COOTBETCTBYET 2KC : EPTHOMY OTUETY

ot 11.02.2025 N= 3182

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HANUMEHOBAHMUE JJEKAPCTBEHHOI' O ITIPEITIAPATA
buconpoion, 2,5 Mr, TabeTKH, MOKPHITHIC IJICHOYHON 000JI0YKOH.
bucomnpoion, 5 Mr, TablIeTKH, TOKPHITHIE TUICHOYHOW 000JIOUKOM.

bucomnposnon, 10 mr, TabieTKH, TOKPHITHIE NIEHOYHOM 000JI0UKOM.

2. KAYECTBEHHBINA U KOJJMYECTBEHHbBII COCTAB
JeiicTBytoliee BemecTBo: 6ucomnposoiaa pymapar.

Buconposion, 2.5 mr, Ta0JIETKU, ITOKPLITHIE TNIEHOYHOU 000JI0YKOM

Kaxxnast Tabnerka, MOKpbITasi INIEGHOYHOH 000JI09KOH, coaepkutT 2,5 Mr Oucompoiona ¢pymapara.

buconpomuon, 5 mr, Ta6J'IeTKI/I, IMOKPBITEIC INICHOYHOM 00010YKOH

Kaxxnas Tabnerka, MOKpbITasi IUIEHOYHON 000JI0UKOM, COAEPKUT 5 MT Oucorposona ¢pymapara.

Buconpooi, 10 mr, TabieTku, DOKPBITHIE IJIEHOYHOU 000JI0YKOM

Kaxxnas Tabierka, moKphITas INIEHOYHOH 0007109K0, cogepxut 10 Mr Oucomnposiona pymapara.

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE TNICHOYHOH 000I0YKOH.

Buconpomnoi, 2,5 Mr, Ta0JeTKH, HOKPBITHIE IIEHOYHONH 000JI0YKON

Kpyribie ABOSKOBBIMYKIIbIE TAOMETKU C PUCKOM U (PacKoid, MTOKPHITHIE MICHOYHOW 000T0YKOM OT
CBETJIO-JKEJITOrO JIO JKEJITOro IBeTra. Ha momepedHom paspese sIpo OT Oeoro JI0 KeJITOBATO-
OeJoro 1BeTAa.

TabneTKy MOKHO pa3/IeTuTh Ha PaBHBIC JO3bI.

Buconpomno, 5 Mr, TabJIETKU, MOKPHITHIE ILIEHOYHOH 000JI0YKON

Kpyrible ABOSKOBBINYKIIbIE TAOJETKU ¢ PUCKON U (PACKOMN, OKPBITHIE MJICHOYHONW 000I0YKOM OT
KEJTOro 10 TEeMHO-KEITOro npera. Ha momepeuHoM paspese sapo OT Oesoro A0 KelIToBaTo-
6enoro LBeTa.

TabneTky MOXKHO pa3fieIUTh Ha paBHbIE J103BI.

buconposon, 10 Mr, TaOJIETKH, ITOKPHITHIE TNIEHOYHON 000JI0YKONU

Kpyrible 1BOSKOBBINYKIIbIE TaOJIETKHU, MOKPBITHIE IJIEHOYHOM 00osoukoil Oenoro mpera. Ha

MOIICPCUYHOM pPa3pe3cC AAPO OT Oenoro a0 JKEIITOBAaTO-0eI10T0 OBCTA.
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4. KJIUHUYECKUE JAHHBIE (NOCNEOOBATENEHOCTE 0002)

4.1. Iloxa3aHusl K IPMMEHEHUIO

Buconposion, 2.5 Mr, Ta0JIETKU, ITOKPLITHIE TNIEHOYHOU 000JI0YKOM

— XpoHuueckas cepaedHas HegoctaTrodHocTh (XCH).

Buconposoi, 5 Mr, TabJIETKH, HOKPBITEIE INIEHOYHOU 000104K0# ¥ buconpostoi, 10 Mr, TabIeTKH,

[IOKPBITHIE IVIEHOYHOH 000I0YKON

— AprepuanbHas TUIIEPTEH3US.
— HMmemuueckas 6ome3ns cepana (MbC): ctabunbHast cTeHOKapIus.

— XpoHuueckas cepaedHas HegoctatrodHocTh (XCH).

4.2. PexxuM 103MpOBaHMS U CIIOCOO MPUMeEHEHMsI

PexxuM 103upoBanus

Apmepuanvnas cunepmen3us u cmaduIbHas CMEHOKaAPOUs.

Bo Bcex ciydasx pexxuM npuema u 103y noJ0upaetr Bpad KaKA0My HallMeHTy UHAUBUIYaAJIbHO, B
YaCTHOCTH, YYUTHIBAs 4acTOTy cepaeuHbix cokpauieHuil (UCC) u cocTosHue nanueHTa.

OObIuHO HauanbHas J103a cocraBiseT 5 Mr 1 pa3z B cyrku. Ilpu HeoOXoAMMOCTH 103y MOXKHO
yBenuuuTh 10 10 mr 1 pa3 B cyTku.

[Ipu nedeHun aprepuaJbHOM TUNEPTEH3UMM U CTAOWJIBHOW CTEHOKAPAMM MAaKCHMAaJIbHO
peKoMeH10BaHHas 103a cocTaBisieT 20 Mr 1 pa3 B /1eHb.

XCH

CranpaprtHas cxema  Jjeuenns  XCH  Bxirowaer — mpumeHeHHe MHTHOUTOPOB
aHTMOTeH3uHNpeBpamiatomero  ¢gepmenta  (AII®) wuam  aHTaroHMCTOB  PELIEITOPOB
anruorensuHa Il (B ciydyae HemepeHocumocTH MHruOuTOpoB AIID), Gera-anpeHo010KaTOPOB,
JMYPETUKOB U, (paKyIbTaTUBHO, CepACUHBIX MIHK03U0B. Hauano neyenns XCH Guconposonom
TpeOyeT 0053aTeabHOr0 MPOBEACHUS CIIELIMATILHON (pa3bl TATPOBAHUS U PETYJIIPHOTO BpauyeOHOTO
KoHTpouist. [IpenBapuTenbHBIM yCIOBHEM Ui JIEUEHUS OMCONPOJIONOM SIBJISIETCSl CTaOMIIbHAsS
XCH 6e3 npu3HakoB 000CTpeHHUS.

Jleuenne XCH Ouncomnposoi1oM HaYMHAETCs] B COOTBETCTBUU CO CIIEYIOIEH CXeMOI TUTPOBAHMUSL.
[Ipu sToM MOXeT mnoTpeOOBaThCS WMHIMBUIYyajbHAs aJanTalys B 3aBUCHUMOCTH OT TOTO,
HACKOJIBKO XOpOILO MAalMeHT MEePEeHOCUT Ha3HAYEHHYIO J03Y, T. €. 03y MOXHO YBEIMYMBATH
TOJBKO B TOM Cllydae, €ciu MpeAbLaylias J03a XOopoulo mnepeHocwinack. s obecnedeHus
COOTBETCTBYIOILIETO IIpoliecca TUTPOBAHHSA HA HAUYalbHBIX OdTalax JIEUYEHUS PEKOMEHAYETCS
IPUMEHSTh OHCOMpOJION B JieKapcTBeHHOM (opme Tabietku mo 2,5 mr. Pexkomenayemas
HayaJgbHas 103a cocTaBiser 1,25 Mr oguH pa3 B JeHb. B 3aBUCMMOCTH OT WHIWBHUAYAJTIBHOMN

MEePEHOCUMOCTH JI03y CIEAYeT MOCTENEHHO MOBbIIATh A0 2,5 mr, 3,75 mr, 5 mr, 7,5 Mr u 10 mr
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1 pa3 B aenn. Kaxxmoe mocnenyroree yBeTuaeHpe 30351':%%5%13@96;@1%51%;%&:};5%%% lgem

4yepes JIBE HeMleNu.
Ecnu yBenunuenue 10356l npenapara mioxo NepeHOCUTCS MallMeHTOM, BO3MOXKHO CHUKEHUE J03bI.
MakcumanibHas pekomeHoBanHas qo3a npu jJeuyenun XCH cocraBnsier 10 mr 1 pa3 B ieHb.

Bo Bpemst TUTpOBaHUS PEKOMEHYETCS PEryNIApHBbIA KOHTPOJIb apTepuanbHoro nasiaenus (All),
YCC wu crenenu BoipakeHHOCTH cuMnToMoB XCH. Ycyry6nenue cumntomoB teuenus XCH
BO3MOYKHO YK€ C TIEpBOTO JHS IPUMEHEHUS IIpernapara.

Ecnu mamueHT miaoxo MEepeHOCHT MaKCHMMAalbHO PEKOMEHJIOBAHHYIO 03y IperapaTa, ClenyeT
pPaccMOTPETh BO3MOKHOCTH TTOCTENIEHHOT'O CHUKEHHUSI J1O3BI.

Bo Bpems (a3bl TUTPOBAHUS WIH MTOCIIC HEE MOTYT BOSHHKHYTh BPEMEHHOE YXYAIICHUE TCUCHUS
XCH, aprepuanpHas TUNOTEH3UsI WK Opaaukapaus. B 3ToMm cilydae peKOMEHIYETCSl Mpex/e
BCEro MPOBECTH KOPPEKIMIO 03 IMpernapaToB COMYTCTBYIOIIEH Tepanmuu. Takxke MOXKET
noTpeboBaThCS BPEMEHHOE CHIKEHUE J103bl OMCOMPOIIOia U ero OTMEHA.

[Tocrne cTabuu3anuy COCTOSHUS IMAMEHTA CIICYET IPOBECTH TOBTOPHOE TUTPOBAHUE JI03BI THOO
MIPOJIOJIKUTD JICUCHUE.

IIpooonscumenvrnocms mepanuu

Teparu/m 6I/ICOHpOJ'IOJ'IOM OOBIYHO SABISETCS ,HOHFOBpeMeHHOfI.

Oco0ble IPVIIILI TAIUEHTOB

K HacTosilieMy BpeMEHM HEJOCTaTOYHO JaHHBIX OTHOCHTEIbHO IPUMEHEHHUs Oucomposona y

nanenToB ¢ XCH B coueranuu c¢ caxapHbIM auadberoM | Tuma, BeIpa)keHHBIMU HapYIICHUSMHU

(GYHKIMM MTOYEK W/WIM TEeYEHU, PECTPUKTUBHON KapAMOMUOMNATHEN, BPOKJIEHHBIMH MOPOKaMU

cep/a Wi NOPOKOM KJIallaHa cepAlia ¢ BbIpaXXEHHBIMUA T€MOJMHAMUYECKUMU HapYIICHUSIMH.

Taxoke 10 cux 1mop He ObUIO MOJIYYEHO T0CTaTOYHBIX JaHHBIX OTHOCUTENbHO nanueHToB ¢ XCH ¢

UH(PaApKTOM MUOKap/a B TEUEHHE MOCIEeTHUX 3 MECSIIEB.

llayuenmul ¢ napywenuem ynKyuu novex uiu nevenu

— Ilpu HapymieHun GyHKIUHM MEUYEHU WIN MOYEK JETKON WM YMEPEHHOM CTelneHU OOBIYHO He
TpeOyeTcs KOPPEKTUPOBATh J103Y.

— Ilpu BbIpakeHHBIX HapymeHHsxX (yHkuuu mnouek (kiaupeHc kpeatuHuHa (KK) Mmenee
20 MII/MHH) U Y TIAIIMEHTOB C TSHKETBIMU 3a00JICBaHUSMHU TEYCHN MaKCHMalbHAas CYTOYHAs
no3a coctapigeT 10 mr. YBenudyeHue M03bl y TaKUX MAIMEHTOB JOJDKHO OCYIIECTBIISITHCS C
0c000i1 0OCTOPOKHOCTBIO.

Tayuenmuwr nooscunozo eospacma

Koppekuust 10361 He TpedyeTcs.
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ot (NMOCNEOOBATENEHOCTE 0002)

BezonacHocts u 3ddexTuBHOCT, Oucomposona y aereit B Bo3pacte ot 0 mo 18 ner Ha naHHbIHI
MOMEHT HE€ YCTaHOBJIEHBI. J[aHHBIE OTCYTCTBYIOT.

He pekomenayercs Ha3HauaTh npenapar AeTsaMm 10 18 jer.

Cnoco0 npuMeHeHus

Buytps. buconposon cienyer npuHUMaTh OJUH pa3 B CYTKH YTPOM € HEOOJIBIIMM KOJINYECTBOM
AKHUJIKOCTH, HE3aBUCHMO OT BpPEMEHM IipueMa nuuiu. TabneTku He ciieyeT pa3KeBbIBaTbh WU

pacTtupaTh B MOPOILIOK.

4.3. IIporuBomoka3aHus

— Tl'unepuyyBcTBUTEIHLHOCTH K OMCOIPOIIONY U/WIH K IF0OOMY U3 BCIIOMOTATENIbHBIX BEIECTB,;

— ocTpas cepuae4yHas HenoctatrouHocTh, XCH B craguum JnexommeHcanuu, TpeOyromas
MIPOBE/ICHUS] HHOTPOITHOM TEpaIui;

— KapJIUOTEHHBIN MIOK;

— atpuoBeHTpuKyisipHast (AV) 6mokana I u 11l crenenu, 63 31EKTPOKAPIUOCTUMYIIATOPA;

— CHHJPOM cI1ab0oCTH CHHYCOBOTO Y3I1a;

— cHHoaTpuaibHas 010Kana;

— BoIpakenHas Opaaukapaus (YCC menee 60 yn/MUH) 10 Hauana Teparuy;

— BBbIp@XEHHas apTepHaibHas runoteHsus (cucronnueckoe AJl menee 100 Mmm pt. CT.);

— TsDKenble pOpMbI OPOHXHAIBHOM acTMBI;

— BBIp@XEHHBIC HAPYIICHHS TIEPHUPEPUIECKOTO apTePHATLHOTO KPOBOOOPAIIICHHS UITH CHHIPOM
Peiino;

— ¢eoxpomonrroMa (6€3 0OTHOBPEMEHHOT'O IPUMEHEHUS alib(a-aipeH0OTI0KATOPOB);

— MeTaboJIMYecKUi aluao3;

— Bo3pacT 10 18 ner (HeaocTaTouHO JaHHBIX MO 3()(PEKTUBHOCTU M OE30MACHOCTH y JaHHOU

BO3PAacTHOM TPYIIIIBI).

4.4. Oco0ble ykazaHusi 4 Mepbl IPeI0CTOPOKHOCTH NMPHU NPUMeHEeHUH

C 0CTOPO’KHOCTBLIO

— IIpoBenenue neceHCHOMIU3UPYIOIIEH Tepanuu;
— creHokapaus [IpuHnmMerana,

— TUIEPTHPEO3;
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— caxapublii guaber [ Tuma u caxapHbIi TMabeT £o 3Haqnjrlnmgﬁ_vf;1 K heg%lﬂlm KJI—H'ICHT]T&HI/II/I

[JIIOKO3bI B KPOBH;

— AV oOnokaza I crenenu;

— BBIpaXeHHas noveunas HempoctatouHocTh (KK menee 20 mi/mMun);

— BBIPa)KEHHBIC HAPYIICHUS (PYHKIIUU [TEUCHH;

— Icopuas;

— PECTPUKTHBHAS KapIUOMHOIATHS;

— BPOXJEHHBIC TIOPOKHM cCeplla WIM TMOpOK KiIamaHa cepAla ¢  BBIPAXCHHBIMU
reMOJUHAMUYECCKIMH HAPYIICHUSIMU;

— XCH c undapkromM MHOKapaa B TCUYCHHE MOCICTHUX 3 MECAIICB;

— HapymeHus mnepuepruuecKkoro apTepUaTbHOTO KPOBOOOpAIIEHHs JIETKOH W yMepeHHOU
CTETeHH;

— TsDKeTble POPMBI XpOHUUECKOW 00CTpyKTHBHOM Oone3nu nerkux (XOBJI);

— HeTsDKeNbIe POpPMBI OPOHXHATTLHOU aCTMBIL;

— Oponxocrmasm (B aHaMHE3e);

— aJuIepruyecKue peakiuu (B aHaMHe3e);

— 0OUIMpHBIE XUPYPTUYECKUE BMEIIATEIHCTBA U 0011asi aHECTE3HS;

— CTporas 1ueTa;

— OepeMEeHHOCTH;

— MEPHUOJ TPYIHOTIO BCKaPMIIMBAHUS.

Oco0ble yKa3aHus

IIpexpawenue mepanuu u « CUHOPOM OMMEHDBL»

He crnenyet pe3ko nmpepsiBaTh JeUeHHE OMCOMPOIOIOM U MEHITh PEKOMEHIOBAaHHYIO 7103y 0e3
MpeBapUTENbHON KOHCYIbTAlMM C BpPadyoM, TaK Kak 3TO MOXET MPHUBECTH K BPEMEHHOMY
YXYIIICHUIO AEATEIBHOCTH CepIa.

Jleyenne He cieayeTr mpepwsiBaTh BHE3amHO, ocoOeHHO y mamueHToB ¢ MBC (oTmewanock
yTsDKETICHHE TIPUCTYNOB CTEHOKapIWu, pa3BUTHE WHGapKTa MHOKapJa W BO3HHKHOBEHHE
KEIYA0YKOBBIX apuTMuii y manueHToB ¢ MBC mpu BHe3amHOM MpeKpalieHuu npuema oOera-
anpenoOiokaTopoB). Eciu npekpaienue iedeHnss HeoO0X0auMo, TO 103y OHCOIposiona CiaeayeT
CHMJKATh IOCTeIeHHo. B CIydac 3HAQYUTCIBHOI'O YTAKCICHUA CTCHOKApAWH WJIN PA3BUTHUA

OCTPOr'0 KOPOHAPHOI'0O CUHAPOMA CIIEAYCT BPCMCHHO BO300HOBUTH Ipuem 6Hconp0nona.
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3abonesanus, npu KOMopwvix HEOOXOOUMO C OCM pommo'%%é—)@%ﬁ%ﬁgwgﬁz%' 0002)

BI/ICOHpOHOH CICAYCT MPUMCHATHL C OCTOPOXKXHOCTBIO B CICAYIOMUX CITydasaX:

Tsoxensie popmbl XOBJI u HeTsxenbie GopMbl OpPOHXHUATBHOM aCTMBI;

— caxapHblii Auaber CcO 3HAYUTEITbHBIMH KOJIECOAHHWSMHU KOHIEHTPAIMU TIJIIOKO3Bl B KPOBH:
OMCOIIPOJIOI MOXET MAaCKUPOBATh CUMITOMBI TMIIOIVIMKEMHUH (BBIPA)KEHHOT'O CHUYKEHUS
KOHLEHTPALlMU TJIIOKO3bl B KPOBM), TAKHE KaK TaxUKap/Aus, OLUIYLICHHE CepALUeOMEeHUs WU
HOBBIIIEHHAS! TOTIUBOCTH;

— CTporas 1ueTa;

— IPOBEAEHUE JIECEHCUOMITN3UPYIOILEH Tepanuu;

— AV o6nokaza I crenenu;

— Ba3oCMacTHYeCKass CTeHOKapaus (creHokapausi IlpuHiMerana); HaOdromanuch Ciydau
KopoHapocnazMa. HecMoTpsi Ha BBICOKYIO 0€Tai1-CeIEKTMBHOCTb, IPHUCTYIBI CTEHOKApJIUU
HeJNb35l MOJHOCTHIO HCKIIOYUTH MpPU IpHeMe OHMcomposioia y MalMeHTOB CO CTEHOKapAueH
[Tpunimerana. Caenyer ¢ 0co00 OCTOPOKHOCTBIO IPUHUMATh NIPENapar;

— HapyleHus mnepudepruueckoro apTrepuantbHOr0 KpOBOOOpallleHHsl JIETKOHM M yMepeHHOH
CTEIEeHH (B Hayase Tepaniy MOKeT BOZHUKHYTh YCUJIEHHE CUMIITOMOB);

— mcopua3s (B T. 4. B aHAMHE3eE).

3abonesanus cepoeurHo-cocyoucmou cucmembl

bera-anpeHo610kaTopbl HE AOKHBI IPUMEHATHCS IpH AekoMiieHcupoBanHoit XCH no tex nop,

MOKa COCTOSIHME MallMeHTa He CTaOUITN3UPOBAIIOCH.

Ha HauanpHbBIX 3Tamax NpUMEHEHHs OHCOINpPOJIOia MALUEHThl HYXJAIOTCS B IOCTOSHHOM

HaOJII0IEHUH.

bera-anpeno6nokaropsl MOryT BbI3bIBaTh Opaaukapauto. [Ipu ypexennn UCC B mokoe meHee

50-55 yu/mMuH cnenyeT YMEHBIIUTH 103y WIH MPEKPATHTh MIPUEM OHUCOTIPOIIOIIA.

Kak u npyrue 6era-agpeHo010KaTOpsl, OUCOMPOIION MOXKET BI3bIBATh YAJUHEHNUE HHTepBaia PQ

Ha snekTpokapauorpamme (OKI'). Cnemyer ¢ OCTOPOXXHOCTBIO TNPHUMEHSATh OMCONMPOJION Y

nanueHToB ¢ AV 6nokaznoi I crenenu.

HecenextuBHble GeTa-agpeHOOI0KaTOPbl MOTYT YBEJIWYMBATh YacTOTY U MPOJOKUTEIHLHOCTH

AQHTMHO3HBIX MPHUCTYIIOB Yy MAaIMEHTOB C BAa30CMACTHYECKOM CcTeHoKapAuen (CTeHokapauen

[Tpuniverana)  BCIEICTBHE  ONMOCPENOBaHHON  anbda-penentopaMud  Ba30KOHCTPHUKIMU

KOpoHapHOH aptepuu. KapanocenekTHBHbIE OeTai-aJpeHO0IOKaTOpsl (BKIIOYas OMCOMPOIIOI)

IIPU Ba30CMAaCTUYECKON CTEHOKApIUH CIEAYEeT MPUMEHSTH C OCTOPOKHOCTBIO.

K HacrosimeMmy BpeMEHM HEIOCTATOYHO IAHHBIX OTHOCHUTEIBHO MPUMEHEHHs Oucorpoiona y

narrenToB ¢ XCH B coueranuu ¢ caxapHbIM auaberom | Tumna, BbIpa)KeHHBIMU HapyIICHUSAMU

(GYHKLIMU MOYEK /WM MEYeHH, PECTPUKTUBHON KapIuOMHONAaTHEH, BPOXKICHHBIMH OPOKaMHU
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cep/a Wi MOPOKOM KJlaraHa cepAlia ¢ BhIPaXKEHHBIMU @Q&ﬂﬁg%@é‘%ﬂh I'}'I';‘dyﬂﬁr'ilm'r{ﬁ'ﬁ

Taxoke 10 cux 1mop He ObUIO MOJIyYEHO TOCTaTOYHBIX JaHHBIX OTHOCUTENBbHO naruenToB ¢ XCH ¢
UH(aPKTOM MUOKap/a B TEUCHHE MOCTIESTHUX 3 MECSIIEB.

Hvixamenvuas cucmema

HecmoTpst Ha TO, 4TO ceneKTHBHbIE OeTa1-aApeHOOJ0KAaTOPbl B MEHBUIEH CTENEHH BIMSIOT HA
(YHKLUIO BIXaTEIbHOM CHCTEMBI, YeM HECEJIEKTHBHbIE OeTa-aIpeH00]I0KaTOphl, MAeHTaM C
XOBJI u HEeTsKENBIMU (hOpMaMH OPOHXUATBHOM aCTMBI OMCOIIPOJION CIIEyeT Ha3HAuYaTh C 0CO00M
OCTOPOKHOCTBIO M TOJIBKO B TOM CJIydae, €CJIM BO3MOXHbIE NPEUMYILIECTBA €ro NPUMEHEHUS
MPEBBINIAIOT TMOTEHIUATbHBIN puck. Ilpum OponxmanmpHoi actme wmiu XOBJI moxkaszano
OJTHOBPEMEHHOE NMPUMEHEHHE OpPOHXOAMUIATUPYIOIIUX CPEACTB. Y MALMEHTOB C OPOHXHAIHHOMN
aCTMOIl BO3MOXKHO TIOBBIIICHHE PE3UCTEHTHOCTH [bIXATEIbHBIX ITyTEeH, 4To Tpedyer Oonee
BBICOKOM 7103bI O€Taz2-aipeHOMHUMETHKOB.

V¥ nauuentoB ¢ XOBJI Oucornposnon, Ha3HauaeMblil B KOMIUIEKCHOM Tepanmuu ¢ 1eJbI0 JIEYeHUs
CepAeYHON HEOCTATOYHOCTH, CJIEAYEeT HAaUMHATh C HAUMEHBIIIEH BO3MOXHOH 103bI, a TAIIUEHTOB
THIATEJILHO  HAOMIOZAaTh HAa  TOSBICHHE HOBBIX CHMITOMOB  (HampuMep,  OJBIIIKa,
HETICPEHOCUMOCTh (PU3UUECKUX HAIPY30K, Kalleb).

ObuiupHvle xupypeuieckue eMeuamenbcmea u 0owas anecmesus

[Tpu HE0OXOAMMOCTH MPOBEJICHUS XUPYPTHUECKUX BMEIIATEIbCTB CIEAYET MPeAyIPEAUThH Bpada-
aHEeCTe31OoJIoTa O TOM, YTO MAIMEHT NMPUHUMAET OeTa-aApeHOOIOKATOPHI (PUCK JICKAPCTBEHHBIX
B3aUMOJICHICTBUH C pa3BUTHEM TsDKENbIX OpaauapuTMHi, yMeHbIIEHHS pedaeKTopHOH
TaXMKapJUW W apTepuanbHOil runoreH3uu). PekomeHayercst 0e3 sIBHOM HEOOXOIMMOCTH HE
IpeKpalarb MpueM OHCoIposiosia B IEpHONEepalluOHHOM Tnepuoae (T. K. Oyokaga Oerta-
AIPEHOPELIENITOPOB CHIDKACT PUCK BO3HHUKHOBEHHUS apUTMHI W WIIEMHH MHOKap/a BO BpeMs
BBOJIHOT'O HApK03a U MHTYOAllUU TPaxen).

B cinyuae HeoOXOOMMOCTH NpEpbIBaHHUsS JIeUeHHs OHCONpPOJIONIOM TMeped IPOBEACHUEM
XUPYPTUYECKOTO BMEIIATEIhCTBA TpenapaT cieayeT OTMEHHTh HE MeHee ueM 3a 48 4acoB 1o
orepanuu.

Deoxpomoyumoma

VY mnanmueHTtoB ¢ (eoXpoMOLUTOMOM OMCONMPOSOA MOXKET OBITh Ha3HAuY€H TOJBKO Ha (oHe
MIPUMEHEHHUS alb(a-aIpeH00I0KaTOPOB.

Tupeomoxcuxo3

[Tpu runepdyHKIMM IIUTOBUIHON >Kele3bl OeTa-aApeHOOJOKATOphl (BKIOYAas OHCONPOIION)
MOTYT MacKHpOBaTh TaXWUKapJIWIO M YMEHbIIATh BBIPAXKEHHOCTh CHMIITOMOB THPEOTOKCHKO3A.
Pe3kass oTMeHa mperapara MOXKET BBI3BaTh OOOCTPEHHE CHMIITOMOB 3a00JICBaHUSI M PAa3BUTHE

TUPCOTOKCUUYCCKOI'O KpHU3a.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 11.02.2025 N= 3182

(NOCNEQCBATENEHOCTE 0002)

Peam;uu cunepvdyecmeumelbHocmu

Bera-anpenoOnokaTopsl, BKIIOYas OHCONPOJION, MOTYT TOBBICHTH YYBCTBUTEIBHOCTh K
aJJlepreHaM M TSDKECTh aHA(QHIAKTUYEeCKUX DPEaKUUi/peakuuil TMIepUYyBCTBUTEIBHOCTU H3-3a
ociallieHus  aJpEHEPrHYecKOod  KOMIICHCATOPHOW  peryisiluM TOj  JCHCTBHEM OeTa-
asipeHo010kaTopoB. [IpuMeHeHne OOBIYHBIX TEPANICBTHUECKHUX 103 dMHHEe(YpHHA (aApeHaTNHA) Ha
¢one mpuema Oera-apeHOOIOKATOPOB HE BCETAa MPHUBOAMT K JOCTHKCHHIO IKEIAeMOTo
KImHUIecKkoro 3 dekxra. Heobxommumo cobaroaaTh 0CTOPOKHOCTE MPU HA3HAYSHUH OUCOIIPOIIONa
HAIMEeHTaM C TSHKEJIBIMUA PEAKIMSIMU THIIEPUyBCTBUTEIIEHOCTH B @aHAMHE3€ HITH IIPOXOJISIIINAM KypC
JIeCEHCUOMITH3AIIHH.

Iicopua3z

[lpu pemieHnu Bompoca O MPUMEHEHUH OWCONPOJIOJa y MAlMEeHTOB C TMCOPHA30M CICIyeT
TIIATEJIEHO COOTHECTHU MPEAINOJIaraeéMyo MMoJIb3y OT IPUMEHEHHUS IIperiapaTa i BO3MOKHBIA PUCK
000CTpEHUs TCUSHHUSI TICOpHa3a.

Konmaxmmuvle nun3zol

HaHI/IeHTI)I, MMOJIB3YIOIUCCSA KOHTAKTHBIMH JIMH3aMH, JOJDKHBI YYMUTBIBATb, 4YTO Ha (1)0He

IMPUMCHCHHA 6eTa-anpeHo6n0KaTop0B BO3MOXHO CHHXXCHUC ITPOAYKIIUUN CIIE3HOH KHNIKOCTH.

4.5. BzaumojeiicTBHEe ¢ JPYrMMH JIeKAPCTBEHHBLIMHU MpenapaTaMu H JpPyrue BH/bI
B3auMOAelCTBUA
HepexoMeHnyemble KOMOWHAIIMT

Jlewenue XCH

AHTHapuTMHU4yecKkue cpeiactsa | kiacca (Hampumep, XMHHUIWH, AM3ONUPAMUJ, JUAOKAWH,
dbenutoun; guekauHu, mpornadeHoH) Mpu OJHOBPEMEHHOM MPUMEHEHUH C OUCOTIPOIIOIOM MOTYT
cHIKaTh AV IPOBOJUMOCTb U COKPATUTEIbHYIO CIIOCOOHOCTD cep/ra.

Bce nokasanus x npumenenuro

bnokaTtops! «MmeeHHbIX» KanblueBblx kaHanoB (BMKK), Takue kak Bepanamul U B MEHbIIEH
CTENEeHM JIUITHA3eM, IIPU OAHOBPEMEHHOM NMPUMEHEHHH C OHMCOMPOJIONIOM MOTYT HPUBOAUTH K
CHIDKEHHMIO COKPAaTUTENIbHOW CHOCOOHOCTM MMOKapja M HapyueHuto AV npoBogumocTt. B
YaCTHOCTH, BHYTPUBEHHOE BBEJCHHE BepalaMuia MalMeHTaM, NpUHUMAIUM OeTa-
aZpeH00JI0KaTOPbI, MOXKET MPUBECTH K BhIpAXKEHHON apTepHalibHOM runoreH3uu u AV 6rokae.
['unoTeH3uBHbIE CpeACTBa LEHTPAIBHOTO JeHCTBUS (Takue Kak KIOHWJIUH, METUJIAOINA,
MOKCOHH/JIUH, PWJIMEHHUJWH) MOTyT mpuBecTH K ypexxkeHHI0o YCC M CHMXKEHHUIO CepJIeUYHOro
BBIOpOCa, a TaKKe K Ba3OAMJIATALMU BCJIEICTBHE CHUKEHUS LEHTPAJIBHOTO CHUMIATUYECKOTO
TOoHyca. Pe3kast oTMeHa, 0cOOEHHO /10 OTMEHBI OeTa-aipeHO0I0KATOPOB, MOKET YBEIUUUTh PUCK

Pa3BUTHS «PUKOILIETHOIN» apTEPUATILHON TUIIEPTEH3UU.
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U TIPUBECTH K BBIpAXEHHOW Opanukapauu. OAHOBpEMEHHOE NpHUMEHEHHe (UHToIMMOoJa U
METOIIpOJIojia HE pekomeHayeTcs. B ciydae HEOOXOOUMOCTH OJHOBPEMEHHOTO NPUMEHEHUS
¢uHromumoza u Oucomposona TpedyeTcs TareabHOe HaOII0ACHUE 3a COCTOSHUEM MAlUEHTA.
PexomeHnayeTcst HaumHaTh KOMOMHHMPOBAHHYIO TEpalUl B YCIOBUAX CTallMOHApa U
OCYIIECTBIISATh COOTBETCTBYIOUIMII MOHMTOPHUHI (TIOKa3aH JuIMTENbHBIM KOoHTpoiabp YUCC 1o
MEHBIIEH Mepe [0 yTIpa CIEAYIWEro MAHSA II0Cle IEPBOr0 OJAHOBPEMEHHOIO IIpueMa

buHroIMMOIa 1 OUCOMPOJIOIIA).

KomOunaimu, tpedyroime 0coboil 0CTOPOKHOCTH

Jleuenue apmepuanvholl 2unepmen3uy U CMeHoKapouu

AnTHapuTMHYeckue cpeinctBa | kiacca (Hampumep, XMHUIMH, IU30MUpPaMUA, JIHIOKauH,
benuronH; GpraexauHu, nponadeHoH) Ipu 0THOBPEMEHHOM IPUMEHEHUH C OMCONPOIIOIOM MOTYT
cHIKaTh AV TIPOBOIUMOCTD U COKPATHTEIBHYIO CIIOCOOHOCTh MHOKAp/a.

Bce nokasanus k npumenenuio

BMKK npousBoiHbIe JUTHApONUpHIMHA (HaripuMep, HU(eaunuH, Gpeao unuH, aMIoAUIINH) Ipu
OJTHOBPEMEHHOM IPUMEHEHHM C OHCONpPOIOJIOM MOTYT YBEJIMYMBATh PUCK Pa3BUTHS
aprepuajibHON runoreH3uu. Y mnauueHToB ¢ XCH Henb3s UCKIIOYUTH PUCK MOCIENYIOIIETO
YXYIIICHUS] COKPATUTENBHON QyHKINH cepaa.

AnTtnapurmudeckue cpenctsa Il kiacca (Hanpumep, aMMOAapOH) MOTYT YCHIIMBATh HapyllIeHHUE
AV 1npoBOAMMOCTH.

JeticTBue 6eTa-aapeHo0I0KaTOPOB JJII MECTHOTO MPUMEHEHHUsI (HanpuMep, TIa3HbIX Karemb s
JICYEHUsl TJIAyKOMbI) MOXKET YCHUJIMBaTh cUcTeMHble 3¢ (dekTsl Oucomnposona (cHuxkeHue AJl,
ypexenue UCC).

[TapacuMIaTOMUMETHKH MIPU OJJHOBPEMEHHOM NPHUMEHEHUH C OMCOMPOJIOIOM MOTYT YCHIIMBATh
HapymeHre AV IpoBOJAUMOCTH U YBEIMYUBATh PUCK Pa3BUTHSI OpaluKapAuHU.
['unornukeMuyeckoe JeicTBIE NHCYIMHA WU TUITOTJIMKEMUYECKUX CPEJICTB AJIs IpreMa BHYTPh
MOJKET yCHIINBaThes. [IpU3Haky runorinukeMmun, B 4aCTHOCTU TaXUKAPAMSI, MOTYT MaCKUPOBATHCS
win nojaBiATees. [lonoOHble B3aumojeicTBuss Oosiee  BEPOSTHBI IMPH  MPUMEHEHHH
HECEJIEKTUBHBIX 0eTa-aJ[peH00I0KaTOPOB.

CpenctBa Juist mpoBesieHUs1 O0IIe aHeCcTe3UH MOTYT YBEJIMYMBATh PUCK KapAHOJETPECCUBHOTO
NecTBUs, TPUBOAS K apTepualibHOW rumoteHsuu (cM. pasgen 4.4., moapasgen «OcoOble
ykazaHus»). CepeuHble TIUKO3HIBI TPH OJHOBPEMEHHOM MPUMEHEHUH ¢ OMCOMPOIIOIOM MOTYT
INPUBOJIUTH K YBEIMUEHHIO BPEMEHHU IPOBEIEHUS HUMITyJIbCa U, TAKUM 00pa3oM, K Pa3BUTHUIO

OpanuKapaum.
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ad ekt Gucomnpomnona.

OpHOBpeMEHHOE TpUMEHEHHe Oucomposiona ¢ Oera-aJpeHOMHMETHKAaMH  (Hampumep,
W30IpEHaINH, A00yTaMHH) MOXKET IMPUBOJIUTHL K CHIXKEHUIO 3¢dekTa o0ouX Ipernaparos.
Coueranue Oucomposnona ¢ aJpeHOMHMETHKAMH{, BIMSIOIIMMH Ha Oeta- u  anbda-
aJpeHOpelenTopsl  (Hampumep,  HOpamUMHE(DpPUH,  JMUHEPPUH)  MOXKET  YCHIIMBATh
Ba30KOHCTPUKTOPHBIE 3((EKThI 3TUX CpPEACTB, BO3HUKAIOMIMX C ydyacTueM anb(a-
aZipeHopenenTopoB, NpuBos K noseimeHn0 AJl. [Tono6Hble B3auMoeicTBUS 0ojiee BEPOSITHBI
IIpU IPUMEHEHUH HECEJIEKTUBHBIX OeTa-apeHO0I0KaTOPOB.

AHTHUTUTICPTEH3UBHBIE CPE/ICTBA, KaK M JIPYT'He CPEJCTBA C BO3MOXHBIM aHTUTHIIEPTEH3UBHBIM
s dexToM (Hanmpumep, TPULUKIHIECKUE aHTUICTIPECCAHThI, 0apOUTypaThl, (PEHOTHAZUHBI) MOT'YT
YCHJIMBATh THIIOTEH3UBHBIHN 3(pPeKT Oucomnponona.

MednoxuH npu OIHOBPEMEHHOM MPUMEHEHUU C OHCOMPOJIOJIOM MOXKET YBEIMYHUBATH PHCK
pa3BUTUS OpaJuKapaANU.

HNuaru6uropsr MAO (3a uckinrouennem nHruoutopoB MAO-B) MoryT ycuamBaTh THITIOTEH3UBHBIN
ekt Oerta-agpeHobmokaTopoB. OJHOBpEMEHHOE MPUMEHEHHE TAaKXKE MOXKET MPUBECTH K

Pa3BUTHIO THIICPTOHUYCCKOI'O KpH3a.

KOM6I/IHaIII/II/I KOTOPBIC CIACAYET IPUHUMAThL BO BHUMAHHUEC

Ankanouost cnopultbu

HerunpupoBaHHble  alKaJOWAbl CHOPBIHBM  IOBBIIAIOT PUCK  DPAa3BUTUSA  HAapyLIEHUHN
nepudepuyeckoro KpoBOOOpaleHUsl. OproTaMuH TOBBIIIAET PHUCK Pa3BUTHUS HAPYLICHUS
nepupepudeckoro KpoBoOOpaIleHHsl.

Dapmarokunemuueckue 83auUmMo0eticmsusl

B ¢dapmakokuHeTHUECKHMX HCCIIEOBAaHUSAX HE BBISBICHBI B3aUMOJEHCTBHs OucoIposiona ¢
TUA3UJIHBIMU JUYpPETUKaMH, TaKUMHU KaK THUAPOXJOPOTHA3HI M LMMETUAMH. bucomponon He
okaszpiBan d¢¢dexkra Ha (PapMaKOKMHETUKY TeopuwuiMHA. PudamnuuuH yBeluuuBaeT
MeTa0OoIMUECKUI KIMPEHC M yKOpaduBaeT nepuoa nomyssiBeneHus (T12) Guconpoiona, oJHaKo
KOpPPEeKIHs 1036l Mpenapara He Tpedyercs. buconposon He BiauseT Ha MPOTPOMOUHOBOE BpeMs Y

MAlMEeHTOB, TTOJIYYAIOIINX CTA0UIBHYIO 103y BapdapuHa.

4.6. @epTUIBLHOCTb, 0ePeMEHHOCTDb M JIAKTALMSA

bepemeHnHoCTL

®apmakororuueckue 3phexTsl 61conpoaoaa MOTyT OKa3aTh HEOJArONpHUITHOE BO3/IEHCTBUE Ha

TeueHrne 0EpEMEHHOCTH U OPTaHU3M I1J10/1a/HOBOPOXKIeHHOTO. B memom Oera-aapeHo01oKkaTophl
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CHIDKAIOT KPOBOTOK B IUTAIICHTE, YTO MOKET npﬁ'&'ﬁﬁﬂgﬂg Ei%aE@Bkﬂ-': 'i‘)gétl';' “Yfrona,

BHYTPUYTPOOHON TMOEH TUIO/IA WU MPEKAECBPEMEHHBIM pojiaM. Y IUI0Ja U HOBOPOXKICHHOTO
MOT'YT pa3BUBAaThCsl HEXKENATEIbHBIC SBICHUS (HAIPUMEp, TUIIOTIIMKEeMUs ¥ Opamukapaus). [pu
HEOOXOJMMOCTH JICYCHHUs OeTa-aipeHOOJ0KaTOpaMH  MPEANIOYTEHHE CIEAyeT OTAaBaTh
CEJIEKTUBHBIM OeTa1-aJIpeHO0I0KaTOpam.

[Ipu OepemeHHOCTH OHCONPONION CIEAYET MPHUMEHSATh TOJIBKO B Cilydae aOCOJIOTHOMN
HEOOXOIMMOCTH, €CIIM OXKHUJaeMasi 1oJb3a JJIsi MaTepy MPEBBIIIAET BOZMOXKHBIM PUCK Pa3BUTHUS
MoO0YHBIX A()(PEKTOB y 1012 U/ HIIM HOBOPOKIACHHOTO.

Crnemyer OTCIEKMBaTh KPOBOTOK B IUIAIICHTE W MaTKe, a Takke HaONI0IaTh 3a POCTOM U
pasBuTHEM Oyayuiero pedeHka. B ciydae mosiBIeHUs] HEKENATENbHBIX SBJICHUNA B OTHOLICHUU
OEepEeMEHHOCTH H/WJIU TUI0a PEKOMEH/IYETCs IPUMEHSITh allbTePHATHBHBIC METO/Ibl TEPAITHH.
Crnenyer TiaTeabHO 0OCIEIOBAaTh HOBOPOXKICHHOTO MOCIIE POJOB. B mepBbie TpH JHS KU3HH Y

HOBOPOXKACHHOI'O MOI'YT BO3HUKATh CUMIITOMbI 6paz[1/11<apz[1/11/1 X TMIIOTTIMKCMHU.

JlakTaims

[To naHHBIM AOKIMHUYECKUX MCCIICTOBAHUM OMCOIIPOJION M/UIIH €r0 METaOOJIMTHI BBIICISIOTCS B
MOJIOKO JAKTUPYIOIIMX KpbIC. [IaHHBIX O BBIJENIEHUH OUCOMPOIIONia B IPYAHOE MOJIOKO HET.
[ToaTomy mpueM Oucomposioia HE PEKOMEHAYETCS JKEHIIMHAM B TIEPUOJA  TPYIHOTO
BcKkapmimBaHus. Ecim mpuem Oucompoliosia B TEpHOA JIAKTAllMd HEOOXOAWM, TPYIHOE

BCKapMJIMBaHHUEC CIICAYCT IMPCKPATUTD.

4.7. BuausiHMe HA CNOCOOHOCTH YNPABJATH TPAHCIOPTHBIMU CPeCTBAMH U padoTaTh ¢
MeXaHUu3MaMHu

Bucomnponon He BiIMseT Ha COCOOHOCTH YMPABIATh ABTOTPAHCIIOPTOM COTJIACHO pe3yjbTaTaM
uccienoBanust 'y mnauueHToB ¢ MBC. OpgHako BeineACTBHE WHIMBUAYAIbHBIX pEaKLIUN
CIIOCOOHOCTh ~ YNpaBJIATh AaBTOTPAHCIIOPTOM WM paboTaTh C TEXHUYECKH CIIOKHBIMU
MeXaHM3MaMH MOKeT ObITh HapymieHa. Ha 3To cienyer oOpatuth ocoboe BHUMaHHME B Haydaje

JICUYCHUS, TTOCJIC U3SMCHCHUS O3bI, 4 TAKKE IIPU OAHOBPEMCHHOM yrIOTpe6J'ICHI/II/I AJIKOI'OJIA.

4.8. HexeaaTelbHble peakuu

Pe3roMe HexenareabHbBIX PEeaKIni

HexenartenbHble peakuuu CrpylnIupoBaHbl 10 CUCTEMHO-OPraHHBIM KJIacCaM C YKa3aHUEM
4aCTOTHI UX BOBHUKHOBEHUs. HacTOTa BOSHUKHOBEHHUSI HEJKEIATENIbHBIX PEAKIUH OIIPEACIIAIach B
COOTBETCTBUM ¢ Kiaccuukanueil BcemMupHON opraHuzanuy 37paBOOXPAHEHHUS: OYEHb YacTo

(= 1/10), wacto (= 1/100, Ho < 1/10), Hewacto (= 1/1000, o < 1/100), peaxo (= 1/10000, HO
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< 1/1000), ouensb peako (< 1/10000), yactoTa & eHSBeCT&-ﬂl%ﬁa-lg(l‘;[g@%&gJJI'E/I@}QIBI}I_}ECQ :zi-_é:}'l:hmx

OIIEHUTHh HEBO3MOXKHO).

Icuxuueckue napyuenus

Heuacmo: nenpeccusi, 0eCCOHHULIA.

Peoko: TanmonuHanuy, HOYHbIe KOILIMaphbl.

Hapywenus co cmoponvl HepgHoul cucmembl

Yacmo: TONOBOKPYKEHUE, TOJIOBHAS 0OJIb.

Peoko: noreps co3HaHusl.

Hapywenus co cmoponvl opeana 3penus

Peoxo: yMmeHbIlIeHHE CII€30TEUEHUS (CIEAYeT YUUTHIBATh IPU HOIMICHUH KOHTAKTHBIX JIUH3).
Oyenwv peoxo: KOHBIOHKTUBUT.

Hapywenus co cmoponul opeana ciyxa u aabupunma

Peoko: napyuienus ciyxa.

Hapywenus co cmoponul cepoya

Ouenwv wacmo: Opanukapaus (y nauuentos ¢ XCH).

Yacmo: ycyryonenue cumntoMoB TedeHuss XCH (y nanuentos ¢ XCH).

Heuacmo: wnapymenune AV mnpoBoaumocTd, Opagaukapaus (y HAUEHTOB C apTepHabHOU
THIEPTeH3UEH WM CTEHOKapJueil), ycyryosnenue cumntoMoB tedenns XCH (y mamueHToB c
apTepuaJIbHOM TMIIEPTEH3UEN WM CTEHOKap e ).

Hapywenus co cmoponul cocyoog

Yacmo: omylieHue MOXOJIOAAHNS UM OHEMEHUS B KOHEUHOCTSX, BBIPa)KEHHOE CHUKeHue A/,
oco0eHHo y nanuentoB ¢ XCH.

Heuacmo: opTocTaTiueckasi THIOTEH3HSL.

Hapywenus co cmopoHbl ObixamenbHoU cucmembl, opeanos pyOHOU KIemKU U cCpeooCmerus
Heuacmo: 6poHxocna3M y MalleHTOB ¢ OPOHXHMATIBHON acTMON MM OOCTPYKIIMEH JbIXaTeNbHbIX
IIyTeN B aHAMHE3e.

Peoxo: annepruueckuil puHHUT.

Kenyoouno-kuweynwvle napyuienus

Yacmo: TOIHOTA, pBOTA, AUApes, 3aI0p.

Hapywienus co cmopoHbl neyenu u iHceniesbi8o0auux nymeti

Peoxo: renatur.

Hapywenus co cmoporbl Kodicu 1 NOOKOICHBIX MKAHE

Peoxo: peakuun TUIEepuyBCTBUTEIBHOCTH, TAKME KAK KOXKHBIN 3YyIl, ChIIb, TUIIEPEMHS KOXKHBIX
MOKPOBOB U AHTMOHEBPOTHUYECKUN OTEK.

Ouenb peoko: anomnenws.
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BBI3BIBATh IICOPUA30IIO00HYIO CHIITb.

Hapywenus co cmopoHvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

Heuacmo: mpltieunas ciiabocTb, CyJOPOTH MBIIIII.

Hapywenus co cmoponsl penpo0ykmusHoU cucmemsl i MOJTOYHbIX Jicelle3

Peoko: spexTriibHas TUCHYHKIUS.

Obwue napyweHus u peakyuu ¢ Mmecme 68e0eHUs.

Yacmo: acrenus (y mareHToB ¢ XCH), moBbIieHHAs yTOMIIIEMOCTD*.

Heuacmo: actenus (y nallueHTOB € apTepHalIbHOM HNEpTEeH3UeN WM CTEHOKapIueil).
Jlabopamopnvlie u uncmpymenmanvHule OanHble

Peoxo: OBBITIICHHE KOHIIEHTPAIMU TPUTIUIICPUIOB M AKTUBHOCTH «TICUCHOYHBIX)» TpaHCAMUHA3

B KpoBH (acnapraramuHorpancdepasa (ACT), ananunamunorpancdepasa (AJIT)).

*y INanMcHTOB C apTepHaHLHOﬁ FI/IHCpTeH3I/Ieﬁ I CTeHOKap,HHeﬁ 0COOEHHO 4acTo JaHHBIC
CUMIITOMBI IHOABJIAOTCA B Ha4daJIe KypcCa JICUCHUS. OOBIYHO A3TU SBJICHHUS HOCHT JICTKHI

XapaxkTep ¥ MpOXOJAT, KaK MPaBWIo, B TeUCHHE 1—2 Helenb Mmocie Havaia JICYCHUsI.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0maTh 0 1mo103peBaeMbIX HEXEIaTeIbHBIX PEAKIUAX T0CIIE PETHCTPALIMH IIperapara ¢
[eNbI0  00eCIeYeHHs]  HETMPEpPHIBHOIO  MOHHTOPHHTA  COOTHOIICHHUS  «IOJIb3a — PUCK)
JIEKapCTBEHHOTO Tpemnapara. MeIuIMHCKUM paOOTHUKAM PEKOMEHIYeTCs COOOIaTh O JFOOBIX
MOJI03PEBAEMBIX HEKENATeIbHBIX PEaKIUIX JIGKAPCTBEHHOTO Ipernapara uepe3 HalMOHAIbHbBIE
CHUCTEMBI COOOIIEHHS O HEXEJIATeNbHBIX PEAKIUAX TOoCyAapcTB — WwieHoB EBpasuiickoro
YKOHOMHYECKOTO CO03a.

Poccuiickas ®edepayus

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3npaBooxpanenus (Poc3npaBuaazop)

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIaab, 1. 4, cTp. 1

Temedon: +7 800 550 99 03

OnektpoHHas modra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMaIMOHHO-TEIEKOMMYyHUKAIIMOHHOM ceTh «HTepHeT»:

https://www.roszdravnadzor.gov.ru
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4.9. Tlepeno3dupoBka

CuMnOTOMBI

Haubonee wactble cuMOTOMBI Tepeno3upoBku: AV 0okama, BeIpaKeHHas Opagukapius,
BbIpakeHHOe cHmkeHue AJl, OponxocmasMm, ocTpass cepAeuHas HeJOCTaTOYHOCTh U
TUIOTJIMKEMHUSL.

UyBCTBUTEIBHOCTh K OAHOKPATHOMY IPUEMY BBICOKOH JJ03BI OMCOMPOJIONA CHIBHO BapbUpyeT
Cpeau OTHENbHBIX TMAIMEHTOB, BeposTHO, manueHTel ¢ XCH o0magaroT  BBICOKOM

YYBCTBUTCIIBHOCTBIO.

Jleuenue

[Tpr BO3HUKHOBEHHH MEPEIO3UPOBKHU MPEKIE BCETO HEOOXOIUMO MPEKPATUTD MIPUEM Mpernapara
Y Ha4yaTh NOJJEP>KUBAIOLIYI0 CUMIITOMAaTUYECKYIO TEPAIIHUIO.

[Ipu BeIpaXeHHON OpaJuKapIWW: BHYTPUBEHHOE BBeJeHHE aTponuHa. Ecaum sddexr
HEJIOCTAaTOYHBINA, C OCTOPOKHOCTHIO MOXHO BBECTH CPEICTBO, 00Ja/aromiee MOJOKUTEIHHBIM
XPOHOTPOIHEIM  JeiicTBueM. HMHorma MokeT moTpeOoBaThCsl BpEeMEHHAs IMOCTAHOBKA
3JIEKTPOKAPANOCTUMYIISTOPA.

[Ipu BeIpakeHHOM CHUXEeHUU AJl: BHYyTpMBEHHOE BBEJICHUE IJIa3MO3aMEIIAIOIINX PACTBOPOB U
Ba30IPECCOPHBIX  TpEraparoB. BHYTpUBEHHOE BBEJCHHE TJIIOKaroHa MOXKET  OBITh
1[EJIECO00PA3HBIM.

[Tpu AV Grnokaze: MalyueHThl JOIKHBI HAXOJUTHCS O] TOCTOSTHHBIM HAO0II0IEHUEM U TONTy4aTh
JedeHue OerTa-aJipeHOMHMETHKAMH, TaKUMU Kak snuHedpuH. B cioydae HEOOXOAMMOCTH —
ITOCTaHOBKA AJIEKTPOKAPIUOCTUMYIIATOPA.

[Ipu oGoctpenun Tteuennss XCH: BHYTpUBEHHOE BBEJEHUE IUYPETUKOB, TPEMAPATOB C
MOJIOKUTEIHHBIM HHOTPOIHBIM 3(h(PEeKTOM, a Takke Ba30MIaTaTOPOB.

[Tpu OpoHxocma3me: Ha3HaueHUE OPOHXOIMIATATOPOB, B TOM 4YHCIE OeTaz-aipeHOMHUMETHKOB
W/UM aMUHO(UIUIHHA.

[Tpu runornukemMun: BHyTPUBEHHOE BBEJICHUE IEKCTPO3bI (TIFOKO3bI).

S. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. dapmakoanHaMHYecKHe CBOHCTBa
®apMakoTepaneBTUYeCKas rpymnna: Oera-aapeHo0I0KATOPHI; CEJIEKTHBHbBIE Oera-

aI[peHO6J'IOKaT0pBI.

Kox ATX: CO07ABO7.
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COOTBETCTBYET 3K

ot 11.02.2

CMEPTHOMY OTYETY
025 Ne 3182

MexXaHU3M feficTBHS U dhapMakoguHaMudeckue| bhexTh OCNEONOBATENEHOCTE 0002)

CenexTuBHBIN OeTai-aapeHo0I0KaTOp 0€3 COOCTBEHHONW CUMIATOMUMETHYECKON aKTUBHOCTH, HE
oOmamaer MeMOpPaHOCTAOMIIM3UPYIOMIMM JeiicTBUEM. bucomposon B TepamneBTHYECKHX J103aX
o0ajaeT HE3HAYMTENbHBIM CPOJCTBOM K OeTaz-aJ[peHOpelenTopaM BHYTPEHHUX OpPraHoOB
(momkey1ouHas xeJe3a, CKeJIeTHbIE MBIIILIbI, Ta/IKas MyCKyJIaTypa nepupeprudeckux apTepuid,
OpOHXOB M MaTKH), a Takke K OeTaz-aJpeHOpELEeNnTopaM, YYacTBYIOLIUM B pEryJsluu
merabonu3ma. CiemoBatensHO, Oucomposion (B OTIMYME OT HECEJIeKTHBHBIX —OeTa-
aIpeHO0JI0OKAaTOPOB) B LIEJIOM HE BIMAET HA CONPOTHUBIIEHUE JbIXATENbHBIX MYyTEH, OKa3bIBaeT
MEHEE BBIPAKEHHOE BIIMSHUE Ha OpraHbl, cojepxkauiue OeTaz-aJpeHOpeLenTopbl, U Ha
YIJIEBOAHBI OOMEH, HE BBI3BIBACT 33JICP)KKH HMOHOB HATPUS B OpraHu3Me. BBIpaKeHHOCTb
aTepOreHHOTO JICHCTBHsSI OWCONpPOJOia HE OTIMYaeTCs OT JACHCTBHS mpompaHonona. B
TepaneBTHUECKUX J103aX OMCOMpOJIoN OJIOKHpYeT OeTar-aJpeHOpeLenTopsl ceplla, YMEHbIIAeT
CTUMYJIUPOBAaHHOE KaTeXoJaMMHaMH O0pa3oBaHME LUKIMYECKOro aJeHO3MHMOHOpochara
(AM®) u3 anenoszuntpudochara (ATD), cHUKAaET BHYTPUKICTOYHBI TOK MOHOB KaJbIIHA,
OKa3bIBaET OTPUIATEIBHOE XPOHO-, OPOMO-, 0aTMO- M HE SIBHO BBIPAKEHHOE HHOTPOITHOE
neiicrue. buconponon ymensiaer YCC B mokoe v pu Harpyske, 3amezuisieT AV poBoUMOCTb,
YMEHBIIAET BO30YIMMOCTh MUOKapAa. CHUKAeT cepAeuHbli BEIOPOC, B HE3HAUUTEIbHON CTENIEHN
CHIDKAeT yHapHBIH 0O0BeM. YMeHbIIaeT NOTPEOHOCTh MHOKapAa B KHCIOPOJE, CHUXKAET
AKTUBHOCTb PEHUHA IJIa3Mbl KPOBH.

B Havane newyeHus B mepBble 24 yaca mocie nmpuema Ouconposona obiee nepudepudeckoe
cocynuctoe conpotusieHre (OIICC) HeckonbKko yBenuuuBaeTcs (B pe3yiabTaTe PeLUNPOKHOTO
BO3pacTaHus aKTUBHOCTH aibda-aapenoperentopos). Yepes 1-3 cyrok OIICC Bo3BparaeTcs K
ucxogHoMmy. [Ipu naurensHoM Tepanuu n3HavanbHo nosbiieHHoe OIICC cHuxaercs.
MakcumanbHbIi reMoimHaMuyeckuii 3 ekt nocturaercs yepes 3—4 yaca rnocie npueMa BHyTpb.
[Tpu npumenenuu 1 pa3 B CyTKH TepaneBTHYECKUN 3P PeKT Orconposiona COXpaHsIeTcs B TEUCHHUE
24 qacoB Onaromapst 10—12-yacoBomy T1/2 U3 TUTa3MBI KPOBH.

buconponon ob6nagaer TakuMu xe 37MeKTpopusnoIorndeckumMu g exkramu, Kak 1 apyrue oera-
azipeHobokaropel. B anexkTpodusnonornueckux ucciepaoBaHusx oOuconpoinon ypexan HYCC,
yBEJIMYMBaJ BpeMs NPOBEJIEHHUs U pepakTepHble MEepHOIbl CHHOATpUaTbHOTO U AV Y3I0B.
Otmeuaercs yannHenue narepBasioB RR u PQ, a raxke koppuruposannoro uarepsana QT (QTc)
Ha OKT' (B mpenenax HOpMaibHBIX 3HAUEHUN).

buconponon oka3plBa€T AHTUTMIEPTEH3MBHOE, AHTHMAPUTMHUYECKOE U aHTUAHTHHAIBHOE
JICUCTBUE.

MexaHu3M aHTUTUTIEPTEH3UBHOTO IEUCTBHUS OMCOIPOJIOIA H3YUEH HE TTOJTHOCTHIO.

AHTUTHIIEPTEH3UBHBIN 3(PPEKT MOKET ObITh CBSA3aH C YMEHbILIEHHEM MUHYTHOTO 00beMa KPOBH,
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ot 11.02.2025 N= 3182

CUMIATHYECKON CTUMYISALUU NepudepudecKuk cocynégf:'é;{ﬁ%ﬁT%léﬁk&';&E Béllgl;flll-la B

IUIa3Me KPOBHM M aKTUBHOCTU PEHHUH-aHTHOTEH3MHOBOM CHCTEMBI (MMEeT OOJIbIIoe 3HaYeHUE IS
NAIlMeHTOB C HCXOJHOM THIIEpCEKpelHrel pEeHHHA), BOCCTAHOBJICHHEM YYyBCTBUTEIHLHOCTH
0apopeLenTopoB Iyry aOpThl B OTBET Ha CHUXKeHUE A/l 1 BIUSHHEM Ha LEHTPAJIbHYIO HEPBHYIO
cucremy. Ilpu aprepuanbHoil runeprenszuu 3¢gpdekr HacTynaer uepes3 2—5 AHEH, MaKCUMAJIbHOE
cHwkenne AJl nocturaercs, Kak IpaBujo, uepe3 2 HeJeu 1Moclie Hayalla JICYeHUsI.
AHTHAHTHHAJIBHBIN 3P PEeKT 00yCIOBICH YMEHBIIEHHEM MTOTPEOHOCTH MHOKap/ia B KUCIOPOJIE B
pesyabrare ypexeHuss UYCC, HE3HAYMTENBHOIO CHUXKEHHS COKPAaTUMOCTH, YUIMHEHHEM
JIMACTOJIbl, YIydlleHHeM nepdy3un Muokapia. [Ipy olHOKpaTHOM NPUMEHEHUH y NAllMEHTOB C
NBC 6e3 npuznakoB XCH 6uconpomnoin camkaetr YCC, ynapHbiii 00beM cep/iiia U, Kak CIeJICTBHE,
yMEHBIIAeT (PpaKLKIo BEIOpOCca U TOTPEOHOCTh MUOKap/ia B KHCIOPO/IE.

AnTHapuTMHUYecKuil 3¢ (deKT 00yCIOBIEH YCTpaHEHUEM apUTMOT€HHBIX (aKTOPOB (TaxXUKapIUH,
HOBBIIIEHHONW AKTUBHOCTH CHMIIQTHYECKOW HEPBHOM CHUCTEMBbI, YBEJIWYEHHOTO COAEp)KaHUsS
TAM®, aprepuanbHON TUNEPTEH3HH), YMEHBIIEHHEM CKOPOCTH CIIOHTAHHOTO BO30YXICHUS
CHHYCHOTO M OJKTOIMYECKOTO BOAWUTENEH puTMa U 3amemieHueM AV  mpoBeneHus
(MpeuMyILECTBEHHO B aHTErpajlHOM U, B MEHbIIECH CTENeHH, B PETPOrpaJHOM HAIpPaBICHUAX

yepe3 AV y3el) U 0 AOMOJHUTEIbHBIM MYTSIM.

5.2. ®apmakoKHHeTHYeCKHe CBOHCTBA

AGcopbuus

Bbucomnponon nmoutn nonHocteio (6osee 90 %) BcachiBaeTcs U3 HKETYAOYHO-KUIIEYHOTO TPaKTa.
Ero OHOZOCTYIHOCTH  BCIEACTBHE HE3HAYUTENbHOH  MeTaOONM3aluil TPH  «IIEPBOM
MPOXOXKJACHUM» 4Yepe3 reueHb (Ha ypoBHe mpumepHo 10 %) coctamiser oxosnio 90 % mocie
npuema BHYTpb. Ilpuem numm He BiusieT Ha OMOAOCTYHMHOCTb. bHcomposon aeMoHCTpUpyeT
JUHEWHYIO0 KHHETHKY, IPUYEM €ro KOHIIEHTPAIlUH B I1a3Me KPOBHU MPONOPLUOHATIBHBI TPUHATON
no3e B jauanazone or 5 go 20 mr. MakcumanbHass KoHIEHTpAlMs (Cmax) B IUIa3Me KpPOBH

JocTUTaeTcs yepes 2—3 vaca.

Pacnpenenenue

buconponon pacnpeznensercs J0BOIbHO MIHPoKo. O0beM pacnpeiesieHus: CoOCTaBiseT 3,5 J/KT.

CBs3b ¢ OenKkaMu T1a3Mbl KPOBH JtocTUraeT npumepHo 30 %.

Buorpancdopmarnus

MeTabonu3upyeTcs Mo OKUCIUTEILHOMY ITyTH 0€3 Mocienyromei KoHbroramnui. Bee MeTadomuTh

MOJIIPHBI (BOJOPACTBOPUMBI) U BHIBOASTCA OUKaMHu. OCHOBHbBIE META0OIUTHI, OOHAPYKUBAEMbIE
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B IUIa3ME KPOBM M B MOYE, HE MPOSBISIOT @apwﬂbﬁ{r%" it | aktashoete UHAmtme,

MOJYYCHHBIC B pE3yJbTaTe »SKCIECPUMEHTOB C MHKPOCOMAMH TICUYSHHM dYesioBeka INn Vitro,
MOKA3bIBAIOT, YTO OMCOMPOIION METAOOTH3UPYETCS B TIEPBYIO OYEPE/lb C TIOMOIIIBIO H30()epMeHTa

CYP3A4 (okoino 95 %), a uzopepment CYP2D6 urpaer nuiirs HeOOIBIIYIO POIIb.

DIMMUHALIUA

Knupenc Owucomposiona omnpenensercs paBHOBECHEM MEXIY BBIBEICHHEM IMOYKAaMU B
Heu3MeHeHHOM Bujie (okoso 50 %) u MerabonauzMom B neueHu (okoio 50 %) 1o MeTabonauToB,
KOTOPBIE TaK)Ke BBIBOAATCS MovkaMu. OOmmii kiupeHc coctasisier 15 /4. Ty, — 10-12 gacos.
OrcyrcTByer uHbpopManus o ¢apMakoKHHETHKe Oucomnpoinona y mnanueHtoB ¢ XCH wu

OJTHOBPEMEHHBIM HapyleHHeM (YHKIIUY TIeUYEHH WIH MOYEeK.

IlouyeuyHas HEIOCTATOYHOCTh

B uccnenoBanun y maneHToB ¢ moYedHoM HegocTarouHocThio (cpenuuii KK 28 mur/mMun) 66110
nokasano, uto cHukenue KK conpoBoxnaercs ysennueHueM Cmax, AUC (muiomjaap noa KpuBon
«KOHLEeHTpauus-Bpems») u Tiz Oucomposona. [lockonabKy KiupeHC Oucomposiosia B paBHOU
CTENEHU OCYIIECTBIIAETCS MOYKAMU M IEYEHBIO, CYLIECTBEHHOW KyMyJsiLMU Oucomposona y
MALUEHTOB C JIETKOM M YMEPEHHOM CTEIEHbIO MOYEYHOM HEAOCTATOYHOCTH HE OTMedaercs. B
ciydae Tspkenod  modeyHod  HemoctatoyHocTH (KK <20 Mi/mMuH)  KyMymsimust  MOXeT

MMPOUCXOJUTD, 1034 IIpCIIapara HC JOJIKHA ITPCBLINIATh 10 mr B CYTKHU.

IIeueHoUHAS HEAOCTATOYHOCTDH

VYV nmanuMeHToB € LMPPO30M MMEYEHM OTMEYaeTcs BbICOKas BapHaleNbHOCTh W 3HAUYUTEIBHOE
3aMeJUIEHUE MMHHALMY 10 CPABHEHHIO €O 340poBbIMH JtoAbMU (T1/2 Ouconponona cocraBiseT
ot 8,3 10 21,7 yacoB). KnuHnyecku 3Ha4MMble pa3indus GapMaKOKUHETUKU MEXIY NMallueHTaMu
C HOpPMaJIbHOM M HapylIeHHOM (YHKIMEH IeYeHH He BBbISBICHbL. B ciydyae BbIpakeHHOM
MIEYEHOYHON HEJTOCTaTOYHOCTU KyMYJIALMS MOYKET IPOUCXOINTH, U J03a MperapaTa He JOJDKHA

npesblmath 10 Mr B CyTKH.

XCH

VYV mammentoB ¢ XCH Il pynkmumonansroro kinacca no kinaccuduxaruu NYHA Opu1u oTMedeHbl
Oosee BBICOKOE Co/Iep KaHie OMCOMPOIIONa B MIa3Me KPOBU U YBEIMYEHHBIN T1/2 IO CpaBHEHUIO
CO 3/10pOBBIMHU JA00OPOBOJIBIAMU. Cimax OMCOMPOIIONA B IIa3Me KPOBU B PABHOBECHOM COCTOSIHUU

cocraBisieT 64 +£21 ar/Mn mpu  cyrouHor jgoze 10 wmr; Tiz cocraBuser 17 £5 gacos.
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dapmakoknHETHKA Oncomnposoa y nanuenToB d XCH u blaﬁ_-'y:rc-l[%%glﬁﬁﬁ %gwﬂ_{éﬁ ei'/['&;ﬁridunn

MCYCHHU WJIM MTOYCK HC U3yHdaIacCh.

JInIia moKMI0ro BO3pacTa

Y NanuMeHTOB MOXHIIOTO BO3pacTa OTMEYACTCS HE3HAYMTEIbHOE YBEIMYCHHE HEKOTOPBIX
dapmakokuHetnueckux mokazareneit (Tiz, AUC, Cmax) Oucomposiona 1o CpaBHEHHUIO C
MOJIOABIMH ITAaIUCHTAMH, MPCANOJJIOKHUTCIBHO B CBA3W C BO3PACTHBIM CHHMIKCHHUCM ITOYCHYHOI'O
kaupeHca. OIHAKO 3TH pa3liniyus HE SBISIOTCS KIMHUYECKA 3HAYMMBIMH U HE TpPEOYIOT

KOPPEKLHHU 03Bl OHCOIPOIIoa.

6. ®APMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOTaTeJbHBIX BElIECTB

buconpoJoi, 2,5 mr, Ta6J'IeTKI/I, IMOKPBITHIC TNIEHOYHOM 000JI0YKOH

Lemnrono3a mukpokpuctamirnueckas (MKI[-102)
Kpaxman kykypy3Hslid
Kpockapmennosa narpus
Marnus cteapar
KpeMuus auokcur KOJUTOUIHbBIN
Cocmag obonouxu
Omnanapaii 11 xenteiit 85F220035:
ITon¥BUHUIOBBINA CIIUPT
Turana quokcun (E 171)
Makporoan
Tanpk

Kpacutens xenesa okcup xentoiit (E 172)

Buconposon, 5 Mr, TaOJIeTKH, HOKPBITHIE INIEHOYHOW 000JI0UYKOM

Lennronosa mukpokpucramtnueckas (MKI[-102)
Kpaxmai KyKypy3HBbIii

Kpockapmenno3a Hatpust

Maruus creapat

Kpemuus 1uokcua KOIouHbIH

Cocmag obonouxu

Omnanpaii 11 sxenteiid 85F220023:

[TonMBUHUIOBBINA CITUPT
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Maxporo (NOCNEQCBATENEHOCTE 0002)

Turana quokcun (E 171)
Tanpk
Kpacurens xene3a okcu xentoiii (E 172)

Kpacurens xene3a okcup uepHsiii (E 172)

Bucomnpomon, 10 Mr, TabIeTKH, MOKPBITHIE IUICHOYHOH 000JI0YKOUI

[emrono3a mukpokpuctaumyeckas (MKII-102)
Kpaxman kykypy3HbIi
Kpockapmennosza Harpus
Maruus creapar
Kpemuust nMokcu1 KOJIOUAHBIN
Cocmas 0b6010uKu
Omnanpaii 11 6ensrit 85F28751:
[TonMBHUHUIIOBEIN CIUPT
Turana quokcun (E 171)
Makporon

Tanbk

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHeHHUs1)

2 roza.

6.4. Ocobble Mepbl NPETOCTOPOKHOCTH MPH XPAHEHUH

B 3amumnieHHoM OT cBeTa MecTe TpH Temneparype He Boiie 25 °C.

6.5. XapakTep U cojep:KaHHe NEPBUYHOI YIAKOBKH

10 TabneTok B KOHTYpPHOM SIYEHKOBOM YHaKOBKE U3 IUIEHKH MOJMBUHUIXJIOPUAHON U (HOJIBIU
AITFOMUHHUEBOM.

3, 5 nmn 10 KOHTYpHBIX SYEMKOBBIX YNAKOBOK BMECTE C MHCTPYKLIHMEW IO NPUMEHEHHIO

MMOMCIIAIOT B MMTAYKy M3 KapTOHA.
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(o

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCT npu' yém&%ﬁlﬂl—‘_ﬂt‘ﬂuﬁbgb% hagn o

JIEKAPCTBCHHOI'0 nmpemnapara HJIHA 0TX0/10B, MOJIYYCHHBIX mocJjie NPUMECHCHUA
JIEKAPCTBCHHOI'0 IIpenmapara, 1 Apyrue MaHMnyJassuu € nmpemnaparom

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccuiickas ®eoepayus

AO «Padapmar

399540, JIunteukas 0611., TepOyHckuii paiioH, c. TepOyHnsl, yi. JlopokHas, 1. 6A
Ten.: +7 (47474) 2-16-72

DnekTpoHHas nmouta: rafarma@rafarma.ru

7.1. IlpeacraBuTeIb AepKaTEsl PETHCTPALMOHHOIO YA0CTOBEPEHUsI

[Iperen3un norpedbuTENEH HAIPABIATE 110 aIPECY:

Poccuiickas ®@eoepayus

AO «Padapmar

399540, Jluneukas 061., TepOyHckuit paiion, c¢. TepOynsl, yi. Jlopoxnas, 1. 6A
Ten.: +7 (47474) 2-16-72

DnekTponHas nmoyra: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPAIMOHHOI'O YIOCTOBEPEHUA

9. JIATA IEPBUYHOM PETUCTPALIUU (ITIOJATBEPXKJIEHUS PETUCTPAIIUMN,

INEPEPETUCTPALINN)

[lata nepBoii peructpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmast  xapakTepUCTHKa JIEKapCTBEHHOro  mpemapata  bucomporion — gocTtynmHa — Ha

I/IH(I)OpMaI_II/IOHHOM nopraje EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0O COr3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHKaIIMOHHOM ceTu «HTepHeT» http://eec.eaeunion.org/
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