COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.02.2026 Nz 2310

OBIIAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOFPO TIPEITAPATA U007

1. HAMUMEHOBAHUE JTEKAPCTBEHHOI'O IIPEITAPATA
buconponon-AJICH, 2,5 mr, TabneTku
bucomnponon-AJICH, 5 mr, TabneTku

Buconponon-AJICH, 10 mr, TabneTku

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB
JlelicTByto111€€ BEIIECTBO: OMCOTIPOIION

Buconposon-AJICHU, 2.5 mr, TablIeTKH

Kaxxnas Tabnerka cogepxut 2,5 Mr Ouconposiona (B Buae Gpymapara).

Bucomnpoaon-AJICHU, 5 mr, TabaeTKu

Kaxxnas Tabnerka comepkut 5 Mr oucomnposioia (B Buae Gpymapara).

Buconponon-AJICU, 10 mr, TabaeTku

Kaxxnas rabnerka cogepxut 10 mr 6uconposnona (B Buae Gpymapara).

[TonHbIM IepeyeHb BCIOMOTaTEeIbHBIX BEUIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHASY ®OPMA
Ta0meTku.

Bucomnpoaon-AJICHU, 2.5 mr, TabaeTKu

Kpyribie Tabnetku 6e10ro wim mo4tu 0e10ro 1BeTa, INIOCKOIMINHIPHIEeCKUE ¢ (acKOu.

Buconpomnon-AJICHU, 5 mr, TabaeTku

Kpyrasie TabneTku 6e10ro mim mouTy 0e10oro IBeTa JBOSKOBBITYKION (DOPMBI ¢ PHCKOM C OTHOU
CTOPOHBIL.

Bucompomnon-AJICHU, 10 mr, TabaeTku

Kpyrnbie TabnaeTkn 6emoro wim no4Ty 06e10ro 1BeTa, IIIOCKOIMINHIPUYECKIE C PUCKON C OTHOM

CTOPOHBI U (PacKOH.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K NPUMEHEHHUIO

[Ipenapat buconponon-AJICH noka3aH Kk IPUMEHEHHUIO y B3pOCibIX B Bo3pacTe oT 18 yer ans
JICUCHMUSL:

— apTepuaIbHON TUIEPTEH3UH;

— MIIEMUYECKON O0JIe3HU cepAla: CTaOMIbHON CTEHOKApInY;

— XpOHUYECKOH cepaeuHoit Hepocrarounoctu (XCH).
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4.2. Pexxum 103UPOBAHUSA M CTIOCO0 MPUMEHEHHs

PexxuM 103upoBaHus

ApmepuanvHnas cunepmen3us u cmadUuIbHASL CMEHOKAPOUs

Bo Bcex ciydasix pexxuM nmpuemMa U 103y noAOupaeT Bpad KaKJIOMy MallUeHTy UHIMBUYalbHO, B
YaCTHOCTH, YUUTBIBast 4acToTy cepaeunbix cokpameruit (YCC) u cocTosiHMEe MalfenTa.

OOBIYHO HaYaNTbHAS 1032 OUCOTIPOIIoIia cocTaBisieT S Mr 1 pa3 B cyTku. [Ipu He0OX0AMMOCTH 103y
MOXHO yBennuuTh 10 10 mr 1 pa3 B cyTkw.

[Ipn nedeHWUM apTEepHATBHOW TUIEPTEH3WMH W CTAaOWIBLHON CTEHOKApJIUW MaKCHMaJlbHas
peKoMeH10BaHHasl J103a npenapata buconpomon-AJICH coctasnsier 20 mr 1 pa3 B CyTKH.
Xponuueckas cepoeunas neoocmamounocms (XCH)

CranpaptHas cxema JICUCHUS XCH BKJIFOYAET MIPUMEHEHHE WHTHOUTOPOB
aHruoTeH3uHIpeBpaniaroniero gepmenta (AIID) wim aHTarOHWCTOB PELIENTOPOB AaHTHOTECH3UHA
Il (B cnmyuae HenmepeHocumocTu HHTHOUTOPOB AIID), Gera-anmpeH0OI0KATOPOB, TUYPETHKOB H,
(bakyIbTaTUBHO, CEPACYHBIX TTTUKO3UIOB.

Hauano neuenuss XCH npenapatom buconponon-AJICU tpeOyer 00s13aTenbHOIO MPOBEACHUS
crenuanbHoi (ha3bl TUTPOBAHUS U PEryssipHOrO BpaueOHoro KoHTpousd. I[IpeaBapuTenbHBIM
ycloBHeM i JiedeHus mnpemnapatoMm bucomnpomnon-AJICU sBasercs crabunbHas XCH 06e3
IPU3HAKOB 000CTPEHUSI.

Jleuenne XCH mnpenaparom buconponon-AJICH HaunHaeTcsi B COOTBETCTBUU CO CIIENYIOLIEH
cxemoit TuTpoBaHus. Ilpu »TOM MoOXeT mNOTpeOdOBaTbCd WHAWBUIyajdbHAs ajJanTanus B
3aBHCUMOCTH OT TOT'0, HACKOJILKO XOPOIIO MAI[MeHT MEPEHOCUT Ha3HAUYEHHYIO /103y, TO €CTh 703y
MO>KHO YBEJIUYHMBAThH TOJILKO B TOM CTydae, €CJIM Mpebayas 103a XOpollo nepenocunack. Jis
o0OecrieueHnss COOTBETCTBYIOIIErO IMpoIlecca TUTPOBAHMS HAa HAYaJIbHBIX JTamax JeUYeHUs
PEKOMEHIyEeTCsl TPUMEHSATHh OMCOTPOJION B JICKAPCTBEHHOM (hopMme TabJIeTKH 1Mo 2,5 MT.
Pexomenayemas HawanmbHast 703a Oucomnposoia coctasisieT 1,25 mr 1 pas B cyTku. B 3aBucumoctu
OT UHJIMBUIYAJIbHON MEPEHOCUMOCTH 103y CJIEyeT MOCTENEHHO MOBbIIIATh 10 2,5 mr, 3,75 wmr,
5 wr, 7,5 mr u 10 mr 1 pa3 B cytku. Kaxxgoe nocnenyromiee yBeanueHHe 1036l OMCOMPOI0ia
JOJI’KHO OCYIIECTBIISITHCS HE paHee, YeM uepe3 2 HeJeIH.

B ciygae HeoOxomumocTn oOecriedeHus pekuMma J03WpOoBaHUs Tpemnaparta B go3e 1,25 Mr u
3,75 Mr y ompeleieHHBbIX TPYII MAlMEeHTOB CIEIYET MPUMEHSATh JEKAPCTBEHHbIE Mpenaparhbl
Oucomnpomnona B 103€ 2,5 Mr, ¢ PUCKOH, PyTruX MPOU3BOAUTEINCH.

B cnydae HazHaueHus npenapara B go3e 2,5 mr, S Mr u 10 Mr ciietyeT npuMeHITh JIEKapCTBEHHBIN
npenapat buconponon-AJICU B cCOOTBETCTBYIOIIEH T1O03UPOBKE.

Ecnu yBennuenue 10361 pemnapara mioxo MnepeHOCUTCS MallieHTOM, BO3MOKHO CHUYKEHUE JIO3bI.

MaxkcumanbHasi peKoMeH10BaHHas1 103a 6uconposona npu XCH cocrasmusier 10 mr 1 pa3 B cyTku.
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Bo BpeMs TUTPOBaHHS PEKOMEHIYETCS PETYIIAPHBIN KOH:ILH)TF[:' E&E&“aﬁ%@ I:Iia'BFIé'}Il:[l/f:;{UFAH),

YCC wu crenenu BolpaxkeHHOCTH cumnToMoB XCH. Ycyryonenune cumnromoB XCH BO3MOHO
y>K€ ¢ IEPBOro JHSA NPUMEHEHHU Ipenaparta. Eciau manueHT MIoXo NEepeHOCUT MaKCUMAaJbHYIO
PEKOMEHIOBaHHYIO J03y Mpernapara, CileayeT pacCMOTPETb BO3MOXHOCTh ITOCTENEHHOTO
CHUKEHUS JT03bI.

Bo Bpemst (hazbl TUTpOBaHMS UIIH TIOCIIE HEE MOTYT BO3HUKHYTh BPEMEHHOE XY IIICHUE TCUCHHS
XCH, aprepuanbHasi TUIIOTEH3US WK Opagukapaus. B sToMm ciyuae pekoMeHayercs, Mpexie
BCEr0, MPOBECTH KOPPEKLHUIO J03 NPEenaparoB COMYTCTBYIOLIEH Tepanuu. TakxkKe MOXKET
noTpeOoBaThCS BPEMEHHOE CHIDKEHUE 03bI npernapaTa buconpomon-AJICU wim ero oTMeHa.
[Tocne crabunm3alyy COCTOSIHHS TMAIMEHTAa CIEAyeT MPOBECTH MOBTOPHOE TUTPOBAHME HO3BI,
1100 MPOAOIKUTE JICUCHUE.

Jleuenne npemaparom brucomnposnon-AJICU 00bIdHO SBISETCS JOJTOBPEMEHHOM TEpaIUei.

Oco0rIe I'pynIibl TanMEHTOB

THayuenmuwr noowcunozo eospacma
Koppexkiun 10361 He TpedyeTcs.
layuenmol ¢ napywenuem GyHKyuu nouex Uiy neyeHu
[Tpu HapyIIeHusAX GYHKINY IEYEHHU WK NTOYEK JIETKON WM YMEPEHHO! CTENeHN KOPPEKTUPOBATh
7103y OOBIYHO HE TpeOyeTCH.
[pu BeIpaXXeHHBIX HapymeHusX GyHkuuu mouek (kmupeHc kpearuanHa (KK) menee 20 mu/muH)
U y TAllUEHTOB C TSDKENBIMM 3a00JIEBaHUSMH NIEUEHH MaKCUMaJlbHasi CyTOYHasl 1033 COCTABIISET
10 mr. VBenuveHue 10361 y TAaKUX O0JTBHBIX JOIKHO OCYIIECTBISATHCS C 0CO00I OCTOPOKHOCTHIO.
K mHacrosimemy BpeMeHM HEIOCTATOYHO JaHHBIX OTHOCHTEIBHO MpPHUMEHEHMs IpernapaTa
buconponon-AJICU y manumentoB ¢ XCH B couetanum ¢ caxapHbiM nuaberoM 1 Tuma,
BBID@KEHHBIMH ~ HApyIIEHUAMHU  (YHKIMM  TOYEK  W/WIM  TEYEHHM, PECTPUKTUBHOU
KapJIMOMUONATUEH, BPOXKICHHBIMM IIOPOKAMHU CepJla WIM IMOPOKOM KJalmaHa cepiaua ¢
BBIPQ)KEHHBIMH T€MOJUHAMUYECKHMMH HApyIICHUSAMH. Takke MO CHUX MOp HEe ObUIO MOJIyueHO
JIOCTAaTOYHO JAaHHBIX OTHOcuTeNnbHO mamueHToB ¢ XCH ¢ mH(papkTOM MHOKapaa B TeueHHE
MOCJIIETHUX 3 MECSIIEB.

eTH
BezonacHocTh 1 3 PeKTUBHOCTH OHCOMPOIIONA Yy IeTeH Ha TaHHBIH MOMEHT HE YCTaHOBIICHBI.

Cnooco0 nnpuMeHeHus

Tabnerku mnpenapata bucomnponon-AJICU cnexyer mpunumarh | pa3 B CYTKH, yTpOM, C
HEOOJBIIUM KOJMYECTBOM KHIKOCTH, HE3aBHCHUMO OT BPEMEHHU IpHema NUIU. TabieTku He

CJICOAYCT pa3’KCBbIBATH WJIM PACTUPATH B IIOPOIIOK.
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4.3. IIpoTBONOKA3AHUS

— TUIEPUYYBCTBUTEIBHOCTh K OHMCOMPONONY WM K JII0OOMY M3 BCIIOMOTATENbHBIX BEILECTB,
IIEPEYUCIICHHBIX B paszzaene 6.1;

— ocTpas cepieuHas HejgocratrouHoctb, XCH B craaum jaekommeHcanuu, TpeOyromas
IPOBEICHUS] HHOTPOIIHOM Tepanuu;

— KapJIHUOTEHHBIU IIOK;

— arpuoBeHTpuKyIsipHas (AV) 6mokazna Il u Il crenenu, 6e3 AMEKTPOKAPINOCTUMYIISITOPA,

— CHHJPOM caboCTH CHMHYCOBOTO y371a;

— CHHOATpuajbHas 0JI0Kana;

— BeIpaxxeHHas Opagukapaus (UCC menee 60 yi/MuH) 10 Havajia TEPAITHH;

— BBIp@XEHHAas apTepualibHas rurnoteH3us (cucroandyeckoe AJl menee 100 Mm pT. CT.);

— TsDKenble POpMbI OPOHXUAIBHOM acTMBI;

— BBbIp@XEHHBIC HAPYIICHHS MEPUPEPUIECKOT0 apTepHAILHOTO KPOBOOOPAIICHUS UM CUHIPOM
Peiino;

— (eoxpomoruToMa (63 OJHOBPEMEHHOTO IPUMEHEHUS allb(a-apeH0OI0KATOPOB);

— MeTaboJIUnYEeCKUN anuaos.

4.4. OcoOble yka3aHHsl U MePbI PEI0CTOPOKHOCTH NMPHU MPUMEHEHU !

C OCTOpPOKHOCTLIO:

— TMPOBENIEHUE IECEHCUOMIN3UPYIOIICH TEPAInu;

— cre”okapaus [IpuHnmMerana;

— THPEOTOKCHUKO3;

— caxapHblii auaber | Thma u caxapHbpIil TMa0eT CO 3HAYNTEILHBIMU KOJICOAaHUSIMU KOHIICHTPAITIHI
TJIIOKO3bI B KPOBU;

— atpuoBeHTpuKYJsipHas (AV) oiokana | crenenu;

— BBIpaXeHHas rmovyeunas HepocraTouHocTh (KK menee 20 Mn/Mun);

— BbIpa)KEHHBIC HApYLIEHUs PYHKIINU [I€YCHH;

— Tcopuas;

— PECTPUKTHBHAS KapIUOMHOIATHS;

— BpOXJIEHHBICE TOPOKH Cepalla WIM TOpPOK KiamaHa cepAlna C  BBIPaXEHHBIMU
reMOJUHAMUYECKUMH HapyLICHUSIMU;

— XCH c unapkToM MHOKapaa B TCYCHHE MOCIEIHUX 3-X MECAIICB;

— HapylieHus nepudeprudeckoro apTepUallbHOrO KpPOBOOOpAIICHHS JIETKOW W yMEpPEHHOM

CTCIICHU;
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— TsDKelble (OPMBI XPOHHYECKOW OOCTPYKTHB

OpOHXHUATBHOM aCTMBI;
— OpoHxocmnasm (B aHaMHE3e),
— aJJIEPTUYECKHE Peakinu (B aHAMHE3E);
— 0OUUpHBIE XUPYPrUUECKUE BMEIIATEIbCTBA U 00111asi aHECTE3HS;
— cTporas IueTa;
— OepeMEeHHOCTh, IEPUO/] TPYAHOTO BCKAPMIIMBAHUSL.
Ipexpawenue mepanuu u « CUHOPOM OMMEHBLY
He cnenyet pe3ko npephIBaTh JeueHHE OMCOMPOIIONIOM WM MEHSATh PEKOMEHIOBaHHYIO 103y 0€3
MpeBapUTENbHON KOHCYJIbTAlMM C BPayoM, TaK KaK 3TO MOXKET MPHUBECTH K BPEMEHHOMY
YXYALIEHUIO JeSITeIbHOCTU CepILa.
JleueHue He cleqyeT NMpephiBaTh BHE3AITHO, OCOOCHHO Y MAIMEHTOB C MIIEMHUYECKONW OOJIE3HbBIO
cepaua (MBC) (ormeuanoch yTsDKENEHHE MPUCTYIIOB CTCHOKApAWHW, pa3BUTHE HH(papKTa
MHOKapAa U BO3HUKHOBEHHUE KEITYIOYKOBBIX apuTMUi y mnamueHtoB ¢ MbC npu BHe3amHOM
MpeKpaIieHuu npueMa oera-aapeHo010kaTopoB). Ecinu npekpaiienue jgedeHuss Heo0X0auMo, TO
703y Oucorposona cieayeT CHUXKATh IOCTENEeHHO. B cilyuae 3HAYUTENIBHOTO YTSKEICHHS
CTCHOKapIUH WM Pa3BUTHs OCTPOTO0 KOPOHAPHOI'O CHHIPOMA CIIEIyeT BPEMEHHO BO30OHOBHTH
pueM OHCoIpoIIoa.
3abonesanus, npu KOMoOpvIX HEOOXOOUMO C OCHOPONHCHOCMbIO NPUMEHAMb NPEenapam
Bucomnpomnon ciaenyer NpuMEHSTh ¢ OCTOPOKHOCTBIO B CIEAYIONIUX CIIydasx:
- Tsoxensie popmbl XOBJI u HeTsxenbie GopMbl OPOHXHATBHON aCTMBI;
- caxapHblii [uabeT co 3HAYUTENbHBIMH KOJIEOAHUSMHU KOHIIEHTPAILMHU TJIIOKO3bl B KPOBHU:
OHCOMPOJION MOXET MAaCKUpOBaTh CHUMIITOMBI TUIOTJIMKEMUU (BBIPQXKEHHOTO CHIKEHUS
KOHIIGHTPALMU TJIIOKO3bl B KPOBM), TaKW€ KaK TaXWKapAus, cepAleOMeHHEe WM TOBbIIICHHAS
HOTIMBOCTD;
- CTporas JueTa;
- MPOBEJICHUE 1ECEHCUOUTN3UPYIOIIEH Teparnu;
- aTPUOBEHTPUKYIIsApHas Oyokana I crenenuy;
- Ba30CMacTUUecKas CTeHOoKapaus (creHokapausi IlpuHiMerana): HaOdroAanMCh Claydau
KopoHapocna3zma. HecMoTps Ha BBICOKYIO 0€Ta1-CeNeKTUBHOCTD, IPUCTYTIBI CTEHOKAPAUU HENb3s
MOJIHOCTBIO UCKITIOYUTH ITPU IIpreMe OMCOTpoIIoia y MalueHToB co cTeHoKapauei [Ipunimerana.
Crenyer ¢ 0co00i OCTOPOXKHOCTHIO MPUHUMATH Tpenapar.;
- HapyleHus: nepudepuyeckoro apTeprualbHOr0 KpOBOOOpAIIEHUS JIETKOH U yMepeHHOH
CTerneHH (B Havaje Tepanuy MOXKET BOSHUKHYTh YCUJIEHUE CUMIITOMOB);

- rcopua3 (B TOM 4MCJIe B aHAMHE3€).
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3abonesanus cepoeuno-cocyoucmot cucmemobl

Bera-anpenoOnokaTopsl HE JOJDKHBI HNPUMEHSTHCA IMPH JIEKOMIICHCUPOBAHHON XPOHHYECKOM
cepAeYHON HeIOCTATOYHOCTH JI0 TeX TOp, OKa COCTOSIHUE TallMeHTa He CTa0MIN3UPOBAIOCH.
Ha HayanpHbBIX 53Tamax MNpUMEHEHHs] OHCOMposiojia MAlUEHThl HYXAAIOTCI B IMOCTOSIHHOM
HaOJIFOJEHUH.

Bera-anpenoOiokaTopsl MOTYT BbI3bIBaTh Opaaukapauio. [Ipu ypexxennn YCC B mokoe menee 50—
55 ya/MHH crieflyeT yMEHbIIUTD J03Y WU MPEKPATUTH IPHEM OHCOMPOIIoa.

Kak u npyrue 6era-aapeHo010kaTopbl, OMCOMPOIION MOKET BbI3bIBATh YAJMHEHHE HHTepBana PQ
Ha snektpokapauorpamme (DKI'). Cremyer ¢ OCTOPOXKHOCTBIO TPUMEHSATH OHMCOIMPOJION Yy
NAIMEeHTOB C aTPUOBEHTPUKYJIAPHOM Oi0Kazoi I cTenenu.

HecenextuBHble OeTa-agpeH00I0KaTOPhl MOTYT YBEITHYMBATH YAaCTOTY U MPOAOIDKUTEIBHOCTD
AQHTMHO3HBIX MPHUCTYMOB Yy TMAlMEHTOB C Ba30CHACTHYECKON CTeHOKapAuel (CTeHoKapaus
[Ipunimerana)  BCIEICTBHE  OIMOCPEIOBAHHON  anb(a-pelentopamMd  Ba30KOHCTPUKLUU
KopoHapHOH aptepuu. KapamnocenekTuBHBIE OeTai-aapeH00I0KaTOpsl (BKIOYAas OHUCOMPOIION)
IIPYU Ba30CNAaCTUYECKONW CTEHOKApIUH CIEAYET IIPUMEHSATH C OCTOPOKHOCTBIO.

K nHacrosimiemy BpeMeHH HEIOCTAaTOYHO JAHHBIX OTHOCHTEIHHO NMPUMEHEHHs Oucomposona y
nanreHToB ¢ XCH B coueranum ¢ caxapHbiM auadbetoM | Tuma, BeIpa)KCHHBIMH HapyIICHUSIMA
(GYHKIMU TOYEK W/ TEYSHH, PECTPUKTUBHON KapAMOMHONATHEH, BPOXKICHHBIMU MOPOKAMU
cepla MM MOPOKOM KilalaHa CepAua ¢ BbIPa)KEHHBIMH I'€MOJMHAMHYECKMMH HapyIIECHUSMHU.
Taxoke 10 cux Top He OBLIO0 MOTYYEHO TOCTATOYHBIX JaHHBIX OTHOCUTENIBHO nanueHToB ¢ XCH ¢
uH(}apKTOM MHUOKap/ia B TEUEHHE TOCIEAHUX 3-X MECALIEB.

Lvixamenvuasa cucmema

HecmoTpst Ha TO, YTO celeKTUBHbIE OeTai-aApeHOOIIOKATOPH B MEHBIICH CTENEHH BIHSIOT Ha
(GYHKIUIO IbIXaTeNbHON CHUCTEMBI, YeM HECEJIeKTUBHbIE OeTa-aJpeHO0I0KaTOPhI, MalueHTaM C
XOBJI n HeTsprenpiMu hOpMaMHu OPOHXUATBLHOM aCTMBI OMCOITPOJION CJIETyEeT Ha3HAYaTh C 0COO0M
OCTOPOXXHOCTBIO U TOJIBKO B TOM CIIy4ae, €CJIM BO3MOXKHBIE IPEUMYILECTBA €r0 MPUMEHEHUs
NPEBBIIAIOT NOTEHIHAIbHBIN puck. [lpu OponxmansHoit actme wuimn XOBJI mokazaHo
OJIHOBPEMEHHOE IPUMEHEHHE OPOHXOIMIATUPYIOUIUX CPEACTB. Y MallUEHTOB C OpOHXHATLHOU
acTMOM BO3MOJKHO TOBBIIIEHHWE PE3UCTEHTHOCTU JAbIXaTeIbHBIX IyTeil, 4To Tpedyer Ooiee
BBICOKOM J103bI 0€Taz-aIpeHOMUMETHKOB.

VY manuentoB ¢ XOBJI Oucornposon, Ha3HauYaeMblii B KOMIUIEKCHOM TEpaIruu ¢ HENbI0 JCUCHHS
CEp/IeYHON HENOCTAaTOYHOCTH, CIeyeT HAUMHATh C HAMMEHBIIEN BO3MOKHOU 10361, a NALlUEHTOB
THIATEIbHO  HAOMIOJaTh HA  TOSABJIEHHE HOBBIX CHUMIOTOMOB  (Hampumep,  OJBIIIKH,

HEMEePEeHOCUMOCTH (PU3MYECKUX HArpy30K, Kaluis).
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[Tpu HeoOX0IUMOCTH MPOBEACHUS XUPYPIHUECKUX BMEIIATENILCTB CIEAYEeT MPeAypPeInTh Bpada-
aHecTe31oJIora O TOM, YTO MAIMEHT MPUHUMAET OeTa-aJApeHOOI0KATOPhI (PUCK JICKAPCTBEHHBIX
B3aMMOJICCTBUH C pPa3BUTHEM TSOKENBIX OpaguapuTMUN, yMEHBIICHUS pedICKTOPHOU
TaxuKapJuu M apTepuaIbHON THUNOTEeH3WH). Pekomenmyercs 0e3 sSBHOW HEOOXOAMMOCTH HE
npeKpamarh mprueM OHUCOMpOoIIoNia B MEPHONEPAMOHHOM Mepuoje (Tak Kak Onokama Oera-
aJPEHOPEIENTOPOB CHIDKAET PUCK BO3HUKHOBEHUS APUTMHUI U UIIEMHUHM MHUOKapaa BO BpeMs
BBOJTHOTO HAPKO3a U MHTYOAIIMH Tpaxen).

B ciayyae HeoOXOAMMOCTHM TpepbIBaHUS JICUEHUS OHCOINPOJIONIOM TMeped TMpOBEICHHUEM
XUPYPIUYECKOTO BMEIIATENbCTBA, MpenapaT cleAyeT OTMEHUTh HEe MeHee ueM 3a 48 yacoB 10
oTepaluu.

Deoxpomoyumoma

VY nanueHToB ¢ (GEOXpPOMOLUUTOMON OHMCOIPOSION MOXKET OBbITh Ha3HAYeH TOJIBKO Ha (oOHE
npuMeHeHHs anbda-aIpeHoOI0KaTOPOB.

Tupeomoxcuxos

[Ipn tunepyHKIMU TIMTOBHIHOW >KeJe3bl OeTa-aJApeHOOJIOKATOPhI (BKIOYAas OHMCOIPOJION)
MOTYT MAaCKHpOBaTh TaXWKApAUIO U YMEHbLIATh BBIPAXKEHHOCTh CHUMIITOMOB THPEOTOKCHKO3A.
Pe3kast oTMeHa mpemnapara MOXET BbI3BaTh OOOCTPEHHME CHUMITOMOB 3a00JI€BaHHS U Pa3BUTHE
TUPEOTOKCHYECKOTO KpHU3a.

Peaxyuu nogviuwennoi uyscmeumenvHocmu

bera-anpeHoOnokaropsl, BKIOYas OHCOIMPOJION, MOTYT TIOBBICUTH YYBCTBUTEIBHOCTH K
aJyiepreHaM U TSOKECTh aHa(QUIAKTUYSCKUX pPeaKIHii/peakiuii TMIepYyBCTBUTEILHOCTH H3-32
ocnalleHus: aJpeHepruyecKod  KOMIICHCATOPHOW  peryisiiuu ToJ  JAedcTBHeM OeTa-
anpeHoOokaTopoB. [IpruMeHeHre 0OBIYHBIX TEPANIEBTHYECKUX 103 dSTTMHEPpHHA (aApeHaTnHa) Ha
dboHe mpuema OeTa-apeHOOIOKATOPOB HE BCErAa MPUBOIUT K JIOCTHKEHHUIO JKEIAeMOTO
KIuHU4eckoro 3¢ dexra. Heobxommmo cobmroaaTh OCTOPOKHOCTD MPU HA3HAUESHUU OHCOMPOIIOIIa
MAIUEHTaM C TSDKETIBIMU PEaKIUsIMU TUIePIYBCTBUTEIFHOCTH B aHAMHE3€E HIIH ITPOXOISAIIIM KypC
IeceHCUOMIN3aIniy.

llcopuas

[Ipu pemeHun Bompoca O NPUMEHEHHH OHCONPOJIONA y TAlMEHTOB C IICOPUA30M CIIEAyeT
THIATETFHO COOTHECTH MPEIoaraeéMyro MoJib3y OT MPUMEHEHHS Tpernapara i BO3MOXKHBIN PUCK
o0ocTpeHus TeueHus copuasa.

Koumaxmmvle nunzol

[TanueHThl, MONB3YIOMIMECS KOHTAKTHBIMHU JIMH3aMH, JOJDKHBI YYUTHIBaTh, 4YTO Ha (QOHE

npruMeHeHHs OeTa-aIpeH00I0KaTOPOB BOZMOXKHO CHIKEHHE MPOAYKLIUH CIE3HON JKUIKOCTH.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

B3auMOeliCTBUA

HepekoMmeHayeMble KOMOUHAIIMA

Jleuenue xponuueckoul cepOeuHou HedoCmamouHoCmu

AHTHapuUTMHYECKUE cpeacTBa | kimacca (Hampumep, XUHHAWH, TU3OMHpPaMU, JIUJOKauWH,
¢denuronH, hraexkanHu, nponadeHoH) Ipu 0JTHOBPEMEHHOM PUMEHEHUH C OUCOTIPOIIOIOM MOTYT
CHIXATh AV U COKPaTUTEIbHYIO CIOCOOHOCTh CepIia.

Bce nokasanus k npumenenuro npenapama

brokaropsl «MemieHHBIX» KanblueBbiXx KaHaioB (BMKK) tuma Bepanmamuia u B MeHbIIEH
CTETICHH, IUITHA3EeMa, IIPU OJTHOBPEMEHHOM IMPUMEHEHUHU ¢ OMCOMPOIIOIOM MOTYT IPUBOJIUTH K
CHIDKEHHIO COKPATUTEJIbHOW CHOCOOHOCTHM MHOKaplaa M HapyuieHuto AV mpoBoaumocTH. B
YaCTHOCTH, BHYTPUBEHHOE BBEJCHHE BepamaMuia MalueHTaMm, I[pUHUMalmuM OeTa-
aZpEHOOIOKATOPBI, MOXKET MPUBECTH K BRIPAXKCHHOW apTepHaIbHON THNIOTeH3UU U AV O1okane.
I'mnoTeH3WBHBIE CpPENCTBA LEHTPAJIBHOTO JCWCTBHS (TakMe Kak KIOHHUIWH, METHIIIONA,
MOKCOHMJIMH, PUJIMEHUANH) MOTryT npuBecTd K ypexkeHuto UCC M CHMKEHHUIO CeplIedHOro
BbIOpOCa, a TakXe K Ba30JWiIaTallid BCIEJACTBUE CHUKEHHS LEHTPAILHOTO CHUMIATHYECKOIO
ToHyca. Pe3kas oTMeHa TMIOTEH3MBHBIX MpPENapaToB IEHTPAIbHOIO JAECUCTBUSA, OCOOEHHO 0
OTMEHBI  0eTa-agpeHO0JIOKAaTOPOB, MOXET YBEIWYUTh PUCK Pa3BUTHS  «PUKOILETHOI»
apTepuaIbHON TMIIEPTEH3UH.

DUHTOIUMO MOKET YCHUIIUTh OTPUIIATEIbHBIN XPOHOTPOIHBIN 3P (eKT OeTa-aapeH00I0KaTOPOB
U TPUBECTH K BBIpAXXEHHON Opanukapauu. OZHOBpeMEHHOE NpHUMEHEHHE (GUHTONIMMOAAa W
Ouconponona He pekoMeHayercs. B ciaydae HE0OXOAMMOCTH OJHOBPEMEHHOTO MPUMEHEHHS
¢uHromuMoza u Oucomposona TpedyeTcs TareabHoe HAOII0AeHUE 32 COCTOSHUEM TallueHTA.
Pekomenayercs HaumHaTh KOMOWHUPOBAHHYIO TEpamui0 B YCIOBHMSX CTallMOHapa U
OCYIIECTBIISATh COOTBETCTBYIOIIMNA MOHUTOPHHT (TOKa3aH MTenbHbIH KoHTposbs UCC, mo
MEHBIIEH Mepe [0 yTpa CICAYIOLEro JHSA I0C/IE€ IEPBOr0 OAHOBPEMEHHOIO IIpHUEMa
(uHrONMMMOa U OUCOMPOIIOIIa).

KomOuHamu, Tpedyromnie 0co00ii OCTOPOKHOCTH

Jleuenue apmepuanvholl cunepmensuy U CMmeHoKapouu

AHTHapuTMHYecKHe cpencTBa | kiacca (Hampumep, XUHMIWH, TU3ONMHUPAMHUJ, JUAOKAWH,
¢dennronH, hraexanHu, nponadeHoH) Ipu 0JTHOBPEMEHHOM PUMEHEHUH C OUCOTIPOIIOIOM MOTYT
cHIKaTh AV U COKpaTUTENIBHYIO CIIOCOOHOCTh MHOKap/Ia.

Bce noxazanus k npumenenuro 6UConponoid

BMKK npou3BoaHbIe TUTHIPONHPUANHA (HapuMep, HUpeaunuH, GeIounuH, aMIOJUIHH) TP

OJTHOBPEMEHHOM IpPHUMEHEHHH C OHCOMPOJOIOM MOTYT YBEJIWYMBATH PUCK PA3BUTHA
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YXYyILICHUsI COKPATUTENbHOM (PyHKIINH cepa.

AnTtnapurmuyeckue cpenctna Il kiacca (Hanpumep, aMHOAapOH) MOTYT YCHIIMBATh HapyIICHHE
AV NpoBOAMMOCTH.

JleiicTBre GeTa-aapeH00I0KaTOPOB IJIsi MECTHOTO IIPUMEHEHUs (HampuMep, TJIa3HbIX Kareb AJis
JICYCHHsI TJIAYKOMBI) MOXKET YCHJIMBAaTh CHUCTeMHBIE 3(QexTsl Oucomponona (cHmwkenue Al
ypexxkenne UCC).

[TapacuMIaTOMUMETHUKH MPU OJHOBPEMEHHOM NMPUMEHEHUH ¢ OMCOMPOIIOTIOM MOTYT YCHIIMBAThH
HapyIIeHUE aTPUOBEHTPUKYIISIPHON TPOBOAUMOCTH U YBEIMUMUBATH PUCK PAa3BUTHS OpauKapanu.
lMunornukemMuyeckoe NeHCTBUE HHCYIMHA WIH THIIOTIMKEMHUYECKUX CPEICTB IS TPHEeMa BHYTPb
MOXET yCcuJInBaThCs. [IpH3HaKy THIIOTIIMKEMUH, B YaCTHOCTH, TAXUKAPAUS, MOTYT MaCKUPOBAThCS
win nojaBnATbea. [lomoOHble B3auMopelcTBUs Oojiee  BEpPOATHBI MpPU  NPUMEHEHUU
HECEJICKTUBHBIX OeTa-aipeH00I0KaTOPOB.

CpencTBa Ui IpoBEACHUS O0ILEl aHeCTe3MH MOTYT YBEIMYUBATh PUCK KapAHOACTPECCUBHOTO
JEHCTBUSL, IPUBOJIS K apTEPUAIBHON THIIOTCH3UN.

CepaeuHble TTIMKO3U/IbI TPU OAHOBPEMEHHOM MPUMEHEHUU ¢ OMCOIPOJIOIOM MOTYT MIPUBOJIUTH K
YBEJIMUYEHUIO BPEMEHHU MPOBEJICHUSI UMITYJIbCA M, TAKUM 00pa3oM, K pa3BUTHIO OpauKapIuu.
Hectepouansie npotuBoBocnanurenbhbie npenapatsl (HIIBIT) MoryT cHM>kaTh THIIOTCH3UBHBIM
ad ekt ducornpomnona.

OnHOBpeMEHHOE TMpHMEHEHHWEe Oucomposona ¢  OeTa-aIpeHOMUMETHKamMu  (Harmpumep,
W30MPEHAINH WA T00OYyTaMUH) MOXKET NMPUBOJIUTH K CHIDKEHUIO 3 eKTa 000uX MpenapaTosB.
Coueranue Oucomposiofa C aJpeHOMUMETHKaMM, BIHMSIOIIMMU Ha Oera- M Ha anbda-
aZpeHopenenTopel  (Hampumep,  HOpINUHEDPHH,  HSNUHEPPUH), MOXKET  YCHIMBATH
Ba30KOHCTPHUKTOPHBIE J(PGEKThI OITUX CPEACTB, BO3HUKAIOMIUX C ydacTueMm aib(da-
aZpeHOPENEenTOPOB, MpuBOIsa K NoBbimeHnio AJl. [lomoOHbIe B3anmonelicTBHs 00yiee BEPOSITHBI
IpY IPUMEHEHUU HECEIEKTUBHBIX OeTa-aapeHO0IOKaTOPOB.

AHTUTUIICpPTCH3UBHBIE ~ CPEJICTBA, TaKXe Kak M Jpyrue CpeAcTBa C  BO3MOXKHBIM
AQHTUTUIIEPTEH3UBHBIM  d(ddexToM  (Hampumep,  TPULMUKIUYECKHE  aHTHUIEIPECCAHTHI,
OGapOuTypartsl, HEHOTHA3HHBI), MOTYT YCUIIMBATh TUTIOTEH3UBHBIN 3 PeKT Orcompooa.
MeduioxuH npu OJHOBPEMEHHOM MPUMEHEHHHM C OMCOMPOJIOIOM MOXET YBEJINYHMBATH PHUCK
pa3BUTHS OpaguKapIHH.

WNuruburopsr MmonoamuHokcuaasbl (MAQO) (3a uckimoucHueM wHruoutopoB MAO B) moryt
YCUJIMBATh THIOTEH3UBHBIN 3(dekT Oera-anpeHobsokatopoB. OTHOBPEMEHHOE NPUMEHECHHE

TAKKEC MOXCT MMPUBCECTU K PA3SBUTUIO TUIICPTOHUYCCKOT'O KpH3a.
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KomOuHaImu, KOTOpeIE CIEAYET HPUHUMATH BO HI/IMaHI/IQ

Ankanoudwsi cnopuviHvu

HerunpupoBanHble  alKaJOWABl  CIIOPHIHBM  TOBBIMIAIOT PHCK  Pa3BUTHUS  HAPYIICHHIA
nepu(epuyeckoro KpoBOOOpaIIeHUsl. DProTaMUH TOBBIIIACT PUCK PA3BUTHS HapPyIICHHS
nepuepruIecKoro KpoBOOOpaIICHHUS.

DapmarokuHemuyeckKue 63aumMo0eticmsusl

B ¢apmakoKMHETHUECKUX WCCIICOBAHMSIX HE BBIABICHBI B3aWMOJCUCTBUS OHCOMpOINIONa ¢
THA3UJAHBIMH JHYPETHKAMH, TaKHMH KaK THIPOXJIOPOTHA3UI M IUMETHUAMH. bucomposon He
okazeiBa) d(pdexkra Ha (papMakokMHETHKY TeobwuiMHA. PudamMnunuH yBenuuuBaeT
MEeTabONMUECKUN KIMPEHC M YKOpAauWBaeT IEPUOJ IONYBBIBEJACHUS OWCOMPOIIONA, OJHAKO
KOPPEKIINHU JI03bI Tpernapara He Tpedyercs. bucomnpomnoin He BIMseT Ha MPOTPOMOUHOBOE BPEMS Y

MaIMEeHTOB, MOJIYYaOIUX CTa0UIBHYIO 103y BapdapuHa.

4.6. DepTUIBLHOCTDH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

dapmaxonoruueckue 3PpPexTsl OMCONpPoIIoia MOTYT OKa3aTh HEOIAronpusITHOE BO3/IEHCTBHE Ha
TeueHHuEe OEPEeMEHHOCTH M OpTaHU3M TUIOa/HOBOPOXKICHHOTO. B 11€710M, OeTa-aapeHo0I0KaTops
CHI)KAIOT KPOBOTOK B IUTAIlEHTE, 4YTO MOXET NPHUBOJUTH K 3aJlep’KKe pocTa IUI0ja,
BHYTPHYTPOOHOM rudenu miaoja Wik NpeXIeBPEMEHHBIM pojaM. Y IJI0Ja U HOBOPOXKAECHHOTO
MOTYT Pa3BUBATLCS HEXKENATEIbHBIC SBICHUS (HampUMep, TUIIOTIMKeMus U Opanukapaus). [Ipu
HEOOXOAMMOCTH JIeUeHHs] OeTa-aJipeHOO0JIOKaTopaMu  TMPEANOYTCHHE CIeIyeT OTAaBaTh
CEJICKTUBHBIM O€Tai-aipeHOOI0KaTOpaMm.

IIpu OepemeHHOCTH OHWCONPOJION ClEAYeT NPUMEHATh TOJNBKO B ciy4yae aOCOJIIOTHOM
HEOOXOIMMOCTH, €CIIM O)KUJaeMas T0JIb3a Uil MaTePU MPEBBIIIACT BO3MOXKHBIN PUCK Pa3BUTHSA
HEe)KeNaTeJIbHbIX Peakuil y Iioa /Uil HOBOPOXKIEHHOTO.

Cnenyer oTcnexXuBaTh KPOBOTOK B IUIALIEHTE W MaTKe, a Takke HaOIogaTh 3a pOCTOM U
pa3ButHeM Oynyiiero pedeHka. B ciydae mosiBieHUs HeXeNaTeIbHBIX SIBICHUI B OTHOIICHUH
OepeMEeHHOCTH /W IJI0J]a PEKOMEHAYETCS IPUMEHSTh aJbTePHATUBHBIE METOBI TEPAIIUH.
Crnenyet TmiaTenbHO 00CI€A0BaTh HOBOPOXKACHHOIO MOCJEe POJ0B. B mepBbie Tpu NHS KHU3HU Y
HOBOPOKJIEHHOT'O MOTYT BO3HHKATh CUMIITOMBI OpauKapAUU U TUIIOTJIMKEMHUU.

JlakTanus

[To naHHBIM JOKIMHUYECKUX HCCIEIOBAHUNA OMCOIPOIION M/WIN €r0 METa0OIUTHI IPOHUKAIOT B
MOJIOKO JaKTUPYIOUMX KpbIC. JIaHHBIX O BBIAEIEHUU OHCOINpPOJIOJa B IPYAHOE MOJIOKO HET.
[Tosromy mnpuem Oucomposnona HE PEKOMEHAYEeTCsl JKEHIIMHaM B TEpUOa  TPYIHOIO

BCKapMJIMBaHHA.
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HE0O0XOIUMO MPEKPATHTb.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTaTh ¢
MeXaHM3MaMH

bucomnponon He oka3bpIBaeT BIUAHUE HA CIIOCOOHOCTD YIPABIATh TPAHCIOPTHBIMU CPEJICTBAMU U
paborate ¢ mexanu3dmamu. OnHAKO, BCJIEICTBHE WHIAMBHIYaJIbHBIX PEAKIMHA, CIOCOOHOCTH
YHOpaBJIATb aBTOTPAHCIIOPTOM UJIN pa6OTaTI> C TEXHUYECKH CIIOKHBIMU MEXaHN3MaMH MOKET OBITh
HapymeHa. Ha 3T1o cinenyer oOpatute ocoboe BHUMaHUE B Hayaje JICYEHUs, TI0CIEe U3MEHEHUS

JI03Bl, @ TAKXKE MPU OJHOBPEMEHHOM YMOTPEOICHUH aJIKOTOJISL.

4.8. He:xkesnaTesibHbIE peaKIIUU

PesroMe HexxenaTeabHbIX peaKIui

YacToTa BOSHUKHOBEHHUSI HEXKeEJIaTeIbHbBIX JIEKAPCTBEHHBIX PEaKIUil oNpeiesieHa B COOTBETCTBUU
¢ kinaccudukarueit BO3: ouens gacto (>1/10), wacto (>1/100, o <1/10), Heuacro (>1/1000, o
<1/100), peaxo (>1/10 000, Ho <1/1000), ouens penko (<1/10 000), yactora HeusBecTHa (Ha
OCHOBaHUU UMEIOIINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

Ilcuxuueckue HapyweHus:

Heuacro: nenpeccusi, 6eccoHHuna.

Penko: ramutronHaMu, HOYHBIE KOITMApHI.

Hapywenus co cmopoHnvl HepeHOU cucmeml:

YacTto: rosloBOKpYyKEeHHE™, TOJIOBHAs 0OJIB™.

Penko: motepst co3HaHUS.

Hapywenus co cmoponvl opeana 3spenus.

Penko: ymeHbIeHUE clie30TedeHus (CIeAyeT YUYUTHIBATh MTPU HOIIICHUH KOHTAKTHBIX JIMH3).
OdeHb peKo: KOHBIOHKTUBHT.

Hapywenus co cmoponvl opeana ciyxa u nabupunma:

Penko: Hapymienus ciyxa.

Hapywenus co cmoponul cepoya:

Ouensb yacto: Opaaukapaus (y namueHToB ¢ XCH).

Yacro: ycyryonenue cumntoMoB TedeHust XCH (y marmentoB ¢ XCH).

Hewacro: wmapymenne AV mnpoBogumoctd, Opaaukapavs (y TMalUEHTOB C apTepHaTbHOM
THIIEPTEH3UEH WM CTEHOKapJueii), ycyryosnenue cumntoMoB TedeHus XCH (y mamueHToB c

apTepuabHON THIIEPTEH3UEH WM CTCHOKapIueH).
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Hapywenus co cmoponwl cocyoos:

YacTo: omrynieHre Moxoja0JaHus WK YyBCTBO OHEMEHHS B KOHEYHOCTAX, BBIPAXKEHHOE CHIXKEHUE
AJl, ocobenno y naruentos ¢ XCH.

Heuacro: opTocTraTnueckasi THIIOTEH3HSL.

Hapywenus co cmoponsl ObixamenbHOU cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCEeHUs.:
Hewacto: GpoHxocmnasM y ManueHToB ¢ OpOHXHATBLHOW aCTMOMN MM OOCTPYKIHUEH JTbIXaTEIbHBIX
IIyTEH B aHAMHE3eE.

Penxo: annepruueckuii puHHT.

Hapywenus co cmopoHnbl siceny0ounHo-KuuieuHo2o mpaxkma:

YacTo: TourHoTa, pBOTa, 1Uapes, 3arop.

Hapywenus co cmopoHul neueHu u scenuegblgo0auux nymel.

Penko: rematur.

Hapywenus co cmoponbl Kodtcu 1 n0OOKONCHBIX MKAHELL

Penko: peakuuu MoBHIIIEHHOM YYBCTBUTEIBHOCTH, TAKHE KaK KOXHBIM 3y[, ChIb, TUIIEPEMUS
KOXKHBIX TOKPOBOB U aHTMOHEBPOTUYECKUM OTEK.

Ouens penko: amomenus. bera-aapeHoOOJIOKaTOPBI MOTYT CIOCOOCTBOBATH OOOCTPEHUIO
CUMITOMOB T€UEHUs NICOPUa3a WIH BbI3BIBAThH MICOPHA3OMOAO0HYIO ChIIb.

Hapywenus co cmopoHvl MbluteyHot, KOCMHOU U COeOUHUMENbHOU MKAHU:

Heuwacro: mbimednas ¢iabocTh, CyA0POTH MBIIIIII.

Hapywenus co cmoponbsl penpo0ykmusHoU cucmemsl U MOJIOYHBLX HCele3.

Penxo: spextuibHas tucyHKIHUA.

Obwue napywenus u peakyuu 8 mecme 66e0eHUs.

UYacTo: acrenus (y nanuenToB ¢ XCH), nmoBbIlIeHHas yTOMIISIEMOCTh ™.

HeuacTo: actenus (y mareHTOB ¢ apTepruaIbHON TUIIEPTEH3UEH WM CTCHOKApIueH ).
Jlabopamophvie u uHcmpymeHmanvHvle OaHHbIe:

Penko: moBeIllIeHHEe KOHIIEHTPAIIUU TPUTIULEPUAOB U AKTUBHOCTH «II€UCHOYHBIX)» TpaHCAMUHA3
B KpoBH (acnapraramuHotpaHcdepasa (ACT), ananunamuHotpancdepasa (AJIT)).

* YV manyeHToB C apTepUaIbHON THMEPTEH3WEH WM CTEHOKapAHEeH OCOOEHHO YacTO JaHHBIC
CUMITOMBI MOSABIAIOTCS B Hayaie Kypca jiedeHusi. OObIYHO yKa3aHHBIE SIBICHUS HOCST JIETKUMN
XapakTep M MPOXOJAT, KaK MPaBUIiIo, B TeueHUe 1-2 Helenb mocie Havana JICYCHUS.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

Baxxno coo0mare 0 MOJ03peBaeMbIX HEXKENATENbHBIX pEeakIUsAX I[OoClie PETUCTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHns] HeMPepbIBHOTO MOHUTOPUHTA COOTHOIICHHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKUM pa0OTHUKAM PEKOMEHIYeTCs

coolmiare O JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIHsIX JIEKapCTBEHHOIO Iperapara
12



COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.02.2026 Nz 2310

4Yepe3 HallMOHAJIBHBIC CHUCTCEMBI COOOIIEeHUS O Hemena&gﬁ:ﬁﬁ}]@%@ﬁkﬁggg Il-‘(l)-l;;b;a ET%:‘I;!];CIHOB

EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccniickas @enepanvs

denepanbHas cnyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBaanzop)
Anpec: 109012, r. MockBa, CriaBstHCKasl TUIoImanip, 1. 4, ctp. 1.

Tenedon: +7 800 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
Caiit B mHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHON ceTH «HTepHeT»:

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMITOMBI

Hawnbosiee wacTele CHUMITOMBI Tepeno3upoBku: AV 0Oyokama, BbIpaKeHHas Opaaukapaus,
BbIpakeHHOe CcHWxkeHue AJl, OpoHxocmasMm, ocTpas cepiedHas HeJOCTaTOYHOCTb U
TUTIOTJTMKEMHUSL.

UyBCTBUTEIHHOCTh K OJHOKPATHOMY IMPHUEMY BBICOKOH 03Bl OMCOMPOIIONA CHILHO BapbUPYET
cpend OTACIBHBIX TAIlMEHTOB H, BeposATHO mamueHThl ¢ XCH o0mamaroT BBICOKOM
YYBCTBUTEIBLHOCTHIO.

JleueHue

[Ipu BO3ZHUKHOBEHUH MEPEIO3UPOBKH, IPEIKE BCETO, HEOOXOIMMO IPEKPATUTH IPUEM IIperapara
U HayaTh NOJACPKHUBAIOUIYIO CUMIITOMAaTHYECKyI0 Tepamnuto. [lpu BblpaxkeHHOW Opagukapauu:
BHYTPUBEHHOE BBelleHue aTpornuHa. Eciu 3dexT HeqocTaTOuHbIH, ¢ OCTOPOKHOCTHIO MOXHO
BBECTH CPEJCTBO, 00JIaJaroIIee MOJOKUTEIBbHBIM XPOHOTPOITHBIM JeiicTBUEM. MHOrna mosxer
noTpebOBaThCSI BPEMEHHAS IOCTAHOBKA JICKTPOKAPAHOCTUMYIISTOPA.

[Tpu BbIpaxkeHHOM cHUXeHUU AJl: BHYTPUBEHHOE BBEACHUE IUIa3MO3aMEIA0NIUX PACTBOPOB U
Ba3OIPECCOPHBIX  NperapatoB. BHYTpuBEeHHOEe BBEJEHHE [UIIOKaroHa MOXeET  ObITh
[EJIeCO00PA3HBIM.

[Ipu AV Gnokaje: marueHThl TOJDKHBI HAaXOAUTHCS MO/ MOCTOSSHHBIM HA0JI0IEHUEM, U MTOJTy4aTh
nedyeHre OeTa-aIpeHOMHMETHKAMH, TaKUMH Kak snuHedpuH. B ciydae HEoOXoauMOCTH —
MOCTaHOBKA AJIEKTPOKAPIUOCTUMYIISTOPA.

IIpu oOoctpennn teuenus XCH: BHyTpHBEHHOE BBEJCHHE TUYPETHKOB, IPENapaToB C
MOJIOKUTEITHHBIM HHOTPOITHBIM 3()PEKTOM, a TaKKe Ba30JUIATATOPOB.

[Ipu Oponxocma3zMe: Ha3HaA4YCHHE OPOHXOIMIATATOPOB, B TOM UHCIE O€Taz-aJpCHOMHMETHKOB
W/UM aMUHO(UIUTHHA.

[Ipu runornukeMun: BHyTPUBEHHOE BBEJICHUE AEKCTPO3bI (TJIFOKO3bI).
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5. ®APMAKOJIOTMYECKUE CBOWCTBA (MOCTIEQOBATENEHOCTS 0007)

5.1. ®apmakoaMHaMHYeCcKHe CBOMCTBA
dapmakoTepaneBTHUECKas IPyIIIa: Mpenaparhl A7 JedeHus 3a00JIeBaHIH cepiedHO-COCYAUCTOM
CHUCTEMBI; OeTa-aIpeHO0I0KATOPHI; CEICKTUBHBIC O€Ta-apeHO0I0KATOPHI.

Kon ATX: CO7ABO7

Mexanusm aeiicteus u dhapMakoauHaMudeckue 3O GHEKThI

CenexTuBHbIHN OeTar-aapeHo0o0kaTop 0e3 COOCTBEHHOM CHMIIATOMUMETHYECKON aKTUBHOCTH, HE
obyamaeT MeMOPaHOCTAOUIU3UPYIOMIUM JIEHCTBUEM. BHCOMPOJION B TEpareBTHYECKUX J03aX
o0yaziaeT HE3HAYUTENBbHBIM CpPOACTBOM K OeTaz-aApeHopelenTopaM BHYTPEHHUX OpraHOB
(moKey TouHas xKele3a, CKeJIETHbIE MBIIIILIbL, TaIKas MyCKyJIaTypa nepupepudeckux apTepHid,
OpOHXOB M MaTKH), a Takxke K OeTaz-aJipeHOpelenTopaM, Yy4YacTBYIOUIMM B PETYJISAILHH
Merabonu3ma. CremoBarenbHO, Oucomposion (B OTJIMYME OT HECENEKTHBHBIX OeTa-
aZpeHo0JI0KaTOPOB) B IIEJIOM HE BIMSET Ha COMPOTHUBIEHHUE JbIXaTEIbHBIX IyTeH, OKa3bIBaeT
MEHEe BBIPAKEHHOE BIMSHHE HA OpraHbl, CoJepXkalue OeTaz-aJpeHOpeIenTopbl, U Ha
YIJIEBOAHBI OOMEH, HE BBI3BIBACT 3aJCPKKM HOHOB HATpUs B OpraHu3Me. BBIpakeHHOCTbH
aTepOTEeHHOT0 EeUCTBUS OMCOIPOJIOa HE OTJINYAeTCs OT JeHCTBUS IPOIPAHOIIONA.

B TepaneBTHueckuX g03aX OMCOMPOIIO OJOKUPYET OeTa1-aIpeHOPEIENITOPHI Cep/Illa, YMEHbBIIIAET
CTHUMYJIMPOBAaHHOE KaTeXxoJlaMMHaMHU 00pa3oBaHHE LUKIMYECKOro aJeHO3MHMOHOpochara
(WAM®) u3 apenosuntpudochara (ATD), cHIKAeT BHYTPUKICTOYHBIA TOK HOHOB KaJBIIHS,
OKa3bIBaeT OTPHUIATENIbHOE XPOHO-, JPOMO-, OATMO- M HHOTPOMHOE JeiicTBue. bucomposon
ymenbinaer YCC B mokoe U Mpu Harpys3ke, 3aMeUIsieT aTPUOBEHTPUKYIISIPHYIO IIPOBOAUMOCTb,
yYMEHbIIAeT BO30yIUMOCTh MUOKapaa. CHIDKAeT cepAeyHbIi BEIOPOC, B HE3HAUNTEILHON CTEIICHH
CHIDKACT YJapHbIH 00beM. YMeHbIIAaeT NOTPEOHOCTh MHOKapAa B KHCIOpPOJE, CHMKAeT
AKTUBHOCTb PEHUHA TJIa3MbI KPOBH.

B navanme nmedyeHust B mepBbie 24 yaca Tocie mpuema Oucomposoia odimiee mnepudepuyueckoe
cocynuctoe conpotusieHre (OIICC) HeckonbKO yBenuuuBaeTcs (B pe3ybTaTe PeLUIPOKHOTO
BO3pacTaHus aKTUBHOCTH anb(da-aapenoperentopo). Uepes 1-3 cyroxk OIICC Bo3Bpamaercs k
ucxogHomy. [Ipu pnurenbHO# Tepanuu n3HavaiabHO noBbiieHHOEe OIICC cHmkaeTcs.
MakcumanbHbIi TeMoguHaMudeckuil 3 pexT nocturaercs yepes3 3—4 yaca mocie npueMa BHyTPb.
[Tpu npumenenuu 1 pa3 B CyTKH TepaneBTHUYECKUH AP PEKT OUCOMpPOIIoia COXPAHIETCs B TeUCHHE
24 yvaco 6naroaapst 10—-12-yacoBomy neproy NOTyBbIBEICHHUS U3 MJIa3Mbl KPOBU.

bucomnponon ob6nagaer TakuMH Ke SIEKTPODU3HOIOTHUECKUMHU 3(PdeKkramu, KaKk U Jpyrue
OeTa-aipeHo0I0KaTOphl. B 31eKTpodH3HOTOTHYECKUX HCCICIOBAHUAX OHUCOMPOJION ypexKal
YacTOTy CepACYHBIX COKpAIEHUH, YBEIUYHBaJ BpeMs MPOBEICHHS M pedpakTepHbIC MEPUOJIBI

CHHOATPHAJIBHOTO M aTPUOBEHTPUKYJISIPHOTO y3510B. OTMeuaeTcs yanuHeHue narepsajioB RR u
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3HAYEHUM ).

Buconponon oka3pIBaeT aHTUTHMIEPTCH3UBHOE, AHTHAPUTMHUECKOE W AHTHAHTHHAIBHOE
JNICUCTBUE.

MexaHu3M  aHTUTUMIEPTEH3MBHOIO  J€MCTBHA  OuCONpOioNa M3y4eH HE  IOJHOCTBIO.
AHTHrUNIEpTEH3UBHBIN 3()(PEKT MOKET ObITh CBSA3aH C YMEHBIIEHUEM MUHYTHOTO 00beMa KPOBH,
CHUMITATUYECKON CTHUMYJSLUU Nepu(epuyecKrx COCYA0B, CHIDKEHHEM COACp)KaHUS PEHHHA B
IU1a3Me KPOBHM M AKTMBHOCTH PEHMH-aHTMOTEH3UHOBOM cHCTEMBI (MMeeT O0NbIIoe 3HaYeHUe IS
NAllMeHTOB C MHCXOAHOM TIHIepCceKpeleil peHUHa), BOCCTAHOBJIEHHEM YYBCTBUTEIbHOCTH
0apopeLenTopoB Iyrd aopThl B OTBET HA CHM)KEHUE apTEpUAIILHOTO JABJICHUS M BIMSHUEM Ha
neHTpansHyo HepBHYyIo cucremy (LUHC). Ilpu aprepuanbHoil runeprensun 3¢gdexr Hactymaer
yepe3 2—5 qHel, MaKkcCuMalibHOE CHIDKeHHE A [l mocTuraercs, Kak mpaBuiio, yepes3 2 HEESH MOCIe
Hayasa JEeYeHHUs.

AHTHAHTHHATIBHBIN 3P PeKT 00yCIOBICH YMEHBIIEHUEM TOTPEOHOCTH MHOKAp/1a B KUCIOPOJIE B
pesynbrare ypexkeHuss YCC, HE3HAUMTENBbHOTO CHIDKEHHS COKPAaTUMOCTH, YAJMHEHUEM
JMACTOJIBl, YIydlIeHHueM nepdy3un Muokapaa. [Ipn ofHOKpPaTHOM MPUMEHEHUH y MalUEHTOB C
umemudeckorn  6onesnpto  cepana  (MBC) 6e3 mpu3HAaKoB XPOHMYECKOW — CepACUYHOU
HesmocTaToyHocTH Oucomnpoion cHwkaer UCC, ynapHblii o0beM cepana M, Kak CJIEICTBHE,
yMEHbIIaeT (ppakLnio BEIOpOca U TOTPEOHOCTh MUOKap/a B KUCIOPOJIE.

AntrapuTMuueckuii 3¢GeKT 00yCIOBIICH yCTpaHEHHEM apUTMOTEHHBIX (DaKTOPOB (TaXHKaApAWH,
NOBBIIIEHHON AKTUBHOCTH CHMITATHYECKOM HEPBHOH CHCTEMBI, YBEIMUYEHHOI'O COJCpXKAHUSA
HAM®, aprepuanbHON TMNEPTEH3UH), YMEHBIIEHHEM CKOPOCTH CIIOHTAHHOTO BO30YKICHHUS
CHHYCHOTO M OJKTOIHUYECKOTO0 BOAMTEICH pHUTMa W 3aMEIJICHUEM aTPUOBEHTPHKYJISIPHOTO
npoBeieHus (MPEUMYIIECTBEHHO B aHTErPaJHOM U, B MEHbILUEH CTENEHU, B PETPOrpasHOM

HAIpPAaBJICHUSAX Yepe3 aTPUOBEHTPUKYIISIPHBIN y3€1) U MO JOTOIHUTEIbHBIM Y TSAM.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOGcopbuus

buconponon nouru nonHocteio (6osee 90 %) BcachlBaeTCs U3 KENyAOYHO-KUIIEYHOTO TPAKTa.
Ero OuomocTymHOCTh  BCIEACTBHME HE3HAUUTENBHOM  MeTabOJIM3alluud  «IIpd  TEPBOM
IPOXOKJICHUN» uepe3 meyeHb (Ha yposHe nmpumMepHo 10 %) cocrasnset okono 90 % nocie npuema
BHYTpb. [Ipuem numm He BiuseT Ha OMOIOCTYIMHOCTb. BHCONpPOIION 1eMOHCTpUpPYET JTUHEHHYIO
KUHETUKY, MPUYEM €ro KOHIIEHTpAlMU B IJIJa3Me KPOBH IMPOIMOPLUOHAIBHBI MPUHATON J03€ B
nuamazoHe ot 5 o 20 mr. MakcumaibHast KOHIIEHTpaIus Oucompostona B miasmMe KpoBu (Cmax)

JocTuraercs yepes 2—3 Jaca.
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Pacnopenenenue

Buconponon pacrpenensercs: 10BOJIbHO MHPoko. O0BEM pacipeneseHus] COCTaBIseT 3,5 JI/KT.
CBs3b ¢ 6emKaMu TUTa3Mbl KPOBH tocTHraeT mpumepHo 30 %.

Buorpancdhopmarims

buconponon merabonusupyeTcs Mo OKUCIUTENTLHOMY MTyTH 0e3 mocieayomeii konboranuu. Bee
METa0OIUTHl TOJSIPHBI (BOJOPACTBOPUMBI) M BBIBOAATCS MouykaMH. OCHOBHBIE METAOOJMUTHI,
oOHapy’KMBaeMble B IUIa3Me€ KPOBU M MOdYe, HE MPOSBIAIOT (HapMaKOJIOTHYECKOH aKTUBHOCTH.
JlanHble, TOyuYeHHBIE B Pe3yJIbTaTe SKCIEPUMEHTOB C MUKPOCOMaMU MEYeHH YeoBeKa in Vvitro,
MOKAa3bIBAIOT, YTO OMCOMPOIIOT META0OIU3UPYETCS B MIEPBYIO OYEPEIb C IIOMOIIBIO H30epMeHTa
CYP3A4 (oxomno 95 %), a m3opepment CYP2D6 urpaet nuis He3HAUUTETBHYIO POJIb.
DJIMMUHAIMS

Knupenc Owucomnposnona omnpenensiercs paBHOBECHMEM MeEXJAy BBIBEJICHHEM IIOYKaMU B
Heu3MeHeHHOM Buje (okoiio 50 %) u Merabonau3zMoM B niedueHu (okoino 50 %) 1o MetaboiauToB,
KOTOpbIE TaKXe BBIBOAATCS MoukaMu. OOmmil kimupeHc coctaBiser 15 n/gac. Ilepuon
nonyBbiBeneHust (Ti2) — 10-12 yacoB. OtcyrctByeT uHpopManus 0 (HapMaKOKHHETHKE
6uconposona y nanuenToB ¢ XCH u 01HOBpeMEeHHBIM HapylIeHHEeM (GYHKIIUU IEYEHU UITH MTOYEK.

IToueunast He1OCTATOYHOCTD

B uccnenoBanuu y maiueHToB ¢ ouedHoi HenoctarouHocThio (KK 28 Mi/mMuH) Ob110 TOKa3aHo,
yro cHmwkenne KK compoBoxmaercss yBenwmueHueM Cmax, AUC (mwmomanbs mMoa  KPUBOWMA
«KOHIIEHTpamusa-Bpems») U Ti Oucomponona. ITockonbKy KIMpeHC OHCOMposioja B paBHOU
CTEMEeHH OCYLIECTBIIAECTCS MOYKAMU U IEUYEHBIO, CYHIECTBEHHON KyMYJSIMH Oucomposona y
MAlMEHTOB C JIETKOM W YMEPEHHOW CTENEHbI0 TSHKECTU IIOYEYHOM HENOCTATOYHOCTH HE
orMmeuaetcs. B crmydae Tsokenoit modeunoit HemocrtarouHoctr (KK < 20 mu/MuH) Kymymnsus
MO>KET MPOUCXOUTh, U J03a MpernapaTa He J0HKHA npeBbimaTh 10 Mr B CyTKHU.

IleyenouyHas HEJOCTATOYHOCTh

VY nanueHToB C ILUPPO30M IMEUEHH OTMEUYaeTcs BBICOKAs BapuUaOEIbHOCTb M 3HAUYUTEIBHOE
3aMeJICHUE NMMUHALMU [0 CPABHEHUIO CO 3/10pOBbIMHU JII0AbMH (T1/2 Guconposona cocTaBiser
ot 8,3 no 21,7 vaca). Knunuuecku 3HaunMble pa3inyusi GapMaKOKHHETHKH MEXAY NallMeHTaMH
C HOpPMaJbHOM W HapyUIEHHOW (yHKIMEH IEeYeHM HE BBISBICHBL. B cioyyae BeIpakeHHOU
IIEYCHOYHON HEJIOCTATOYHOCTH KyMYJIALAA MOKET NPOMCXOAUTH, U J03a IIperapaTa He TO0JDKHA
npeBbIimath 10 Mr B CyTKH.

XpoHHYECKas cepAcuHas HeI0CTaTOUYHOCTh

V¥ narnmenToB ¢ XCH Il ¢pynkunonansHoro kinacca mo kinaccupukanuud NYHA Oblun oTMEUEHBI
Ooiiee BBICOKOE CcoONepKaHUEe OWCONpoNoNa B IUIa3ME€ KPOBH M YBEJIWYCHHBIH TEPHOJ

MOJTYBBIBEJICHHUS TI0 CPaBHEHUIO CO 37]0POBBIMH JOOPOBOJIbIIaMH. MakcuMallbHasi KOHIICHTPAIUS
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(MO R4 HOCTE Q007 .
OrcompoJIoa B IiIa3Me KPOBH B PABHOBECHOM C( crosanl dotrabner 644 TR A 'l'I][_)H' CYTOYHOM

no3e 10 Mr; mepuo MoyBbIBEICHUs COCTaBIseT 17+5 yacoB.
dapmakokrHeTHKa Orconposona y naueHToB ¢ XCH 1 conyTcTByOMUM HapyieHHeM (QyHKIHH
IICYCHH WJIM NT0YEK HE N3Yy4allach.

JINIta MoKMUJIOro Bo3pacra

Y manueHTOB TOXWIOTO BO3pacTa OTMEYAeTCs HE3HAYUTEIBHOE YBEIWYCHHE HEKOTOPBIX
dapmakokuHetnueckux mokazareneii (Ti2, AUC, Cmax) Oucomposiona 1O CpaBHEHHIO C
MOJIOJIBIMU TIAIIICHTAMH TIPEATIOJIOKUTENILHO B CBSI3W C BO3PACTHBIM CHH)KCHHEM MOYEYHOTO
kaupeHca. OIHAKO OTH pa3iuyusl HE SBISIOTCS KIMHUYSCKH 3HAYUMBIMH M HE TPeOYIOT

KOPPEKLUH J03bl OUCOIPOIIOIA.

6. PAPMAIIEBTUUECKHE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeibHbIX BellleCTB
[emmono3a mukpokpucraumdeckas (turm 102)
emmonosa mukpokpucraumdeckas (turm 101)
Kpocnosuaon

Maruus creapat

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHMusl)

3 rona.

6.4. Oco0ble Mepbl NPEI0CTOPOKHOCTH NPH XPAHEHUH
[Ipu Temneparype e Bbiie 25 °C B OpUrHHAIBHON YITaKOBKE (KOHTYpHas SUelKoBasi yIakoBKa B

navke).

6.5. XapakTep u coaep:kaHue YNAKOBKH

ITo 10, 15, 25 wim 30 TabneTok B KOHTYPHYIO SYEHKOBYIO YMakoBKy U3 IuieHku [1BX wmm
OITA/Ano/TIBX 1 Gonbru aasroMUHUEBOH Me4aTHON JTAKMPOBAHHOM.

ITo 1, 2, 3,4, 5, 6, 8,9, 10 unu 12 KOHTYpHBIX SYEHKOBBIX YMAKOBOK BMECTE C JUCTKOM-

BKJIQABIIIEM IMOMENIIAIOT B ITAYKy M3 KapTOHA.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YTHIM3ANMH  HCIOJIH30BAHHOTO
JIEKAPCTBEHHOI0  Mpemapara WIN OTX0A0B, TMOJY4YEHHBIX [0CJe MPUMeHEHUs
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuIMyJsiiHU ¢ NpenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
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7. IEPKATEJb PETMCTPALIMOHHOIO Y 1I0CTOBEPEHMS | =/ 1EHOCTE 0007)

Poccniickas @enepanvs

AO «AJICU ®dapmar

125009, r. MockBa, BH. Tep. I. MyHUIIUIIATBHBIN OKpYT ApOat, yi. Bo3asuwxkenka, a. 4/7, ctp. 2,
noment. 1/1.

Tenedon: +7 495 787-70-55

OnektponHas noyra: info@alsi.ru

7.1. IlpencraBuTe b AepAKaTe/sl pETHCTPAIMOHHOTO YA0CTOBEPEHUsI

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccniickas @enepanvs

AO «AJICU ®dapmar

125009, r. MockBa, BH. T€p. I. MyHUITUNIATBHBIA OKpYT ApOat, yi. Bo3nsmwkenka, 1. 4/7, ctp. 2,
noment. 1/1.

Tenedon: +7 (495) 787-70-55

Onextponnas noyra: info@alsi.ru

8. HOMEP (HOMEPA) PETUCTPALIIMOHHOT'O YJIOCTOBEPEHMUSI
PV JITI-Ne(005275)-(PT-RU)

9. KATEI'OPHUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEHHBIH MpenapaT OTHOCUTCS K KaTETOPUU OTITYCKA «II0 PELENTY».

OO0mrast XxapakTepUCTHKa JIeKapcTBeHHOro mpenapara buconponon-AJICU noctynHa B eAMHOM
peecTpe 3aperucTpUPOBAHHBIX JEKApCTBEHHBIX cpecTB EBpa3uiickoro 5KOHOMHUYECKOT0 COK03a U
Ha OQUIMAILHOM  CalTe  YIOJHOMOYEHHOTrO opraHa (PKCIEpPTHOM  OpraHU3aIlHH)

(https://lk.regmed.ru/register/EAEU_SmpC).
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