus co cmoponvl mbluieyHolt, cKelemHou U COeOUHUMeNbHOU MKAHU

Heuacmo: Mplednas ciiabocTh, CyTOPOTH MBIIIIII.

Hapywenus co cmoponsi penpodyKkmusHOU cucmembvl U MOJLOUHBIX HCele3

Peoko: spexTriibHas AUCYHKIIHSL.

Obwue HapyuieHus u peakyuu 8 Mecme 68e0eHuUs.

Yacmo: acTeHHs, IOBBIIICHHAS yTOMIIIEMOCTb.

Jlabopamophvle u uncmpymenmanbHvle OaHHble

Peoxo: noBbIICHUE KOHIIEHTPAIIMH TPUTIUIICPUIOB M aKTHBHOCTH «IICUCHOYHBIX)» TPAHCAMHHA3
B KpoBH (acnapraramuHorpancdepasza (ACT), anannnamunorpancdepasa (AJIT)).

COO6H.I€HI/IG 0 IMOA03PE€BACMBIX HCKCJIATCIIbHBIX PCAKITHAX

BaxHo coo0mare O MOA03PEBAEMBIX HEXKENATENbHBIX PEAKUMAX I0CIE PEruCTpaluu
JIEKApCTBEHHOTO Ipernapara C Iejblo 00ecTieYeHns HeMPEPHIBHOTO MOHUTOPUHTA COOTHOILICHHUS
«I10JIb3a — PHUCK» JIEKapCTBEHHOI'O Ipenapara. MeIuIUuHCKUM paOOTHUKAM pPEKOMEH]yeTcs
coo0maTte O JIOOBIX MOJO3PEBAaCMbIX HEXKEJIATENIbHBIX PEAKIMIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CHUCTEMBl COOOIIEHUS O HEXKEIATeNbHbIX PEAKIUSAX rOCyAapCTB — YJICHOB
EBpazniickoro 5KOHOMHUYECKOTO COKO3a.

Poccuiickas Oeneparys

109012, r. MockBa, CinaBsitHCKast TUIOIIaab, 1. 4, ctp. 1
denepanbHas ciyx0a o Haa30py B chepe 3apaBoOXpaHeHUs
Tenedon: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Beo6-caiit:

https://roszdravnadzor.gov.ru

Pecnybnuka Bemapych

MunncrepctBo 3apaBooxpaHenus PecniyOnuku benapychs,

Pecniy6mukanckoe YII «lleHTp sKciepTH3 v UCTIBITAHUH B 3PaBOOXPAHECHUI
220037, r. Musnck, ToBapuilieckuii nep., 1. 2a

Tenedon: +375 (17) 242 00 29

E-mail: rcpl@rceth.by, rceth@rceth.by

www. rceth.by
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PecnyoOnuka Kaszaxcrag

PI'TI na [IXB «HaumoHanbHbI LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX
m3nenuiiy Komurera MeaumMHCKOTO ©  (hapMareBTHYECKOrOo KOHTPOJs MuHHCTEpCTBa
3npaBooxpaneHus: Pecnyommku Kazaxcran

010000, r. Acrana, p-u baiikonsip, yi. A. UmanoBa, 13, BL{ «Hypcayner 2»

Tenedon: +7 (7172) 235 135

E-mail: farm@dari.kz

www. ndda.kz

Pecnv6nm<a ApMeHus:

AO3T «HayuHbli HEHTp SKCIIEPTU3BI JIEKAPCTB U MEAULIMHCKUX TEXHOJIOIMM HMEHHU aKaJeMHKa
3. 'abpuensHa»

0051, r. Epesan, nip. Komuraca 49/5

Temn.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82
I'opstuast muaus: (+374 10) 20-05-05, (+374 96) 22-05-05
OnektponHas noyra: naira@pharm.am; vigilance@pharm.am

Caiit: www.pharm.am

PGCHV6HI/IK3 KeIprei3crasn:

JlemapTaMeHT JIEKapCTBEHHBIX CPEJICTB M MEIUIMHCKUX U3Jenuid npu  MMHUCTEpCTBE
3npaBooxpanenust Keipreizckoit Pecryomiku

720044, r. bumkexk, yi. 3-5 Jlunus, 25

Ten.: +996 (312) 21-92-78

Onekrponnas moura: dlomt@pharm.kg

Caiir: www.pharm.kg

4.9. llepeno3upoBka

CumMnOTOMBI

Haubonee wactble cUMOTOMBI TNepeAo3upoBkH: AV 0rokaza, BeIpakeHHas Opagukapaus,
BbIpakeHHOe CcHIKeHue AJl, OpoHxocma3m, ocTpas cepAeyHas HEeJAOCTaTOYHOCTh H
TUITOTJINKEMHUSL.

YyBCTBUTEIBHOCTh K OJHOKPATHOMY HPUEMY BBICOKOH 03Bl OMCOMPOJIOia CHIBHO BapbUpPYyeT
CpeAM OTHENbHBIX MAIMeHTOB M, BeposATHO, mnamueHTsl ¢ XCH oOmagaroT BBICOKOM
qyBCTBUTEIBHOCTBHIO.

Jleuenue
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Y Ha4aTh MOJJIEPKUBAIOLIYIO CUMIITOMATHYECKYIO TEPAIIUIO.

[Ipu BblpakeHHOW OpaavKapAuM: BHYTPUBEHHOE BBeneHHe arponuHa. Ecmum sddexr
HE/IOCTaTOYHBIN, C OCTOPOKHOCTBIO MOXKHO BBECTH CPEICTBO, OOJIAZAIOIIEe MOJIOKHUTEIbHBIM
XpOHOTPOIHBIM  JeiictBueM. IHorma Moxker moTpeOoBaThbCsi BpeMEHHass [MOCTaHOBKA
ANIEKTPOKAPANOCTUMYJIISTOPA.

[Ipu BbIpaskeHHOM cHUX’eHUH AJl: BHYTpHUBEHHOE BBEACHME IIa3MO3aMEIAONIUX PACTBOPOB U
Ba30ONPECCOPHBIX  MpernaparoB. BHYTpHUBEHHOE BBEACHUE  TJIOKaroHa MOXET  OBITh
11eJIeCO00pa3HBIM.

[Ipu AV 6okaze: manueHTsl JOJKHBI HAXOAUTHCS MO/ MOCTOSIHHBIM HAOJI0OICHUEM, U TTOJIyYaTh
JedeHne Oera-a[peHOMHMETHKAMH, TaKUMH Kak snuHeppuH. B ciydae HeoOxommmoctn —
MTOCTAHOBKA AJIEKTPOKAPINOCTUMYIISATOPA.

IIpu ob6octpennn teyenuss XCH: BHyTpuUBEHHOE BBEIEHHE AMYPETUKOB, IpEmapaToB C
MOJIOKUTEITBHBIM HHOTPOITHBIM 3(hPEeKTOM, a TaKKE Ba30JUIATATOPOB.

[Ipu Oponxocna3zMe: Ha3HaYCHHE OPOHXOAMIATATOPOB, B TOM YHCIE O€Taz-apeHOMHUMETHKOB
W/WIM aMAHO(DUIUTHHA.

[Ipu runornukeMun: BHyTPUBEHHOE BBEACHUE IEKCTPO3bI (TTIIOKO3bI).

5. PAPMAKOJIOTTYECKHE CBOVCTBA

5.1. ®apmakoaHAMHYECKHe CBOHCTBA
dapmakoTepaneBTHUECKas TpyIna: 6era1-aIpeHo0I0KaTOp CeIeKTUBHBIN

Kox ATX: CO7TABO7

Mexauusm neictsus U hapMakonHaMudeckue 3G erTol

CenekTuBHBIN OeTar-agpeHoOnokaTop 0e3 COOCTBEHHOM CHMIATOMUMETHYECKO aKTUBHOCTH, HE
obnazaer MeMOpaHOCTaOWIM3UPYIOLIMM JeiicTBueM. bucomposnon B TepameBTHYECKHX J103aX
o0ajjaeT HE3HAYHTENBHBIM CPOJCTBOM K OeTaz-aJipeHOpelenTopaM BHYTPEHHHX OPTaHOB
(momKeryTouHas JxKele3a, CKeJIeTHbIE MBIIIIIBI, TTaKast MycKyjaTypa nepudepruueckux apTepui,
OpOHXOB M MaTKH), a Takke K O0eTaz-aJpeHOpelenTopaM, YYacTBYIOLUIUM B pEryJsluu
metabonu3ma.  CrenoBarenbHo,  Oucomposnon (B OTJIMYME  OT  HECEJIEKTUBHBIX
OeTa-aipeH00I0KATOPOB) B 11ETIOM HE BIIUSIET HA CONTPOTUBIICHHUE ABIXATEIBHBIX MMy TEH, OKa3bIBACT
MeHee BBIpRXEHHOE BIHMSHHE Ha OpraHbl, cojlepkamue OeTaz-aJipeHOpenenTopsl, W Ha
YTJICBOJAHBII OOMEH, HE BBI3BIBACT 3a/IEP)KKM HWOHOB HATpUs B OpraHU3Me. BBIpakeHHOCTH
aTepOTreHHOTr0 IeUCTBUS OMCOMPOI0ia HE OTINYAETCs OT JEHCTBUS MPOMPaHOIIOa.

B TepaneBTHyeckux 103ax Ouconposon 6J0KupyeT 0eTal-alpeHOPEenTOPhI CepALla, YMEHBIIACT

CTUMYJIMPOBaHHOE KaTexonamuHaMu oopazoBanue TAM® n3 AT®, cHmkaeT BHYTPUKICTOYHBIN
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uHotponHoe aeiictBue. bucomnposnon ymensimaer YCC B mokoe W Ipu Harpyske, 3ameyisieT
aTPUOBEHTPUKYISAPHYIO IPOBOJUMOCTh, YMEHBIIACT BO30YIUMOCTh MHOKapaa. CHmKaer
CepACYHbI BHIOPOC, B HE3HAUUTENHHOW CTENEHM CHIKACT YAApHBIA 00BeM. YMEHbIIAeT
NOTpeOHOCTh MMOKAp/1a B KMCIOPOJE, CHIKAET aKTUBHOCTh PEHUHA I1a3Mbl KPOBH.

B nauane nedenust B mepBble 24 yaca mocie mpueMa Oucorpoiiona odiee nepudepudeckoe
cocyaucroe conporusieHue (OIICC) HeckosbKO yBenuuuBaeTcs (B pe3yJbTaTe PELUIIPOKHOIO
BO3paCTaHMsI aKTUBHOCTH aJib(a-aJpeHOPEIETITOPOB).

Uepes 1-3 cyrox OIICC Bo3Bpamaercss kK UCXoaHoMy. [Ipu nnutenbHOM Tepanuu HW3HAYaIbHO
noBbiieHHoe OIICC cHmxkaercs.

MaxkcuMaabHBIA TeMOMHAMUYECKUH 3P PeKT nocturaercs yepes 3-4 yaca mocie npuéMa BHYTPb.
[Tpu npumeHennu 1 pa3 B CyTKH TepaneBTHUECKUH A (eKT OMCOIpoIIoa COXpaHseTcsl B TCUCHUE
24 gacos 6narogaps 10-12 yacoBomy T1/2 U3 m1a3mMbl KpOBH.

Buconponon obnamaer TakumH ke 3JeKTpodu3HonorndeckuMu dPdexramu, Kak U Ipyrue
Oera-agpeHoOnokaTopsl. B anekrpodusnonornyeckux HcciaeioBaHUSIX OMCOMPOJION ypeKall
YCC, yBenmnuuBan BpeMsl MpPOBEACHUS M pedpakTepHble IEpUOJbl CHHOATPHAIBHOIO U
aTPUOBEHTPUKYJISIpHOTO y370B. OTmeuaercs yanuHeHue uHTepBaioB RR u PQ, a Taxxke
koppurupoBanHoro uarepsaia QT (QTc) na OKI' (B npenenax HOpMaIbHbBIX 3HAYCHU).
buconponon oOka3plBa€T AHTUTUMIEPTEH3MBHOE, AHTMAPUTMUYECKOE W  AHTUAHTMHAIBHOE
JIeHCTBUE.

5.2. dapmaKOKHHeTHYEeCKHE CBOICTBA

AbcopOuus

buconponon noutu nomHocTeio (6osee 90 %) BcackiBaeTCs U3 HKEITyA0YHO-KUILIEYHOTO TPaKTa.
Ero OuomoctynmHOCTh  BCJEICTBUE  HE3HAYMTENBbHOM  MeTa0oNu3aluud  «Ipu  HEPBOM
NPOXOXKACHUN Yepes neueHs (Ha ypoBHe nprmMepHo 10 %) cocrasnsier okoino 90 % mocre nprema
BHYTpb. [Ipuem numm He BiausgeT Ha OMOJOCTYNHOCTb. BHCONPOIION 1eMOHCTPUPYET JTMHEHHYIO
KMHETUKY, MPUYEM €ro KOHIEHTpPAluu B IJIa3Me KPOBH IMPOINOPLUOHAIBHBI MPUHATON J103€ B
nuarnaszoHe oT 5 1o 20 mr. MakcumanbHas KOHUEHTpaus (Cmax) B I1a3Me KPOBH JOCTUTAETCS
yepes 2-3 yaca.

Pacupenenenne

buconponon pacnpenensercs J0BOIbHO MHPOKO. O0beM pactpesieNieHus: COCTaBIseT 3,5 JI/KT.
Cs13b ¢ OenkaMu TUIa3Mbl KpoBH JocTuraet npumepHo 30 %.

BI/IOTDaHCd)ODMaI_II/IH

Mertabonu3upyercs Mo OKUCIUTEILHOMY MyTH 0€3 ToCeayoIIei Konbloranuu. Bece MmeTabomuTht

MOJISIPHBI (BOJIOPACTBOPHUMEI) U BRIBOASTCS TTouKaMu. OCHOBHBIE META0OJIUTHI, O0HAPYKUBAEMBIE
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B IUIa3Me KPOBU U MOYe, HE MPOSABIIAIOT (hapmax )Homqeéﬁl&ﬁ:aﬁ%g&%ﬁ!zﬁwﬁﬁ& E%J!PV;{%'HHG

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B pe3ysibTaTe SKCIEPHUMEHTOB C MHUKPOCOMAaMHM IEUEHH YesioBeKa iN VItro, MoKa3bIBalOT, YTO
OHCOnPOI0a METabOIM3UPYETCSI B IEPBYIO ouepenb ¢ moMotbio nzopepmenta CYP3A4 (okono
95 %), a uzodepment CYP2D6 urpaer nuib HEOONBIIYIO POIIb.

DIUMUHAIM

Knupenc Oucomnpoinona onpenensieTcs pPaBHOBECHEM MEXAYy BBIBEJACHHEM IIOYKaMHU B
Heu3MeHeHHOM Bujie (okono 50 %) u merabonusmoM B nederu (0kojo 50 %) 10 MeTaboIUTOB,
KOTOpBIE 3aTeM TakKe BBIBOAATCA mMoukamMu. OOmmii ximpenc cocraBisger 15 m/u. Tie —
10-12 gacoB. OtcytcTBYeT HHPOpMAIHS 0 hapMaKOKHHETHKE Oucomposona y nanueaTos ¢ XCH
Y OJTHOBPEMEHHBIM HapyIIeHUEM (PYHKIIMH MTEYCHH W ITOYCK.

Oco0ble I'PYHIIBI TAITKMCHTOB

Hapywenue ¢hynkyuu novex

B uccrnenoBanuu y manMeHToB ¢ mo4eyHo HepoctaTouHoCThIO (cpeannii KK 28 mn/mun) 66110
nokasano, yto cHrkeHue KK conpoBoxmaercs yBennueHrneM Cmax, AUC (utomaas moj KpuBoit
«KOHIIEHTpanusi-BpeMs») U Ti2 Oucomponona. [Tockonbky KiaupeHC OHCONpOona B paBHOM
CTENEHU OCYILIECTBISIETCA TMOYKAaMU W TIEYCHBIO, CYIIECTBEHHOM KyMYJSIIIMUA OucCOMposona y
MALMEHTOB C JIETKOM M YMEPEHHOM CTEIEHBIO MOYEYHOM HEJOCTaTOYHOCTH HE OoTMevaercs. B
ciryuae Tsokenoi nmoueynoit HepocratouHoctu (KK < 20 mur/MuH) KyMynsius MOKET IPOUCXOTUTh
U J103a IIpenapara He JoJDKHA NpeBblaTh 10 Mr B CyTKH.

Hapywenue ¢hynxyuu neuenu

VY manueHToB € LUPPO30M TMEUYEHH OTMEYAeTCs BBICOKas BapHUaOENbHOCTh W 3HAUYUTEIHHOE
3aMeJICHHE MMUHALMU [0 CPAaBHEHUIO CO 3710poBbIMHU JroabMHU (T12 Guconposiona cocTaBiaseT
ot 8,3 10 21,7 wacoB). Knmuanuecku 3HaYMMBbIe pa3iinyus (papMaKOKHHETHKH MEXITy MallHeHTaMH
C HOPM&JIbHOM W HapylleHHOW (YyHKIMEH IeYeHW He BbIABIEHBL. B cioydyae BblpakeHHOU
MEYEHOYHON HEJOCTATOYHOCTH KYMYJISLIMS MOKET MPOUCXOIUTh U J103a Mpenapara He JTOJKHA
npeBbIaTh 10 Mr B CyTKH.

XCH

VY mammentoB ¢ XCH Il pynkmmonansroro kinacca no kinaccudpuxaruu NYHA Ob111 oTMEdeHbI
OoJiee BBICOKOE COJIEp)KaHNe OMCOMPOIIoa B TIa3Me KPOBU U YBEIMUEHHBIN T1/2 IO CpaBHEHHUIO
CO 3/I0pOBBIMHU JOOpOBOJIBIIAMHU. Cmax OMICOTIpOIIONA B IJIa3Me KPOBU B PABHOBECHOM COCTOSTHHH
cocraBisier 64 + 21 ur/mn npu cyrounor noze 10 mr; Ty cocraBmser 17 + 5 gacos.
dapmakoknHeTHKa Ouconposiona y nanueHTos ¢ XCH u conyTeTByIonmm HapyIeHneM QpyHKIUN
MEYEHU WM MOYEK HE U3yvanach.

Tooscunoti 6ospacm

vy MNAalUCHTOB IIOXUIIOIO0 BO3paCTa OTMCYACTCSA HC3HAYUTCIBHOC YBCIWMYCHHUC HCKOTOPBIX
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.01.2024 N= 635

dapmakokuHeTnueckux mokaszareneit (Tiz, AUC, |'||‘ qaﬁ%rr&bngﬁyt%u%aﬁe&ﬁb Cc

MOJIOABIMU MMAaIUCHTAMHU, MPCAIIOJOXUTCIIBHO B CBA3UM C BO3PACTHBIM CHHIXCHUCM IMOYCYHOI'O
KJIMpCHCA. OI[HaKO 9T pa3jiniyusad HC MABJAIOTCA KIIMHUYCCKU 3HAYMMbBIMU HW HE Tpe6y10T

KOPPEKIHMHU JJ03bl OHCOMpPOIIoa.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BcioMoraTeJibHbIX BellleCTB
Kanbrus runpodocdart, 6e3B0aHBIN
Kpaxman KyKypy3HbIil, MEJIKMI IIOPOLIOK
KpeMmuust tuokcua KOJouIHbIH, 0€3BOTHBIIM
[enmros103a MUKPOKpPUCTATUTMYECKAS
KpocnoBumon

Marnus creapar

CocTtaB 000JI0YKHU:

I'unpomeniosa 2910/15

Makxkporoi 400

Jumerukon 100

Turana quokcun (E 171)

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpoxk roqHocTH (CPOK XpaHeHHs!)

3roxa.

6.4. Ocobble MepbI MPEA0CTOPOKHOCTH NMPH XPaAHEHU U
XpaHuTh pu TeMmepatype He Boimie 25 °C.

6.5. XapakTep u coepkaHue NePBUYHON YIIaKOBKH

IIpu npousBoacTBe npemapara Ha Mepk Xenckea KI'aA, ['epmanus:

ITo 10 Tabnerox B 6muctep u3 amomuHueBoi ¢oseru u [1BX; 3 Gnuctepa BMecTe ¢ MHCTPYKIHEH
M0 MTPUMEHEHHIO MTOMEIIAIOT B KAPTOHHYIO TAUuKYy.

[To 14 tabnerox B 6muctep u3 amomuHueBoi ponbru u [1BX; 1 6nucrep BMecTe ¢ HHCTPYKIUEH
M0 MPUMEHEHMIO MTOMEIIAIOT B KAPTOHHYIO MauKYy.

ITo 25 Tabneroxk B 6muctep u3 amomuHueBoi ¢oseru u [1BX; 2 Gnuctepa BMecTe ¢ MHCTPYKIMEH
M0 MTPUMEHEHHIO MTOMEIIAIOT B KAPTOHHYIO TAUuKYy.

ITo 30 Tabnerok B OmucTep u3 amomunueBor Gonsru u [I1BX; 1, 2 unm 3 6mmcrepa BMecTe ¢
MHCTPYKIHMEH M0 MPUMEHEHHUIO TIOMEINAIOT B KAPTOHHYIO MAYKYy.

IIpu npounsBoacTBe npemapara Ha poccuiickoM npeaapuaruu OO0 «HaHomexy:
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.01.2024 N= 635

ITo 25 taGneTok B OycTep M3 ATFOMUHUEBON (OVIBIH 1 HEQTZ-@T;IQ%D“J %%%%Le%ﬁv}(ﬁheﬁ

0 PUMEHEHHUIO TOMEIIAIOT B KAPTOHHYIO MAUKYy.
ITo 30 Tabnerok B Guuctep u3 amomunueBor ¢onsru u [IBX; 1, 2 wnu 3 6muctepa BMecTe C
MHCTPYKLHUEH 10 IPUMEHEHUIO ITOMENIAIOT B KAPTOHHYIO NIa4KYy.

IIpu ynakoBke nmpenaparta Ha poccuiickoM npeanpusatud OO0 «HaHomaeky:

ITo 30 tabnetok B Ommcrep u3 amomMuHueBoil Qonbru u [IBX; 1 nnm 2 6maucrepa BMecTe C

MHCTPYKLHUEH 10 IPUMEHEHUIO ITOMENIAIOT B KAPTOHHYIO IIa4KYy.

6.6. Oco0ble Mepbl NPEJOCTOPOKHOCTH TPH YHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTXOI0B, MOJYYEeHHBIX TI0OcCJe TNpPUMeHeHHus
JIEKAPCTBEHHOI0 MpenapaTa v Apyrue MaHUNYJISIHH C NPenapaTom

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA
Poccuiickas ®enepanus

000 «Mepk»

115054, r. Mockaa, yi. Banosas, 1. 35

7.1. IlpeacraBuTeib AepKaTelisi periCTPALHOHHOIO YA0CTOBEPEeHUs

IIperens3un noTpeOUTEIEH HATPABIITE I10 JIPECY:

Poccuiickas @enepanus

000 «Mepx»

115054, r. Mockga, yi1. Banosas, 1. 35
Ten.: +7 495 937 33 04

daxkc: +7 495 937 33 05

E-mail: safety@merck.ru

Pecrry6nuka benapych

[MpencraBuTeNbCTBO — akIMOHEpHOTO  oOmectBa «Acino Pharma AG»  (LlIseiinapckas
Kondenepanust) B Pecniy6uke benapych

np-T [To6enureneii, 106-34, 220062, r. Munck, Pecniy6nuka benapychb

ten. + 375 (17) 319-91-41; + 375 (29) 700-65-90, dakc + 375 (17) 319-91-40

e-mail: Safety BY @acino.swiss

17


mailto:safety@merck.ru

COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.01.2024 N= 635
(NOCNEOCBATENBHOCTE 0013)

Pecny6nuka Kazaxcran

TOO «Auuno Kasy»
Kazaxcran, ropon Anmarsl, bocranasikckuii paiion, Ilpocniekr Hypeynran Hazap6aes, nom 223,
H.1. 243, mourtoBsiii ungexc 050047

Howmep tenedona: +7 727 364 56 61
Anpec 3nekTponHoit moutsl: PV-KAZ@acino.swiss

Pecry6nuka Apmenus

ITpencraButenbcTBO «Acino Pharma AGy (Illseiinapckas Kondenepanus) B Pecriyonuke
Apmenus

yi. Anonn 6/1, 54, 0014, r. Epesan, Pecniy6nuka Apmenus

ten. + 37460 67 01 70

e-mail: PV_AM@acino.swiss

Pecny6nmka Keipreiscran:

TOO «Auuno Kasz»

Kazaxcran, ropon Anmarsl, bocranasikckuii paiion, [lpocniekr Hypeynran Hazap6aes, nom 223,
H.1. 243, mourtoBsiii ungexc 050047

Howmep tenedona: +7 727 364 56 61

Anpec snekrponnoit moutsl: PV-KAZ@acino.swiss

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHUSA

9. JATA TEPBUYHOIN PETMCTPAIIMM (IIOJTBEPKIEHUSA
PETACTPAIIUM, IEPEPETACTPAIIAN)

JlaTa nmepBo# perucrpanuu:

10. JATA TIEPECMOTPA TEKCTA

OOmiast  xapakTepucTHka JiekapcTBeHHoro nmnpemnapatra Konkop Kop nmocrtymHa Ha
nH(GOPMAIIMOHHOM TiopTajie EBpa3uiickoro 5KOHOMHUYECKOTO Ccow3a B HH(POPMAlMOHHO-

KOMMYHUKaIIMOHHO# cetn «HTepHe» https://eec.eaeunion.org/.
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