COOTBETCTBYET

SKCMEPTHOMY OTUETY

oT 22 112023 M= 2

OBILASI XAPAKTEPUCTUKA JEKAPCTBEHHOTOTIPEHAPATA/

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Konkop, 5 Mr, Ta0ieTKH, MOKPHITHIC IICHOYHONH 000JIOUKOH.

Konkop, 10 mr, TabieTKu, MOKPHITHIC TUICHOYHOW 000I0YKOM.

2. KAMECTBEHHBIN 1 KOJTMYECTBEHHBIN COCTAB

JlelicTByto11ee BEeCTBO: OMCOITPOJIOI.

Konkop, 5 mr, Ta0JIeTKH, HOKPBITHIE IVICHOYHOM 000JIOUKON

Kaxxgas Tabnerka, moKpbITast 000JI0YKOM, COEPKUT S MT Orcorposona (B Buae Gymapara).

Konkop, 10 Mr, TabJIETKHU, IOKPHITHIE ILIEHOYHOH 00010YKON

Kaxxgas tabnerka, mokpbITas 0607104K0il, conepxxut 10 mr 6ucomnponona (B Buae pymapara).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIE MJICHOYHOW 000JIOUKOIA.

Konkop, 5 mr, TabJIeTKH, TOKPBITHIE IJIEHOYHOU 000JI0YKOM

CBeTno-Xentele, CEpALEBUIHbIC, JBOSKOBBINYKIIbIE  TaOJNETKH,
000JI04KOM, C pUCKON Ha 00ENX CTOPOHAX.
TabeTky MOKHO pa3/IeuTh Ha PaBHBIE J03BI.

Konkop, 10 mr, TabJIeTKH, ITOKPBITHIE IJIEHOYHOU 000JI0YKOM

CBeTJ10-0paHKeBble, CEpIICBUAHBIC, JIBOSKOBBITYKIbIE TaOJIETKH,
000JI04KOM, C pUCKON Ha 00ENX CTOPOHAX.

TabieTKy MOXKHO pa3/IelNTh Ha paBHbBIC JT03bI.

4, KIMHNUYECKHUE JIAHHBIE

4.1. Iloka3aHus K NPUMEHEHHUIO

[Tpenapatr Konkop npuMeHsIETCS y B3pOCIBIX MO MTOKA3aHUSIM:

e apTepuanbHas THIIEPTEH3US;

e wumemudeckas 6one3ns cepana (MbC): ctabuibHas cTeHOKapaus;

e XpoHHYeckas cepiaeyHas HegoctaTouHocTh (XCH).

4.2. Pe:kuM 103MPOBAHMSA H CTIOCOO MPUMEHEHHs

PexxuM 03upoBaHus

IIOKPBITHIC IJICHOYHOM

IMOKPBITHIC IUICHOYHOM
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Bspocnvie

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

Tabnetkn npenapara KoHkop ciieqyer nmpuHUMaTh OAMH pa3 B CYTKH YTPOM C HEOOJIBIIUM
KOJIMYECTBOM JKMJIKOCTH, HE3aBUCMMO OT BpEMEHHM IpueMa Muiy. TalleTku He Clexyer
pa3KeBbIBATh UJIM PACTUPATH B MOPOIIIOK.

Apmepuajsza;l cunepmeH3usd u cmabuIbHas CmeHOKClpaM}l

Bo Bcex ciydasix pexxuM npremMa 1 103y Ho0MpaeT Bpad Ka)kJ oMYy IMallUEHTY HHIUBUAYAIbHO, B
YaCTHOCTH, YUUThIBas 4acToTy cepiaeunblx cokpamenuit (HCC) u cocrosiHue nanueHTa.

OO0bI4HO HayanpHast 103a cocTabisieT S Mr npenapaTta Konkop 1 pa3 B cytku. Ilpu Heo6xonumoctu
JI03Y MOKHO yBennuuTh 10 10 Mr 1 pa3 B cyTkw.

[Ipyu neyeHun apTepuanbHOM TUNEPTEH3UM U CTAOWIBHOM CTEHOKapIMU MaKCHUMAaJIbHO
pexkomeH10BaHHas 103a cocrasisieT 20 mr npenapaTta Koukop 1 pa3s B neHb.

XCH

CranpaprtHas cxema JeueHus XCH BKJIIOUAET IPUMEHEHNE MHTHUOUTOPOB
aHruoTeH3uHnpespauiatomiero pepmenra (AIID) unm aHTaroHUCTOB PELIEITOPOB AHTMOTEH3UHA
IT (B ciiyuae HerepeHocuMocTH MHTHONUTOpPOB AIID), Gera-aapeH0OI0KaTOPOB, AUYPETHKOB U,
(baxkyabTaTUBHO, cepAeyHbIX Iuko3uaoB. Hauano neyenns XCH npenaparom Konkop tpedyer
00513aTeJIbHOTO MPOBEACHUS CIEeUUaIbHOW (ha3bl TUTPOBAHUS M PETYJSIPHOTO BpayeOHOro
koHTposs. [lpeaBapuTenbHBIM —ycloBHEM Jisi JjiedyeHus npenapatoM KoHkop sBisiercs
crabunpHas XCH 6e3 npu3HakoB 000CTpeHHUs.

Jleuenue XCH mnpenaparom KoHkop HaumHaeTcsi B COOTBETCTBUU CO CIEAYIOLIEH cXeMoi
tutpoBanud. [Ipu 3ToM MoXeT moTpeOoBaThCS MHAMBHyaJIbHAS aalTalls B 3aBUCUMOCTU OT
TOT'0, HACKOJIBKO XOPOILIO NAMEHT NEPEHOCUT HA3HAYEHHYIO J103Y, T. €. 103y MOKHO yBEJIMUUBATh
TOJBKO B TOM CiIy4ae, €CIM HpeIblaylias go3a XOpowo MnepeHocunach. [l obecnieueHus
COOTBETCTBYIOILIETO Ipollecca TUTPOBAHMSI Ha HAYaJbHBIX 3Talax JICYEHUS PEKOMEH]yeTcs
IPUMEHSTh OHCOMPOJIONT B JIeKApCTBEHHOW Qopme: Tabnetku mo 2,5 mr. Pexomennyemas
HayajgpHas J03a cocrasisgeT 1,25 Mr oauH pa3 B AeHb. B 3aBUCHMMOCTM OT MHAMBUAYaIbHON
MEePEHOCUMOCTHU J03Y CJEeIyeT MOCTENEeHHO NOBBIIATh 10 2,5 mr, 3,75 mr, 5 mr, 7,5 mr u 10 mr
1 pa3 B genb. Kaxxnoe nocnenyroriee yBeanueHue J03bl JOIKHO OCYIIECTBIISITHCS HE MEHEE YeM
yepes3 ABE HECIH.

Ecnu yBenuuenue 103b1 penapara mioxo NepeHOCUTCs MallueHTOM, BO3MOXKHO CHIDKEHUE J03bI.
MaxkcumanbHO pekoMeH1oBaHHas fo03a npu jgedyennn XCH cocrasnser 10 mr npenapata Konkop
1 pa3 B nieHb.

Bo BpeMst TUTpOBaHUS PEKOMEH]IyeTCs PETYJISPHBIM KOHTPOJb apTepuaibHoro nasieHus (AJl),
YCC u crenenun BoipaxkeHHOcTH cumnTomMoB XCH. Ycyry6nenune cumntomoB teuenus XCH

BO3MOJHO Yy7K€ C IICPBOr0o AHA NPUMCHCHUA IIpCIiaparta.
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Ecny nmanyeHT MioxXo MepeHOCHT MaKCHMAIbHD pekOMA OBy 03y Iipetdpara  cietyer

pPacCcMOTPETh BO3MOKHOCTh IIOCTEIIEHHOTO CHUYKEHHUS JO3bI.
Bo Bpemst (hazbl TUTpOBAHUS WU TIOCIIE HEE MOTYT BOSHUKHYTh BPEMEHHOE YXYALICHUE TCUCHUS
XCH, aprepualibHasi THUIIOTSH3UsI WM Opaaukapaus. B aToMm cirydae peKOMEHIyeTcs, MpexKIe
BCEr0, MPOBECTH KOPPEKLUIO /03 NpenaparoB COMYTCTBYIOLIEH Tepanuu. Takke MOKET
noTpedoBaThCs BpEMEHHOE CHIKEHUE /10351 npenapara KoHkop uin ero oTMeHa.

[Tocne crabunu3anuy COCTOSHUSI NALMEHTA CJIEAYET MPOBECTH MOBTOPHOE TUTPOBAHHUE J103bI,
100 MPOAOIHKUTH JICUECHHUE.

[IpogomKUTEIBHOCTE JICUSHHS IIPH BCEX MOKAa3aHUAX K NpUMeHEHMI0 nTpenapaTta KoHkop

Jleuenue npenaparom KoHKop 00BIUHO SIBISIETCS JOITOBPEMEHHOMN Tepanueil.

Oco0Bble TPYIIIGI MAIMEHTOB

Hapywenue ¢ynxyuu novex unu neuenu

e [lpu HapymeHnn QyHKIUHN MEYEHU WIHM TOYEK JIETKON MIIM YMEPEHHOW CTENEHH OOBIYHO HE
TpeOyeTcsi KOpPEeKTUPOBATH J103Y.

e Ilpu BelpakeHHBIX HapylleHUusX ¢GyHkIMH noyek (kaupeHc kpeatuHuHa (KK) menee
20 MJI/MUH) ¥ y TIAIIUEHTOB C TSHKEIBIMU 3a00JIEBAaHUSIMH TIE€YCHH MaKCUMaJIbHasi CyTOYHas
no3a cocrasisger 10 Mr. YBenudeHue 103bl y TaKMX NAUEHTOB JOJDKHO OCYILECTBIATHCS C
0Cc000i1 0OCTOPOIKHOCTBIO.

Loorcunvie nayuenmol

Koppekuuu 10361 He TpedyeTcs.

ety

Tak Kak HET 0CTaTOYHOI0 KOJIMYECTBA JAHHBIX 10 NIPUMEHEHHUIO npenapaTta KoHkop y nereii, He

PEKOMEHIyeTCs Ha3HauaTh Ipenapar JeTsam 10 18 ner.

K HacrosiieMy BpeMeHHM HEJOCTaTOUHO JIaHHBIX OTHOCUTENBHO MpUMeHEeHUs npenapara Konkop

y nanueHToB ¢ XCH B couetanuu ¢ caxapHbiM quaderoMm | Tuna, BeIpaXkKeHHBIMU HapyLICHUSIMU

(GYHKIMU TOYEK W/MIM NEeYeHH, PeCTPUKTUBHON KapAMOMHONATHEH, BPOXKIEHHBIMU MOPOKAMU

cep/la Wi NOPOKOM KJIallaHa CepALa ¢ BEIPAXXEHHBIMUA F€MOJMHAMUYECKUMU HApYLICHUSIMH.

Taxxe 10 cux Mop He ObLIO MOJYYEHO JOCTAaTOUHBIX JAHHBIX OTHOCUTENIBbHO nanueHToB ¢ XCH ¢

nH(}apKTOM MHUOKap/a B TEUEHHE MOCTIEAHUX 3 MECSIEB.

Cooco0 npuMeHeHHUs

BnyTps.

4.3. [IpoTUBONOKA3AHUS

® TUIEPYYBCTBUTEIBLHOCTh K OMCOIMPOIIONY W/WIM K JIIOOOMY M3 BCIIOMOTAaTENbHBIX BEIIECTB,

MEePEUYNCIICHHBIX B pazzaene 6.1;
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ocTpas ceplieyHas HeaocraroyHocth, XCH B l&%ME%&%MEéEE (aC Tf'pgés)}%'{uaﬂ

MIPOBE/ICHUS] HHOTPOITHOW TepaIui;

KapJAUOT€HHBIN LIOK;

arpuoBenTpukyispHas (AV) oiokana Il u Il crenienun, 6e3 AEKTPOKAPIUOCTUMYJISTOPA;
CHHJIPOM CJ1a00CTH CHUHYCOBOTO y371a;

CHHOATpHaJIbHas 0JI0Ka/a;

BeIpakeHHas Opagukapaus (UYCC menee 60 ya/mMuH) 10 Havaaa Tepanuy;

BbIpa)XEHHAs apTepuaibHas runotensus (cucronnueckoe AJl menee 100 mm pr. cT.);
TsDKeTIbIe (POPMBI OPOHXHATBHOW aCTMBI;

BBIpa)KEHHBIE HApYIIEHUS epru(epUIecKOro apTepraIbHOro KpOBOOOPAICHHS HITH CHHIPOM
Peiino;

(heoxpomorToMa (6€3 OTHOBPEMEHHOTO MPUMEHEHHSI aTb(a-aIpeH00I0KaTOPOB);

MeTa00JIMUECKMI ariao03.

4.4. OcoOble yka3aHusi U Mepbl MPeJI0CTOPOKHOCTH NPU NPUMEHEeHUH

C 0CTOPOKHOCTEIO

MIPOBEJICHUE JIECEHCUOMITM3UPYIOLIECH Tepanui;

creHokapaus [IpuHnmMerana;

THIIEPTHPEO3;

caxapHblii nuaber | Tuma W caxapHbli OMa0eT €O 3HAYUTEIBHBIMH  KOJEOAHHUSIMU
KOHIIEHTPAIIUHU TIIOKO3bI B KPOBH;

aTpUOBEHTPUKYJISIpHas Onokana | crenenu;

BhIpakeHHas nmovyeuHast HenoctatouHocTh (KK menee 20 mu/mun);

BBIpKCHHBIC HAPYIICHUS (YHKITUU TICUCHU;

ricopuas;

PECTPUKTHBHAS KapIUOMHOTIATHS;

BPOXJACHHBIC MIOPOKHN cepana WiIM  IIOPOK  KJjlallaHa cepaga € BBIPAXKCHHBIMHA

reMOJMHAMUYECKUMH HapyLIEHUSIMU;
XCH ¢ uH}papKTOM MUOKap/a B TCUYCHHUE ITOCIICTHUX 3 MECSIICB;

HapylLIeHHUs] NepuQepruyeckoro apTepHalibHOTO KpOBOOOpAIleHUs! JIETKOM U yMEpEeHHOM
CTEIIEHH;

TsDKenble GOpMBI XpOHUYECKON 00cTpyKTHBHON 6051e3HU Jerkux (XOBJI);

HeTsKelble (POpMbI OPOHXHAIBHOM acTMBbI;

OpoHxocma3M (B aHaMHE3€);
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® AJUIEPTUYECKUE pPEeaKLUH (B aHaAMHE3E);

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

e OOHIMPHBIC XUPYPTUUCCKHE BMEIIATESIHLCTBA U 00IIIasi aHeCTE3Ms,
e cTporas Jauera;
e OEpPEeMEHHOCTD;

® JICPHUOA TIPYAHOI'O BCKAPMJIIMBAHUA.

Oco0ble yKa3zauus

Ilpexpawenue mepanuu u « CUHOPOM OMMEHbLY

He cnenyet pe3ko npepbIBaTh JeueHre OMCONPOIIOTIOM UM MEHSATh PEKOMEHJOBaHHYIO /103y 0e3

[IPEIBAPUTENBHON KOHCYJIbTAlMM C BPAyOM, TaK KaK 3TO MOXXET INPUBECTH K BPEMEHHOMY

YXYALIEHUIO JAESITEIbHOCTU CepILa.

Jleuenue He cieqyeT NpepbiBaTh BHE3amHO, ocoOeHHO y mnanueHtoB ¢ MBC (otmeuanoch

YTSDKEJIEHUE TPUCTYIOB CTEHOKApAWHW, pa3BUTHE HH(ApKTa MHOKapAa U BO3HUKHOBEHHE

KEIyA0YKOBBIX apuTMuil y mnauumeHTtoB ¢ MBC npu BHE3anmHOM MpeKpalleHuu MpuemMa

Ocra-aapenobiokaTopoB). Ecnu mpekparieHue jedeHuss HeOOXOAMMO, TO 03y OHMCOmpoIiona

ClleflyeT CHIKaThb IIOCTENEHHO. B ciydyae 3HAUMTENBHOIO YTSDKEICHHUS CTEHOKAPAUU WM

pasBUTHSL OCTPOrO KOPOHApPHOTO CHHApPOMA CJEeIyeT BpPEMEHHO BO300HOBUTh IpUEM

Oucorposona.

3abonesanus, npu KOMOPLIX HEOOXOOUMO C OCIOPOACHOCIBIO NPUMEHAMb NPEnapam

buconposnon cnexyer IpUMEHSTH ¢ OCTOPOKHOCTBIO B CIEAYIOLIUX CIIydasix:

e Tsoxenble popmbl XOBJI u HeTskenbie popmMbl OpOHXHATBHON aCTMBI,

e caxapHbIi aMabeT co 3HAUYUTEIbHBIMU KOJEOAHHWAMU KOHIIEHTPAllMM TJIOKO3bl B KpPOBHU:
OHMCONpPOJIOa MOXET MAacKMpOBAaTh CHUMIITOMBI THIOTVIMKEMHUU (BBIPaXKEHHOIO CHUKEHUS
KOHIIGHTPALMU TIIOKO3bl B KPOBH), TaKW€ KAaK TaXUKap/us, OIIyIIEHUE CepALeOMeHus Win
MOBBILIEHHAS! TOTIUBOCTB;

e cTporas IueTa;

® [IpOBEJICHUE JIECCHCUOUTN3UPYIOLIEH Teparuu;

® aTPUOBEHTPUKYJspHas O6yokana | crenenu;

e Bazocractuyeckas creHokapaus (creHokapausa IlpunHnmerana); HaOmOanuch clydau
KopoHapocmnasma. HecMoTpst Ha BBICOKYIO 0eTai1-CeleKTHMBHOCTb, MPUCTYIBI CTEHOKapJIUu
HeNb3s MOJHOCTHIO MCKIIOUUTH MPU MpUEeMe OMCOIpPOJIoia y MalUeHTOB CO CTEHOKAapAHel
[Tpunnmerana. Caemyer ¢ 0co00¥ OCTOPOKHOCTHIO TPUHUMATH TIPENapar;

e HapyleHHs Nepupepruveckoro apTepUaIbHOTO KPOBOOOPAIIEHUS JIETKOM M yMepeHHOU
CTeIeHH (B Hayaye Teparniy MOKeT BOSHUKHYTh YCUJIEHHE CUMIITOMOB);

e T1copuas (B T. 4. B aHAMHE3E).
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3abonesanus cepoeuno-cocyoucmon cucmemul

bera-agpeHo00KaTOpHI HE TOJDKHBI TPUMEHATHCS TIpH AekomneHcupoBanHo XCH 1o tex mop,
IIOKa COCTOSIHME MAallMeHTa He CTaOUIM3UPOBAIIOCh.

Ha HauvanbHbIX 3Tamax NPUMEHEHHs OHCOINpPOJOia MALMEHTHl HYKIAIOTCA B IHOCTOSHHOM
HaOJIIOACHUY.

Bera-anpenobnokaTopsl MOTYT BBI3bIBaTh Opamukapauio. [Ipu ypexennn YCC B mokoe MeHee
50-55 yn/mMuH cienyer yMEHbIIUTh 103y WIK IPEKpPaTuTh MpUeM OHCOMIpOoIIoa.

Kak u npyrue 6era-agpeHo010KaTopsl, OUCONPOIIOI MOXKET BbI3bIBATh Y UIMHEHHE nHTepBana PQ
Ha snekTpokapauorpamme (OKI'). CremyeT ¢ OCTOPOXKHOCTbIO MPUMEHSTH OUCOIPOJION Yy
MAIMEHTOB C aTPHOBEHTPUKYIISIPHOI O10Kan0#i | crenenu.

HecenextuBHble OeTa-aapeHO0IOKaTOPHl MOTYT yBEIUYMBATH YAaCTOTY M MPOAOIDKUTEIHHOCTD
AQHTMHO3HBIX IPHUCTYNOB Yy THAlMEHTOB C Ba30CHACTUYECKON CTEHOKapJaue (CTeHOoKapiauei
[lpunimerana)  BCIEACTBUE  ONOCPEAOBAaHHOM  anb(a-penentopaMd  Ba3OKOHCTPUKIUH
KOpoHapHOH aptepun. KapamocenekTuBHBIE OeTai-aJpeHOOIOKATOPHI (BKIIOYAs OMCOIPOIION)
IIPU Ba30CMAaCTUYECKON CTEHOKApUH CIEAYyEeT IPUMEHSATH C OCTOPOKHOCTHIO.

K HacrosimeMmy BpeMEHM HEIOCTaTOYHO JAaHHBIX OTHOCUTENIbHO NPUMEHEHUs Oucorposona y
narenToB ¢ XCH B coueranuu ¢ caxapHeiM auabeToMm | Tumna, BEIpa)KCHHBIMH HapyIICHUSMH
(GYHKLIMU MOYEK W/MIM NEeYeHH, PeCTPUKTUBHON KapAMOMHONATHEN, BPOXKIEHHBIMU MOPOKAMHU
cepla WM MOPOKOM KJallaHa Cep/lia C BBIPAXEHHBIMU I€MOJMHAMUYECKUMHU HAPYIIECHUSIMHU.
Taxxe 10 cux Mop He OBLIO MOJIYYEHO T0CTAaTOUYHBIX JaHHBIX OTHOCUTEIbHO nanueHToB ¢ XCH ¢
MH(}apKTOM MHUOKap/a B TEUEHHE NOCIEAHUX 3 MECSILEB.

Hvixamenvuas cucmema

HecMmotpst Ha TO, 4TO cenekTUBHbIE OeTai-aApeHOOIOKATOPbl B MEHBIIECH CTENeHW BIUSIOT Ha
(GYHKIUIO JIbIXaTEJIbHOM CHCTEMBI, UeM HECEJIEKTUBHbIE OeTa-aJpeHOOI0KATOPHI, MAlUEHTaM C
XOBJI u HersxenbiMu hopMaMy OPOHXHAIBHOM aCTMBI OUCOIIPOJION CeIyeT Ha3HAa4YaTh ¢ 0C000H
OCTOPOXXHOCTBIO U TOJBKO B TOM CiIydae, €CJIM BO3MOXHBIE IIPEUMYIIECTBA €r0 INPUMEHEHHUS
IPEBBIIAIOT MOTEHIHMAIbHBIA puck. I[Ipum OponxuanmbHOM actme wuiaum XOBJI mokasano
OJIHOBPEMEHHOE NMPUMEHEHUE OpPOHXOAMIATUPYIOUINX CPEACTB. Y MAllMEHTOB C OpOHXHAIbHOU
acTMOM BO3MOKHO TIOBBIIIEHHWE PE3UCTEHTHOCTU MAbIXaTeIbHBIX IyTei, 4To Tpedyer Oosee
BBICOKOM 7103bI O€Taz-aIpeHOMHUMETHKOB.

VYV nmanuentoB ¢ XOBJI 6uconposnon, HazHaYaeMblii B KOMIJIEKCHOW TE€panuu C IENbI0 JICUCHHS
CEpJCYHON HEOCTATOYHOCTH, CIEAYET HAUMHATH C HAMMEHBIIEW BO3MOXHOMN JI03Bl, a MAIUEHTOB
TIIATEJIbHO  HAOMIOAAaTh HAa  TOSBICHME HOBBIX CHMOTOMOB  (Hampumep, OJBIIIKH,
HEMEePEHOCUMOCTH (PU3NYECKUX HATPY30K, KaIIIs).

06u4uprle xupypauuecKkue emeutamenvcmed u 051/1/;612 aHecmesu
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[Ipu HEOOXOAMMOCTH TPOBEACHUS XUPYPIHUYCCKUX éﬂém?a?é%é% EEQE?&F 'ngh;}fiﬂeﬁnn,

Bpaua-aHecTe3uojora O TOM, YTO NAalMEHT NpPUHUMaeT OeTa-aJpeHo0IOKaTOpbl (pUCK
JICKapCTBEHHBIX B3aMMOJCHCTBHI C pPAa3BUTHEM TSDKEJIBIX OpaguapuTMHA, yMEHBIICHUS
pedIIeKTOpHON TaXWKApAWM W apTEepHaTbHOW THIOTeH3uH). Pekomenmyercs 0e3 sBHOI
HEOOXOJUMOCTH HE MpeKpalaTh MpHeM OHCOIposoia B NEpUONEpPallMOHHOM mepuone (T. K.
Osiokaza Oera-aJpeHOPEIENTOPOB CHUKACT PUCK BOSHUKHOBEHUS ApUTMHI U UIIEMUH MHOKapa
BO BpEMs BBOJHOT'O HapK03a U UHTYOAllUU Tpaxeu).

B cnyyae HeoOXOAMMOCTHM TpephIBaHUS JICUCHUS OHCOIPOJIONOM TMepes] MPOBEACHHUEM
XUPYPru4ecKoro BMEIIAaTeIbCTBA, Mpenapar cleAyeT OTMEHUTh He MeHee ueM 3a 48 yacoB 10
olepalyu.

Deoxpomoyumoma

VY mnanueHToB ¢ (PeoXpoMOLUTOMON OHCOMPONION MOXKET ObITh Ha3HAYeH TOJILKO Ha (oHe
MPUMEHEHHUS aib(a-aIpeHOO0I0KaTOPOB.

Tupeomokcuxo3

[Tpu runepdyHKIMKM MIMTOBUAHOW >KeNe3bl OeTa-aipeHOOJIOKaTOphl (BKJIIOYAs OHCOIPOIION)
MOTYT MAaCKHUpPOBaTh TaXWKapJUI0 U yMEHbIIATh BBIPAXKEHHOCTb CUMIITOMOB THPEOTOKCHKO3a.
Pe3kas oTMeHa mpemnapara MOKET BbI3BaTh 00OCTpPEHHE CHMIITOMOB 3a00JIEBaHUSI U Pa3BUTHE
TUPEOTOKCUYECKOTO KpU3a.

Peaxyuu eunepuyecmeumenvnocmu

bera-anpeHoOnokaTopbl, BKJIOYas OMCONPOJION, MOTYT MOBBICUTH UYBCTBUTEJIBHOCTH K
ajyiepreHaM M TSDKECTh aHa(pUIAKTUYECKUX PeaKIUil/peakiyil THIepuYyBCTBUTEIBHOCTH H3-3a
ocnabneHus aJpEeHEePru4ecKoin KOMIIEHCATOPHOU perysuuu oz, JIEICTBHEM
6era-agpeHoOnokaTopoB. IIpuMeHeHHe OOBIYHBIX  TEPaNEBTHUUECKUX 103 dSNUHEPpUHA
(anpenanuHa) Ha (oHE mpuema OeTa-apeHOOIOKATOPOB HE BCET/la MPUBOIUT K JAOCTHIKEHHIO
xKeymaeMoro KiauHudeckoro s¢¢ekra. Heodxoaumo cobiogaTh 0OCTOPOKHOCTh PU Ha3HAYEHUU
Oucomposoaa NaleHTaM C TSKEJIBIMH PEaKIHUsIMH TUIEPUyBCTBUTEIILHOCTH B aHaAMHE3€ WU
IPOXOJALINM KypcC A€CEHCHOMIN3alnu.

lcopuas

[Ipu pemeHuu Bompoca O MPUMEHEHUH OHMCOMpOJIoia y MALMEHTOB C ICOPHA30M CIEIyeT
THIATEILHO COOTHECTHU MPEANOoaraeMylo MoJib3y OT IPUMEHEHHS Mpernapara i BO3MOXKHBINA PUCK
000CTpeHHUs TeUEHHs IIcopHasa.

Konmaxmmnuie nunsvi

[TarueHTHI, MOJIB3YIOIIUECS KOHTAaKTHBIMM JIMH3aMM, JIOJDKHBI YYHUTHIBaTh, 4YTO Ha (QoOHE

MpUMEHEeHHUs 0eTa-aApeH00IOKaTOPOB BO3ZMOKHO CHIDKEHHE MPOTYKIIMH CIIE3HOM JKUIKOCTH.
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4.5. B3aumopeiicTBie ¢ JPYTHMH JIeKapcl BeHHBLIMHE - npenaparan |G Apyrie. BHIbI

B3aUMOIeHCTBHSA
HepexoMeHayeMbIe KOMOHMHALIMU

Jleuenue XCH

AHTHapuTMHUYeCKuEe cpenctBa | kimacca (Hampumep, XUHHAWH, TU30MUPAMU, JIHIOKAWH,
dbenutoun; guiekanHu, TpornadeHoH) MpyU OJHOBPEMEHHOM IPUMEHEHUHN ¢ OMCOITPOJIOTIOM MOTYT
CHU)KATb aTPUOBEHTPUKYJISIPHYIO IPOBOJUMOCTD U COKPATUTENBHYIO CIIOCOOHOCTh CEpALIa.

Bce noxaszanus k npumenenuto npenapama Konkop

brokaropsl «memeHHBIX» KanblueBbiX kaHaioB (BMKK) Ttuna Bepanamuna u, B MeEHbIIEH
CTEMeHH, NUITHA3eMa, TIPU OJHOBPEMEHHOM MPUMEHEHUH ¢ OHUCOMPOIOIOM MOTYT HPUBOIUTH K
CHI)KCHHUIO COKPATUTEIbHOW CIIOCOOHOCTH MHOKapAa W HapyIIEHUIO aTPUOBEHTPHUKYJISAPHOU
IPOBOAMMOCTH. B yacTHOCTH, BHYyTpMBEHHOE BBE/ICHUE BEpariaMuia NalueHTaM, IPUHUMAIOLIUM
Oera-agpeHo0I0KaTOPBl, MOXKET TPHUBECTH K BBIPAKCHHOW apTEpHaIbHON THIIOTCH3UHA |
aTPUOBEHTPUKYJIISIPHOM OJ0Kae.

['unoTeH3uBHbIE CpeACTBA LEHTPAJIbHOTO JEWCTBUS (TakUe Kak KIOHUAMH, METWIIO0Ia,
MOKCOHMJIUH, PUJIMEHHAMH) MOryT npuBecTd K ypexxkeHuto UCC M CHHKEHUIO CeplIeYHOro
BbIOpOCa, a TakXKe K Ba30JWiIaTallid BCIEICTBUE CHUKEHHS LIEHTPAIBHOTO CHMIATHYECKOTO
ToHyca. Pe3kast oTMeHa, 0COOEHHO 1O OTMEHbI OeTa-aJIpeH00I0KATOPOB MOXKET YBEIUYUTh PUCK
Pa3BUTHUS «PUKOIIETHON» apTEPUATBHON TMIIEPTEH3HH.

OUHTOIMMO/ MOXKET YCHIIMTh OTPHUIIATENIbHBIA XPOHOTPONHBIHN 3¢hdekT Gera-aipeHo0I0KaTopoB
U TPUBECTU K BBIpaXEHHOM Opaaukapauu. OJHOBpEMEHHOE NpUMEHEHHE (UHTOoIMMOoJa U
METOIpoJIojia HE peKoMeHAayeTcs. B ciydyae HEoOXOIMMOCTH OAHOBPEMEHHOI'O MPUMEHEHUS
¢unronmumona u mnpenapara KoHkop TpeOyeTcs TuiaTelabHOE HAONIOJIEHHE 3a COCTOSHHEM
nanueHTa. PexkoMenayeTcs HauMHaTh KOMOMHMPOBAHHYIO TEPAlMIO B YCIOBHUSX CTAallMOHApa U
OCYIIECTBJISITh COOTBETCTBYIOIIMM MOHUTOPHUHI (TOKa3aH muTenbHbll KoHTposib YCC, mo
MEHBIIeH Mepe, J0 yTpa CIEIyIoUIero JAHS TMOcjie IEepBOr0 OJHOBPEMEHHOIO IpHeMa
¢buHronmmMona u npemnapara Konkop).

KomMmbOunanmu, Tpedyromme 0co0oi 0CTOPOKHOCTH

Jleuenue apmepuanvHou 2unepmen3ul U CmeHoKapouu

AHTHapuTMHUYeCKue cpeinctBa | kimacca (Hampumep, XUHHAWH, TU30MUPaMU, JIHIOKauWH,
benuronH; GprekauHu, npornadeHoH) Npu OAHOBPEMEHHOM IPUMEHEHUHU ¢ OMCOMPOIIOJIOM MOTYT
CHIDKATh aTPUOBEHTPHUKYJISIPHYIO IPOBOAUMOCTD M COKPATUTEIbHYIO CIIOCOOHOCTh MUOKap/Ia.
Bce nokasanus k npumenenuro npenapama Komnxop

BMKK npouzBoaHble TUTHAPONUPUANHA (HapuMep, HUPEeIUNnH, peoauIrH, aMJIOAUIINH) TPH

OJTHOBPEMEHHOM NPUMEHEHHH C OMCONpOJIOJIOM MOTYT YBEIMYMBATH PUCK Pa3BUTHS
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YXYyIUICHUsI COKPATUTENbHOM (pyHKINH cepana.

Antuapurmuueckue cpenactsa Il kinacca (Hanpumep, aMuogapoH) MOTYT YCHUIIMBATh HAPYIICHUE
ATPHOBEHTPUKYJIIPHOUITPOBOJMOCTH.

JeiicTBue GeTa-aapeHo0I0KaTOPOB AJIsi MECTHOT'O MIPUMEHEHHUS (HAaIpUMeEp, TIa3HbIX Karleib JJIs
JICYCHUS TJIAYKOMBI) MOXET YCHUJIUBaTh cUCTeMHbIe 3 dexTh Oucomposona (cHmxeHue AJl,
ypexkenne UCC).

[TapacuMIIaTOMUMETHKH TIPU OJJHOBPEMEHHOM NMPUMEHEHUH ¢ OHCOIPOJIOIIOM MOTYT YCHIUBATh
HapylLICHUE aTPUOBEHTPUKYJISIPHOM MPOBOJUMOCTH U YBEJIMYUBATh PUCK Pa3BUTHS OpauKapIuu.
['unornukeMuyeckoe eHCTBUE MHCYJIMHA WIN THIIOTTIMKEMUYECKUX CPEACTB JIJIS MpueMa BHYTPh
MOXET YCWINWBaThCs. [IpU3HAKM THIOTIMKEMHH — B YaCTHOCTH TaXUKapausi — MOTYT
MacKHpOBAaTbCsS WM TOAABIATHCS. [lomoOHBIE B3aMMOACWCTBUS 0OJ€e BEPOATHBI IPH
NPUMEHEHUN HECEIEKTUBHBIX OeTa-aapeH00I0KaTOPOB.

CpenctBa Juis poBesieHUs: O0OIIei aHeCTe3U MOTYT YBEIMUYMBATH PUCK KapIuOICIIPECCUBHOTO
NEHCTBUS, MPUBOAA K apTepHanbHOM runoreHzuu (cMm. pazmen 4.4, moapazaen «OcoOble
ykazaHus»). CepaeuHble TIUKO3U/IbI IIPH OJJHOBPEMEHHOM MPHUMEHEHHH ¢ OMCOMPOJIOIOM MOTYT
NPUBOJNUTH K YBEJIWYCHUIO BPEMEHH IPOBEICHUS HWMITYJbCAa, U TAaKUM 00pa3oM, K Pa3BUTHIO
OpaauKapauu.

Hectepounnsie mpotuBoBocnanutenbubie npemnapatsl (HIIBIT) MoryT cHIkaTh TMIIOTEH3UBHBIN
s dexT ducomnponona.

OpHOBpeMeHHOE TpuMeHeHHe Tpenapata KoHkop ¢ Oera-aapeHOMHUMETHKaMu (HampuMmep,
U30MPEHATNH, JOOYyTaMHH) MOXET MPHUBOAUTh K CHIXKEHHUIO 3(deKkTa 000MX Mpernaparos.
Coueranue  Oucomposiona ¢ aApEHOMUMETHKAMH,  BIUSIOIIMMUH  Ha  Oeta- W
anb(a-aapeHoperenTopsl  (HampuMmep, HopanuHePpUH, dSNUHEPPUH) MOXKET YCUIIUBATH
BAa30KOHCTPUKTOPHBIE  3(PQEKThl  3TUX  CPEJHCTB, BO3HUKAIOIINX C  ydJacTHeM
anbda-anpeHopenenTopoB, npuBoAs k mnossimieHnto AJl. IlogoOuble B3anMonelcTBHs Oojee
BEPOSITHBI IPH IPUMEHEHUH HECENIEKTUBHBIX OeTa-aipeH00I0KaTOPOB.

AHTHUTUTICpPTCH3UBHBIE  CPEICTBA, TaKXKe Kak M JpyrHe CpeAcTBa C  BO3MOXKHBIM
AQHTUTUIIEPTCH3UBHBIM 3 dekToM  (HampuMep,  TPULIUKIMYECKHE  aHTHICIPECCAHTHI,
6apoutypatsl, PeHOTHA3UHBI) MOTYT YCHIIMBATh TUIOTEH3UBHBIN 3((ekT buconporona.
MeduioxuH npu OJHOBPEMEHHOM IPHUMEHEHHH C OHMCOMNPOJIONIOM MOKET YBEIMYUBATh PHUCK
pa3BUTHA OpaTuKapanu.

HNurubutopst MAO (3a uckmouenneM HHruoutTopos MAO B) MoryT ycunuBaTh TMIIOTEH3UBHBIH
addekr Oera-aapeHodbmokaTopoB. OTHOBpEMEHHOE NPUMEHEHHE TAaKXKE€ MOMKET MPUBECTH K

Pa3BUTHUIO THIIEPTOHUYECKOIO KpH3a.
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KoMOnnamuu KOTOPLIC CIACAYET IPUHUMATE BO BHI/IMaHI/i I

COOTBETCTEYET ZKCNEPTHOMY OTUYETY

Ankanoudwst cnopvinbu

HerumapupoBaHHbIE  QJKaJOWIbl  CIOPHIHBM  TOBBINIAIOT PUCK  Pa3BUTHS  HApPYyIICHHUH
nepuepuyeckoro KpoBOOOpaIleHUsl. DProTaMyH TIOBBIIIACT PUCK PA3BUTHS HApPyIICHHS
nepuepuIecKoro KpoBOOOpaIICHHS.

DapmaxokuHemuyeckue 63aumo0eticmaus

B ¢dapmakokMHETHYECKUX HCCIICIOBAHUSX HE BBISBICHBI B3aMMOICHCTBUS OHMCOMpOJIONA C
TUA3UJHBIMH JUYPETHKAMH, TaKUMH KaK THIPOXJOPOTHA3WJ W HUMETHIUH. bucomposnon He
okazeiBas d(pdexkra Ha  papMakoKMHETHKY TeowmimHa. Pudamnun  yBenumumBaeT
METa0OTMUECKUI KIMPEHC U yKOpaunuBaeT nepuol nmosryBbiBeaeHus (T12) Oucomnposona, oqHako
KOPPEKIIMH JI03bI Mperapara He Tpedyercs. bucomnposon He BiusieT Ha MPOTPOMOUHOBOE BpeMs Y

MAalMEeHTOB, OJIYYarOIIUX CTa0MIBbHYIO 103y BapdapuHa.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTH H JIAKTAIHA

bepemeHHOCTD

®dapmakosorudeckue 3PPeKThl OMCOMPOIoIa MOTYT OKa3aTh HEOIArONMPHUsATHOE BO3ACHCTBHE HA
Te4eHne OEPEeMEHHOCTH M OPTaHU3M ILJI0/1a/HOBOPOXKIEHHOTO0. B 11e510M, 6eTa-aipeHo0I0KaTophl
CHIDKAIOT KpPOBOTOK B IIJAalleHTE, YTO MOXET TNPUBOAUTH K 3aJepKKe pocTa IJIoja,
BHYTPUYTPOOHO!N rubenu miojia Uik NpexAeBPEMEHHBIM pojiaM. Y IJI0Ja U HOBOPOKIEHHOIO
MOTYT pa3BHUBAThCs HEXKEIATENbHbIC SBICHUS (HApUMep, THUITOTINKeMus U Opaaukapans). [Tpu
HEOOXOMMOCTH JIedeHUs OeTa-aJipeHOOJoKaTopaMu  NpPEANOoYTEeHUe CclelyeT  OT/IaBaTh
CeJIEKTUBHBIM OeTa1-aipeHo0I0KaTopam.

[Ipu OepemeHHOCTH OHUCOINPONON ClEAyeT MNPUMEHATh TOJNBKO B clyyae aOCOIIOTHOM
HEOOXOIMMOCTH, €ClIi OXKMJaeMasl Mojb3a Ui MaTepy MPEBbIIIAeT BO3MOXHBIH PUCK Pa3BUTHS
110004HbIX 3 (HEKTOB y MI0]a U/WIN HOBOPOKIEHHOTO.

Crnemyer OTCIEeXHBaTh KPOBOTOK B IUIAIICHTE W MaTKe, a TaKkKe HAOIIOAATh 32 POCTOM H
pasBuTHEeM Oynymiero pedeHka. B ciydae mosiBieHus: HeXenaTelbHBIX SBJICHHH B OTHOIIECHUH
OepeMEHHOCTH /WM IIJI0/]a PEKOMEHAYETCS IPUMEHSTh aJbTePHATUBHBIE METO/IbI TEPAITUH.
Crnemyer TmaTenbHO 00CIEI0BaTh HOBOPOXKIECHHOTO MOCIIE POJOB. B mepBbie TpH THS KU3HHU Y
HOBOPOXKJIEHHOTO MOTYT BO3HUKATh CHMITTOMBI OpaMKapAHH ¥ TUTIOTTHKEMHUH.

Jlakranms

[To maHHBIM JOKIMHUYECKUX MCCIIETOBAHHI OMCOMPOIIOIN W/MIIH €r0 METaOOIUTHI BBIIEISIOTCS B
MOJIOKO JIAaKTHPYIOIIUX KpbIC. JIaHHBIX O BBIAENECHHHM OHUCONMpPOJIOia B IPYJHOE MOJOKO HET.
[TosToMy mpuiem Owmcomposiola HE pPEKOMEHIYeTCs OJKCHIIMHAM B TIEPHOJ TPYAHOTO

BckapmiuBaHus. Eciau mpueMm Oucomposona B Mepuoja JaKTalMM HEOOXOAUM, TpPyAHOE
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BCKapMJIMBAHUC CICAYCT NNPCKPATUTD.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJATH TPAHCNOPTHBIMH CPeACTBAMU M PadoTaTh C
MeXaHU3MaMM

[Ipenmapar Konkop He BiIusSe€T Ha CIOCOOHOCTh YINPaBJIATh AaBTOTPAHCIOPTOM COTJIACHO
pesyabTaTam uccnegoanus y nanueHtoB ¢ UbC. Onnako BeiaeACTBUE HHIMBUIYATbHBIX peaKIi
CIIOCOOHOCTh ~ yMPaBISATh aABTOTPAHCIIOPTOM WM pabOTaTh € TEXHUYECKU CIOXKHBIMU
MeXaHU3MaMH MOXeT ObITh HapyuieHa. Ha 3To cienyer oOpaTuTh 0co60€ BHUMaHUE B Hayaie

JICYCHUS, ITOCJIE UBMCHCHUS 103bI, a TAKXKE IIPpU OJHOBPEMCHHOM ynOTpe6J'ICHI/II/I AJIKOI'OJIA.

4.8. HexenaresibHbIE peakKuu

Pe3roMe HexkenaTelIbHBIX peaKIIui

YactoTa n0OOYHBIX peakluii, IPUBEACHHBIX HUKE, OIPEEIIIIaCh COOTBETCTBEHHO CIIEAYIOIIEMY:
ouenv wacmo (> 1/10); uacmo (> 1/100, no < 1/10); neuacmo (> 1/1000, mo < 1/100); peoxo
(> 1/10 000, no < 1/1000); ouens peoxo (< 1/10 000); wacmoma neuzsecmua (He MOXKET OBITH
OlLIEHEHa HAa OCHOBE UMEIOIUXCS JAHHBIX).

Tcuxuueckue napywenus

Heuacmo: nenpeccusi, 06CCOHHMIIA;

Peoxo: ranionMHaum, HOYHbIE KOLIMAaph.

Hapywenus co cmopoHbl HepeHoti cucmembl

Yacmo: TOIOBOKPYKEHHUE, FOJIOBHAs 00JIb;

Peoko: noteps cozHanusl.

Hapywenus co cmoponvl opeana 3penus

Peoxo: ymeHblIeHNE cIe30TeYeHus (CIeayeT YUUThIBATh IPU HOIIEHUH KOHTAKTHBIX JIUH3);
Ouenb peoxko: KOHbIOHKTUBHT.

Hapywenus co cmoponwl opeana ciyxa u 1abupunma

Peoko: Hapymienus ciyxa.

Hapywenus co cmoponwi cepoya

Ouenwv uacmo: 6paauxapaus (y mauuentoB ¢ XCH);

Yacmo. ycyryonenune cumntoMoB TeueHus: XCH (y manuentos ¢ XCH);

Heuacmo: HapylieHue aTpHOBEHTPHUKYJISIPHOW MPOBOIUMOCTH, Opanukapaus (y MalueHTOB C
apTepuanbHOI TUIepTeH3uell Wi creHokapaueil), ycyryonenue cumntoMoB TeueHuss XCH (y
MAIMEHTOB C apTepPHAIbHON TUNepTEeH3UeN WM CTEHOKapIueil).

Hapywenus co cmoponbi cocy0os

Yacmo: OINYIICHUE IMMOXOJOAAHUA NI OHEMEHUA B KOHCYHOCTAX, BBIPAXKCHHOC CHUKCHHC AII,
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Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0P2aHo8 2pYOHO KIemKU U CPeOOCmeHUs]

Heuacmo: 6poHxocnasM y MallMeHTOB C OpOHXHUAIbHONW aCTMOMN MJIM OOCTPYKLHEH JbIXaTeIbHBIX

IIyTeH B aHAMHE3E;
Peoko: annepruyeckuii puHUT.
Kenyoouno-kuweunvie HapyueHus

Yacmo: TOLIHOTA, pBOTa, AUApEs, 3a1op.

Hapywenus co cmoponsi neueru u d#cenuesbl8o0sSuux nymel

Peoko: renatur.

HapymeHuﬂ CO CMOPOHBL KOJHCU U NOOKOJNCHbIX MKAHeU

Peoko: peakuuu runepuyBCTBUTCIIbBHOCTH, TAKNEC KaK KO>KHBIN 3YZA, ChblIlb, TUIICPEMUS KOKHBIX

IIOKPOBOB ¥ aHTMOHEBPOTUYECKUI OTEK;

Ouenb pedko: anonenus.

BeTa-a,[[peHO6J'IOKaTOpBI MOTYT CII0COOCTBOBATH O6OCTpeHI/IIO CUMIITOMOB TCUCHMA I1COPHUA3a UJIU

BbI3BIBATH HCOpI/Ia3OHOI[O6HYIO CBIIIb.

HapymeHuﬂ CO CMOpPOHbL MblweqHOﬁ, CKeNemHOU U COCOUHUMENbHOU MKAHU

Heuacmo: MblledHas c1abocTb, CyJJOPOI'H MBIIIII.

Hapywenus co cmoponvl penpo0yKmueHot cucmembl U MOJIOYHBIX Hcelle3

Peoxo: spexTunbHas qUCHyHKIUS.

Obwue napywienus u peakxyuu 6 mecme 66e0eHus

Yacmo: actenus (y nanueHToB ¢ XCH), noBbllieHHas yTOMISEMOCTh™;

Heuacmo: actenus (y NallMeHTOB ¢ apTepuaIbHON THIIEPTEH3UEH NN CTEHOKapAueH).

Jlabopamopnvle u uncmpymenmanvhvie OaHHble

Peoxo: nosblenne KOHOCHTPAIUW TPUTTIMHCPUAOB U AKTUBHOCTH «IICYCHOYHBIX» TPaHCAMHWHA3

B KpoBH (acnapraramuHotpaHcdepasa (ACT), ananunamunotpancdepasa (AJIT)).

* YV manueHToB C apTepUaTbHON THUNEPTEH3WEW WM CTEHOKapAueH OCOOEHHO YacTO JaHHBIE

CUMIITOMBI OABJIAAFOTCA B HAYAJIC KypCa JICUCHUS. OOBIYHO 3TH SBJICHUS HOCSAT JICTKUU XapaKkTep

" IPOXOJT, KaK IIpaBUJIO, B TCUCHUC 1-2 HCACIb ITOCJIC HavYajia JICUCHU .

COO6H.ICHI/IC 0 MOJ03PE€BACMBIX HEKEIATCIIbHBIX PCAKIIMAX

Baxno

COO6H.I3TI) 0 IOJO3PEBACMBIX HECKCIATCIBHBIX PCAKIUAX II0CJIC PErucTpanuun

JICKApPCTBCHHOTO IIpCIiapaTra C IEJIbIO obecnieucHUs HCIMIPEPBIBHOI'O MOHUTOPUHTA COOTHOLICHUA

«10Jb3a — PHUCK» JIEKAPCTBEHHOIrO IMpernapara. MeIuuuHCKUM paOOTHUKAM DPEKOMEHIYyeTcs

COO6H13TB 0 JII00BIX MoAO3pCBACMBIX HEXKEIATCIBbHBIX PEAKIUAX JICKAPCTBCHHOI'O IIpfriapara

4Cpe3 HATMOHAJILHBIC CUCTCMbI C006H_[CHI/I$I O HCXKCJIATCJIIbHBIX PCAKIUAX ITOCYyAapCTB — WICHOB
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EBpa3uiickoro 3k0HOMHYECKOIr0 COI03a.

Poccuiickas @enepanusa

®denepanbHas c1yk0a 1o Haa30py B cepe 3ApaBOOXpaHCHHS
109012, r. Mocksa, CraBsiHCKasl III0Iaab, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnyonnka benapych

MunucrepcerBo 3npaBooxpanenus Pecyonuku benapycs,

Pecnybnukanckoe YII «lleHTp skcriepTH3 ¥ UCIIBITAHUHN B 31PABOOXPAHEHUN
220037, r. Munck, ToBapurieckuii riep., 1. 2a

Tenedon: +375 (17) 242 00 29

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

Be6-caiit: www.rceth.by

PecnybOnuka Kazaxcran

PI'TI nHa IIXB «HanuoHanbHBIA LEHTP 3KCHEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEOULMHCKHUX
uznenuity Komurera MeauuumHCKOro u  (¢apManeBTHMYECKOro KOHTPOJs MUHHUCTEepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

010000, r. Acrana, p-H baiikonsip, yn. A. Imanosa, 13, BL] «Hypcayner 2»

Tenedon: +7 (7172) 235 135

E-mail: farm@dari.kz

Be6-caitT: www.ndda.kz

PecnyOinrika ApMeHus:

AO3T «HayuHbIi1 TIEHTp SKCHEPTU3HI JIEKAPCTB U METUIIMHCKUX TEXHOJIOTHI NMEHU aKaJIeMUKa
3. N'abpuensHa»

0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

[opstuast muaus: (+374 10) 20-05-05, (+374 96) 22-05-05

E-mail: naira@pharm.am; vigilance@pharm.am

Be06-caiiT: www.pharm.am
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Pecnry6imka KpIpreizcras: (MOCNEQOBATENBHOCTE 0013)

JlemapraMeHT JIEKapCTBEHHBIX CPEICTB M MEIUIMHCKUX U3Jeauid npu  MuHHUCTEpCTBE
3npaBooxpanenus Keipreickoit PecryOommku

720044, r. bumikex, yi. 3-s Jluaus, 25

Tenedon: +996 (312) 21-92-78

E-mail: dlomt@pharm.kg

Be0-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

CUMITOMBI

HauOonee wacTble cUMOTOMBI Iepefo3upoBKH: AV 0nokana, BelpakeHHas Opagukapaus,
Bblpa)keHHOe CcHmxkeHue AJl, OpoHxocmasMm, ocTpas cepAeyHas HEeAOCTaTOYHOCTh W
TUITOTJINKEMHUSL.

YyBCTBUTENBHOCTh K OJHOKPATHOMY IPHUEMY BBICOKOH JJ03bI OMCOIPOJIONA CHIIBHO BapbUpyeT
cpeau OTAEIbHBIX MAIMeHTOB M, BepoATHO, namueHtel ¢ XCH o6nanator BbICOKOH
qyBCTBUTEIILHOCTBIO.

Jleuenune

[Tpy BOBHUKHOBEHHH TTEPETO3UPOBKH, TIPEXK]IE BCETO, HEOOXOIUMO MPEKPATUTH TIPUEM IpernapaTa
¥ HayaTh MOJIACP>KUBAIOLIYI0 CUMIITOMATUYECKYIO TEPAIHIO.

[lpu BeIpakeHHOW OpaaWKapAWW: BHYTPHUBEHHOE BBeleHHE arponuHa. Ecmum sddexr
HEJ0CTAaTOYHBINA, C OCTOPOKHOCTBIO MOXHO BBECTH CPEACTBO, 00Ja/Jarollee IMOJIOKUTEIbHBIM
XpOHOTPONHBIM  JeicTBHEeM. MHoraga MokeT moTpeOoBaTbcs BpEMEHHas I1OCTaHOBKA
AIIEKTPOKAPIUOCTUMYJIISATOPA.

IIpu BeIpakeHHOM CHMKEHUU A/l BHYyTPUBEHHOE BBEJICHHE IIJIa3MO3aMENIAIOIIUX PACTBOPOB U
Ba30MPECCOPHBIX  IpernaparoB. BHYTpHUBEHHOE BBEJCHHUE  TIIOKaroHa MOXET  OBIThH
1eN1eco00pa3HbIM.

[Ipy aTpUOBEHTPUKYISIpHOW OJOKaae: NAMEHTHhl JOJDKHBI HAXOAUTBHCS TMOJ IMOCTOSHHBIM
HaOJII0/IEHUEM U MTOJIy4aTh JIedeHne OeTa-a[peHOMUMETUKaMHU, TAKUMHU Kak nuHedpuH. B cioyyae
HEO0OXOJUMOCTH — IMOCTAHOBKA 3JIEKTPOKAPAUOCTUMYJISTOPA.

[Ipu oGoctpenun tedennss XCH: BHyTpHUBEHHOE BBEJECHUE JUYPETUKOB, IpPENapaToB C
MOJIOKHUTEIBHBIM HHOTPOITHBIM 3(PPEKTOM, a TaKKe Ba30IUIaTaTOPOB.

[Tpu OpoHxocma3me: Ha3Haue€HUE OpPOHXOJMIIATATOPOB, B TOM 4YHCIE OeTaz-aApeHOMHMETHUKOB
W/Uy aMUHO(UIUTHHA.

[Tpu runornMkeMun: BHyTPUBEHHOE BBEIEHUE IEKCTPO3BI (TIIIOKO3bI).
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5. ®APMAKOJJOTMYECKUE CBOI CTBA[I’ICICZ_"I EOOBATENEHOCTE 0013)

1y OTYETY

5.1. ®apmakoaMHaAMHYeCKHe CBOiCTBA

dapmakoTepaneBTUUECKas rpyIna: npenapaTsl 1715 JIedeHus 3a00J1eBaHNH CepiedHO-COCY IUCTON
cUCTeMbl; 6eTa-alpeH00I0KATOPBI; CEIEKTUBHBIE OeTa-aJpeHO0I0KATOPbI.

Kon ATX: CO7ABO07

MexaHuusM gercTeus U hapMakoauHaMudeckue dhdeKTsl

CenexTuBHBIH OeTai-aapeHo0I0KaTop 0€3 COOCTBEHHOM CUMITATOMHUMETUYECKOW aKTUBHOCTH, HE
oOnagaer MeMOpPaHOCTaOMIM3UPYIOLUIMM JeiicTBUeM. brcomponon B TepameBTUYECKHX J103aX
o0ajaeT HE3HAYMTENbHBIM CPOJCTBOM K OeTaz-aJipeHOpELenTopaM BHYTPEHHUX OpIaHOB
(moKeIy 1ouHas kele3a, CKeJIeTHbIE MBIIILIbL, TIa/IKas MyCKyJaTypa nepudepuyeckiux apTepui,
OpOHXOB M MaTKHM), a Takke K OeTaz-aJipeHOpeLenTopaM, Y4YacTBYIOLIUM B peryJisiluu
merabonusma.  CrenoBatenbHo,  Oucomposion (B OTIMYME  OT  HECEJIEKTUBHBIX
6era-apeH00I0KaTOPOB) B IIEJIOM HE BIUSIET Ha CONPOTHUBIICHUE JIbIXaTEIbHbIX MyTEeH, OKa3bIBAET
MEHEeEe BBIPA)KCHHOE BJMSHHE HAa OpraHbl, coJepkaliue Oeraz-aJpeHOpelenTopsl, U Ha
YIJIE€BOAHBII OOMEH, HE BBI3bIBAET 3aJIePKKU HMOHOB HATpUsi B OpraHusMme. BbIpakeHHOCTb
aTEepOreHHOI0 JEHCTBUS OMCOIpojofia HE OTJIMYaeTcs OT JeHCTBUS IpompaHojona. B
TEPaNeBTHUECKUX J103aX OMCOMpOIION OJIOKUpYyeT OeTai-aApeHOPeHenTOphl CepAla, YMEHbIIAeT
CTUMYJIMPOBAaHHOE KaTexojlaMuHamMu oOpa3oBanre TAM® u3 AT®, cHukaeT BHYTPUKIETOUHbII
TOK MOHOB KaJIbLIUsl, OKa3bIBAET OTPUIIATEIBLHOE XPOHO-, IPOMO-, 0ATMO- U HE SIBHO BBIPAXKEHHOE
uHOTponHoe neictBue. buconposnon ymenpmaer YCC B mokoe M mpu Harpyske, 3aMeuIseT
aTPUOBEHTPUKYIISIPHYIO IPOBOJMMOCTh, YMEHBIIAET BO30YIUMOCTh MHOKapaa. CHMKaer
CepJIeUYHbIl BBIOPOC, B HE3HAUMTEJILHON CTENEHU CHIKAeT YAApHBIA OO0BbEM. YMEHbIIaeT
NOTPEOHOCTh MUOKap/a B KUCIIOPOJE, CHUKAET aKTUBHOCTh PEHUHA I1JIa3Mbl KPOBH.

B Hauane nedenus B mepBble 24 yaca mociie mpuema Oucorposona oduiee nepudepuyeckoe
cocynuctoe conpotupieHne (OIICC) Heckonbko yBenuyuBaercs (B pe3ysibTaTe PeLMIIPOKHOTO
BO3pacTaHus aKTUBHOCTH anib(a-aapeHopenentopon). Yepes 1-3 cyrox OIICC Bo3Bpamaercs kK
ucxonHoMy. [Ipu nurensHOM Tepanuu n3HadanbHO nossinieHHOe OIICC cHmxkaercs.
MaxkcumanbHbli reMoguHaMuueckuit 3 dexr nocruraercs yepes 3-4 yaca rnocie npuéMa BHyTPb.
[Tpu npumenenuu 1 pa3 B cyTkH TepaneBTHUECKUH 3 (dekT OMCcOoIpoiona CoOXpaHseTcsi B TeUeHUE
24 gacos 6maromaps 10-12 gwacoBomy T1/2 U3 T1a3Mbl KPOBH.

Buconponon obnamaer TakuMH Ke DIEKTPOPHU3UOIOTMUECKUMH >PQeKTamMu, Kak U Jpyrue
OeTa-aipeHoOIOKaTOPhl. B 21eKTpohHU3NOoIOTHIECKHX HMCCIEIOBAHUSIX OHMCOMPOJION ypeKas
YCC, yBenuuuBal BpeMs MPOBEACHUS U pePpaKkTepHble MEPHOIbl CUHOATPHAIBHOTO H
aTPUOBEHTPUKYJSIPHOrO Yy370B. OTMmedaercs yminHeHue wuHTepBasioB RR u PQ, a Ttaxxke

koppurupoBanHoro natepsana QT (QTc) na OKI (B npenenax HOpMaIbHBIX 3HAYEHUM).
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buconposnon oka3plBacT aAHTUTUIICPTCH3UBHOE, aHT%bﬁTﬂlﬁgééEb%TEgl bl nd i minoe

1y OTYETY

JICUCTBHE.

MexaHu3M  aHTUTUIEPTEH3UBHOTO  JIEHCTBHS ~ OMCOMpOJIONa HW3yYeH HE  IOJHOCTHIO.
AHTHTUTIEpTEH3UBHBIN 3(PPEKT MOKET OBITH CBA3aH C YMEHBIICHHEM MHUHYTHOTO 00beMa KPOBH,
CHUMIIATUYECKON CTUMYJIALUU NEepUu(epuuecKuX COCYAOB, CHI)KEHHEM COJEp)KaHUS PEHHHA B
IU1a3Me KPOBHU M aKTMBHOCTHU PEHMH-aHTMOTEH3MHOBOM CHCTEMBI (MMeeT 0OJIbIIOE 3HAUECHHUE IS
NAlUMEHTOB C MCXOJHOM TUIEepCEeKpeluell PpEeHHHA), BOCCTAHOBIECHHUEM YYBCTBUTEJIBHOCTU
OapopelLenTopoB Ayr'M aOpThl B OTBET HA CHUKEHHME A/l 1 BIUSHUEM Ha IEHTPaJIbHYIO HEPBHYIO
cucremy (IIHC). Ilpu aprepumanpHO¥ rtunepreH3un 3G(EKT HACcTymaeT depe3 2-5 1THEH,
MaKCHUMaJibHOe CHIKeHue A/l tocturaercs, Kak paBUiIo, yepes3 2 Heleu 10clie Havasa JISYeHusl.
AHTHAHTHHAIBHBIN AP PEeKT 00yCIOBICH YMEHBIIEHHEM OTPEOHOCTH MHUOKap/ia B KUCIOPOJIE B
pesynbrare ypexeHuss YCC, HE3HAUUTEIbHOTO CHMXKEHUS COKPATHUMOCTH, YIJIMHEHUEM
JMaCTOJbl, yay4lleHneM nepdys3un Muokapna. Ilpyu olHOKpaTHOM NPUMEHEHUH Yy MallMEHTOB C
UBC 6e3 npuznakoB XCH 6uconponon camkaer YCC, ynapHblit 00bEM ceplia U, Kak CIe/ICTBUE,
yMeHbIIaeT (pakiMi0 BbIOpOCAa U MOTPEOHOCTb MHUOKapJa B KUCIOpOJEe. AHTHAPUTMHUYECKUIL
3pdexT 0O0YyCIOBICH YCTPAaHEHHWEM AapUTMOTCHHBIX (AKTOPOB (TaXWKapIuH, ITOBBIIICHHON
AKTUBHOCTH CHUMIIATUYECKOM HEPBHON CHUCTEMBI, YBEIMYEHHOro cojaepxkaHus UAMO,
apTepuanbHOI TMIEPTEH3UN ), YMEHBIIEHHEM CKOPOCTH CIIOHTAHHOTO BO30YXK/I€HUSI CHHYCHOTO U
HKTOIMYECKOTO BOJAUTENIEH pHUTMAa U 3aMeJUICHHEM aTPUOBEHTPHUKYJISIPHOTO TPOBEICHHS
(MpeuMyIeCTBEHHO B aHTETPAJHOM M, B MEHbILIEH CTENEHH, B PETPOrPaJHOM HAINpPaBICHUSX
yepe3 aTpPUOBEHTPHUKYJIIPHBIN y3€I1) U 10 JONOJHUTENIBHBIM ITyTSIM.

5.2. ®apMaKOKHHeTHYECKHE CBOHCTBA

AOcopbius

bucomnponon nmoutn nonHocthio (6osee 90 %) BcacklBaeTCs U3 KelyOYHO-KUIIEUHOTO TPaKTa.
Ero OuOJOCTYNHOCTH  BCIEACTBUE HE3HAYUTEIBHOM  MeETaboNM3aluu  «IpU  IEepBOM
POXOXICHUN Yepe3 neueHb (Ha ypoBHe mpumepHo 10 %) cocrariseT okoio 90 % mociie mpuema
BHYTpb. [IpyueM numum He BIuseT Ha OMOAOCTYNHOCTh. brconponon 1eMOHCTpUPYET JTUHEHHYIO
KUHETHKY, NMPHUYEM €ro KOHLEHTPAIMHM B IUIa3Me KPOBH IMPOMOPIHMOHAIBHBI MPUHATON /03¢ B
nuana3one ot 5 1o 20 mr. MakcumanbHast KOHIEHTpAUs (Cmax) B IJIa3Me€ KPOBH JIOCTHTAETCs
yepes 2-3 yJaca.

Pacupenenenune

buconponon pacnpeznensercs A0BOIbHO MIHPoKo. O0beM pacnipeiesieHus: cocTaBiser 3,5 JI/KT.
CBs3b ¢ OemKaMu TUTa3Mbl KPOBH TocTUTaeT nmpumepHo 30 %.

Buorpancdopmarius

MeTtabonu3upyercs o OKUCIUTETFHOMY Iy TH 0€3 TOCIeAYIOIeH KOHbIoranuu. Bece MeTabomuTh
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MOJIIPHBI (BOJJOPACTBOPUMBI) U BBIBOASTCS MOUYKAMHU. Oc%%ﬁﬁm%g%ﬁﬂﬁﬂﬁ%@aﬁ%ﬁ‘l&éﬁme

B IUIa3Me KPOBU U MOYe€, HE MTPOSBIISAIOT (hapMaKoJIOTHYeCKOi akKTUBHOCTH. JlaHHbIE, TOJTy4YeHHBIE
B pe3yJbTaTe SKCIECPUMEHTOB C MHUKPOCOMAaMH IEUYEHHU dYejoBeka IN VItro, mokas3biBaOT, YTO
OHCOIPOJION METabOIM3UPYETCS B MIEPBYIO odepeab ¢ momoiisio m3odepmenra CYP3A4 (okomo
95 %), a m3odepment CYP2D6 urpaer nuiib HE3HAYUTEIBHYIO POJIb.

DIUMUHAIS

Knupenc Oucomnposnona omnpenensieTcs paBHOBECHMEM MEXAYy BBIBEJICHHEM IIOYKAMU B
HeuzMeHeHHOM Buje (okoio 50 %) u merabonuzMoM B nieueHu (okoso 50 %) 1o MeTaboIuTOB,
KOTOpBIE TaK)Ke BBIBOJATCA rmoukamu. OOuuii kupeHc cocrapiser 15 n/4. Tz — 10-12 gacos.
OrcyrctByer uHpopManus o ¢apMakokuHeTuke Oucomnposnona y mnanueHtoB ¢ XCH wu
OJIHOBPEMEHHBIM HapyIIEHUEM (PYHKIMH ITEYSHH UITH MOYCK.

Oco0Bble TPYIIIBI MAIMEHTOB

Hapywenue ¢ynxyuu nouex

B uccnenoBanny y manpieHTOB ¢ MoYedHOM HeqocTtarouHocThio (cpenuuii KK 28 mur/mMun) 66110
nokasano, uto cumxkenne KK conpoBoxnaercst ypenuaenrneM Cmax, AUC (miomaap moj KpuBoi
«KOHLEHTpauus-BpeMs») U Ti Oucomponona. Ilockonbky KiaupeHc Oucomposiosia B PaBHOM
CTENEHM OCYLIECTBJIIETCS MOYKAMU M IE€YEHBIO, CYIIECTBEHHOM KyMYJSLMH Oucorposona y
MALEHTOB C JIETKOW UM YMEPEHHOM CTENEHBIO MOYEYHOM HEAOCTaTOYHOCTH HE oTMedaercs. B
cirydae Tspkenoi noyeuHoit HegoctarouHocT (KK < 20 Mi/MuH) KyMy IsIIus MOXXET IPOUCXOIUTh
Y 1032 IIperapaTa He JOJDKHA IpeBbimarh 10 Mr B CyTKH.

Hapywenue ¢ynxyuu nevenu

VY nmanueHToB ¢ LMPPO3OM IE€YEHH OTMEYAeTCsl BBICOKAas BAapUaOEIbHOCTh U 3HAYUTEIILHOE
3aMeJIIeHHEe SJIMMHUHALIMY 110 CPABHEHUIO CO 3/10pOBbIMHU Jito/ibMU (T1/2 OGriconposiona cocTaBiseTr
ot 8,3 no 21,7 gacoB). KnmmHIueckn 3HaUMMBbIe pas3aruus papMaKOKHHETUKH MEXKIY MMallieHTaMu
C HOpPMaJIbHON M HapyleHHOW (yHKIUEHl MeYeHu HE BbIBJIEHbl. B cilydyae BbIpaxeHHOU
MIEYEHOYHON HEAOCTAaTOYHOCTH KyMYJILUSA MOKET IIPOMCXOAUTh U J103a Iperapara He JOJDKHA
npesblath 10 Mr B CyTKH.

XCH

VYV mamuentos ¢ XCH III ¢pynknmonanpHOro Kiacca mo kinaccudukanuu NYHA Obutn oTMeueHbI
6oJiee BHICOKOE CoJiepKaHue OMCOIpOoIIoa B IIa3Me KPOBU U yBEIWYEeHHBIH T1/2 IO cpaBHEHUIO
CO 3/10pOBBIMU JJ0OpOBOIBbIAMU. Cmax OHCOIIPOIIONA B IJIa3Me KPOBU B PABHOBECHOM COCTOSTHUU
cocraBisier 64 + 21 Hr/mn npum cyrounoi mgoze 10 wmr; Tip cocraBmser 17 + 5 wacos.
®apMakokHHETHKa 6uconposona y nauuenToB ¢ XCH u conyTcTByomumM HapyuieHHeM QyHKIUN
NIEYEHU WM NT0YEK HE N3ydallach.

Lloorcunou 6o3pacm
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dapmakokuHeTndeckux mokazareneit (Tiz2, AUC, Cmax) Oucomposona 1O CpaBHEHHIO C

MOJIOABIMH ITAIUCHTaAMHU, IMPECAIIOJIONKUTCIPHO B CBA3HM C BO3PAaCTHBIM CHHXKCHUCM I1IOYCYHOI'O

KIIMpCHCA. O,Z[HaKO OTH pa3inudusa HE MABIAIOTCA KIMHUYCCKH 3HAYUMMBIMHU H HE Tpe6y}0T

KOPPEKILUH 103kl OUCOIPOIIOIA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. Hepeqenb BCIIOMOraTeJ/JIbHbIX BEeIIECTB

Kanbuwus rugpodocdat, 6e3B0aHBIN

Kpaxman KyKypy3Hblid, MEIKUHN TOPOIIOK

KpeMHuus mnokcu KOJTOUTHBIN, 0€3BOTHBIH

[{emtron03a MUKPOKPUCTAITAYECKAS
KpocnoBugon
Maruus creapar

CocraB 0007I0YKH:

Jlozupoexa 5 me

I'unpomeriosa 2910/15

Makporoin 400

Jumerukon 100

Kpacurens sxene3a okcun xentsiit (E 172)
Turana auokcun (E 171)

Joszuposka 10 me

'unpomerosa 2910/15

Maxporoi 400

Humetukon 100

Kpacurens sxene3a okcun xentoiii (E 172)
Kpacurens sxene3a okcu kpacHsiii (E 172)
Turtana nuokcun (E 171)

6.2. HecoBMecTUMOCTD

He nmpumenumo.

6.3. Cpok rognocTy (CpoK XpaHeHHs )

5 ner.

6.4. Oco0ble MepbI MPEI0CTOPOKHOCTH NPH XPAHEHUHU

Xpanutb pu Temneparype He Boimie 30 °C.

6.5. XapakTep u cojep:kaHue NePBUYHON YIAKOBKH
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I1pu nponszBoacTBe npemnapara Ha Mepk Xeycke

COOTBETCTBYET 2KCNEPTHOMY OTYETY
oT 22.11.2023 Nz 24524

| KraA (RGGIEH0BATENEHOCTS 0013)

B AL

-

Tabaemxu, nokpvimule NieHOUHOU 00010YKOU, 5
ITo 10 TaGnerok B OiMCTEp M3 ATFOMUHUEBON

JIMCTKOM-BKJIaJBIIIEM ITIOMCHIAIOT B KAPTOHHYIO

me, 10 me
¢onbpru u 1IBX; 3 unu 5 GauctepoB BMecTe ¢

MauKy.

ITo 30 Tabnerox B Osmcrep u3 amomuHUEeBOM ¢onbru U [IBX; 1 wnm 3 Gaucrepa BMecTe ¢

JIMCTKOM-BKJIAIBIIIEM TOMCIHIAIOT B KAPTOHHYIO

MayKy.

[To 25 tabnetok B 6muctep U3 amromMuHueBor (onbru u [1BX; 2 Gnucrepa BMecTe C JUCTKOM-

BKJIQAbIIIEM ITOMEIIAKOT B KAPTOHHYIO ITAYKY.

ITpu npon3BoaCTBe mpenapara Ha poccuiickoM npeanpusatud OO0 «Haxoaek»

Tabremxu, nokpvlmole nieHOYHOU 000104KOU, 5

m2, 10 me

ITo 30 TabneTox B 6ucTep u3 anmomunueBoi ¢osbru u [I1BX; 1 nmu 3 6mcTepa BMECTE TUCTKOM-

BKJIQAbIIIEM ITOMCIIAOT B KAPTOHHYIO IIAYKY.

ITo 25 Tabnerok B Onuctep n3 amomunueBor (oasru u [IBX; 2 6aucrepa BMECTE C JIMCTKOM-

BKJIAAbIIIECM B KAPTOHHYIO ITAYKY.

ITpu vnakoBke npemnapara Ha poccuiickoM npeanpustun Q00 «Hauonex»

Tabaemxu, nokpvimule NiIeHOUHOU 00010YKOU, 5

me, 10 me

ITo 30 tabnerok B Oauctep u3 amomunueBor ¢oabru u [IBX; 1 Gauctep BMeEcTe ¢ JIMCTKOM-

BKJIQABIIIEM IMOMEIIAIOT B KAPTOHHYIO IMAYKY.

[To 25 tabnetok B O6muctep u3 amromuHUEBOW (ombru u [1BX; 2 Gnucrepa BMecTe C JHCTKOM-

BKJIQAbIIIEM ITOMCIIAOT B KAPTOHHYIO ITAYKY.

Tabnemxu, nokpvimovle nieHOYHOU 000I0UKOU, 5

Me

[To 30 tabneTok B O6muctep u3 amromuHUEBOH (ombru u [1BX; 3 Gnucrepa BMecTe C JIHCTKOM-

BKJIQABIIIEM IMOMEIIAIOT B KAPTOHHYIO IMAYKY.

6.6. Ocobble Mepbl

JIEKAPCTBEHHOr0  Ipenapara WJIH
JIEKAPCTBEHHOI0 Npenapara u Apyrue MaHuIl

OcoObie TpeOoBaHMs OTCYTCTBYIOT.

NPEeI0CTOPOKHOCTH

OTXO0/10B,

npu YHUYTOKEHUHN HCIMOJB30BAHHOTO

MOJTYYCHHBIX mnmocJjie NMPUMEHECHUSA

YJSILUH ¢ NpenapaTomM

7. AEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus
000 «Mepk»
115054, r. Mockaa, yi. Banosas, a. 35
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COOTBETCTBYET SKCNEPTHOMY OTUYETY

7.1. llpeacraBuTeIb AeP/KATE/Is PErHCTPALHOHHOIO y%&BW-TEHEHG CTh 0013)

[Iperen3un HOTDCGHTeHeﬁ HampasJIATH I10 aAPECY.

Poccuiickas @enepanus

000 «Mepx»

115054, r. MockBa, yi. Banosas, 1. 35
Ten.: +7 495 937 33 04

®axkc: +7 495 937 33 05

E-mail: safety@merck.ru

Pecniy6nuka benapychb

[pencraBUTENBCTBO — akIMOHEpHOTro — obmiectBa «Acino Pharma  AG»  (Illseitnapckast
Kondenepanus) B Pecny6nuke benapych

np-T [lo6eaureneit, 106-34, 220062, r. Munck, Pecniybnuka benapych

Ten.: + 375 (17) 319-91-41; + 375 (29) 700-65-90, ¢pakc + 375 (17) 319-91-40

E-mail: Safety BY @acino.swiss

Pecnybnuka Kazaxcran

TOO «Auuno Kasz»

Kazaxcran, ropog Anmatsl, boctanneikckuii paiion, [Ipocnexr Hypcynran Hazap6aes, nom 223,
H.1. 243, mouTtoBsIit naAekc 050047

Ten.: +7 727 364 56 61

E-mail: PV-KAZ@acino.swiss

PecniyOnuka Apmenus

[MpencraButenscTBO «Acino Pharma AGy» (IlIseiinapckas Koudenepanus) B PecmyOmuke
Apmenus

yi. Anonrr 6/1, 54, 0014, r. EpeBan, Pecriybnuka ApmeHus

Ten.: +374 60 67 01 70

E-mail: PV_AM@acino.swiss

PecnyOnuka Keipreizcran:

TOO «Anuno Kazy

Kazaxcran, ropon Anmarsl, boctanabikckuit paiion, [Ipocnext Hypcynran Hazap6aes, nom 223,
H.11. 243, mouToBbIi nHIEKC 050047

Ten.: +7 727 364 56 61
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 or22112023Ne 24524
E-mail: PV-KAZ@acino.swiss (MOCNEAOBATENBHOCTD 0013)

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JATA TIEPBUYHOH PEI'MCTPAIIMMA (IIOJATBEPXJIEHUSI
PETUCTPALIMMU, IIEPEPETUCTPAIINN)

JlaTa nepBoOi perucTpanyu:

10. JATA IIEPECMOTPA TEKCTA

OOmast XxapaKTepuCTHUKa JIEKapCTBEHHOTO mpenapara KoHkop noctymnmHa Ha WHGOPMAIMOHHOM
noprane EBpasuiickoro S5KOHOMHYECKOTO COr03a B MH(POPMAIIMOHHO-KOMMYHHKALMOHHOM CceTH

«Hurepuer» https://eec.eaeunion.org/.
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