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(NOCNEQOBATENEHOCTEL 0006)

OBHIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUME JJEKAPCTBEHHOI'O ITPEITAPATA

Bbunomn, 5 mr, TadeTku

Bugomn, 10 Mr, TabneTku

2. KAYECTBEHHBIN U1 KOJTUYECTBEHHBIN COCTAB

JlelicTByroliee BeniecTBO: Oucorposnona pymapar

Bunomn, 5 mr, TabaeTku

Kaxnas Tabnerka cogepkut 5 Mr 6ucomnposiona Gpymapara

BcnomorarensHble BemiecTBa, HaIWYHE KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBECHHOTO
npemnapara: 1akrosa (cM. pazzaen 4.4.).

bunon, 10 mr, TabaeTku

Kaxnas Tabnerka cogepxur 10 mr 6uconpomnona pymapara

BcnomorarensHble BemiecTBa, HaIWYHE KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBECHHOTO
npernapara: 1akrosa (cM. pazzaen 4.4.).

[TonHbIi epeyeHb BCIIOMOTaTEIbHBIX BEIIECTB IPUBEIEH B paznene 6.1.

3. JJEKAPCTBEHHASA ®OPMA

TaOneTkn.

TaOnerku 5 Mr: Kpyrible, ABOSKOBBINYKJIbIE TAOIETKH CBETJIO-)KEITOTO LBETa C YKEJITOBATHIMU
BKpaIuIeHUSIMH ¢ MapKupoBKoil Bl 1o 1ieHTpy Hax puckoil u mudpoii 5 Huxe pUCKH.

TabneTky MOXKHO pa3feNuTh Ha paBHbIE TO3bI

Tabnerkn 10 Mr: Kpyriable, JIBOSKOBBINYKJIbIE TaOJETKH CBETJIO-KOPUYHEBOTO I[BETa C
KOPHUYHEBATHIMHU BKpaIUICHUSAMHU, ¢ MapkupoBkod Bl mo nentpy Hag puckoi u mudpoit 10 Hmxke
PHUCKH.

TabneTky MOXKHO pa3AenuTh Ha paBHbIE TO3bI

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3aHus K NPUMEHEHUIO

IIpenapat bunon noka3aH A IpUMEHEHUs y B3pPOCIBIX B BO3pacTe OT 18 neT nis jeueHus:

- apTepua’gbHOU TMIEPTECH3UH.
- UWIIEeMHUYecKoil 00Je3HU cepiia: cTabUIbHON CTEHOKApAUH.
- XpPOHHMYECKOW CepJIEYHON HETOCTATOYHOCTH.

4.2. Pesxum 103MpOBaHNs U cIOCO0 NPHMMEHEHHUS

PexxuM o3upoBaHus

Apmepuanvras eunepmensus u cmadUIbHAs CMEHOKAPOUs.
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YaCTHOCTH YYUTBIBAs 4acTOTy cepaeunbix cokpamenuit (HCC) u cocTosiHue NalueHTa.

OOBIHO HaYaJIbHAS J03a cocTaBisieT S mr npemnapara bumgon 1 pa3 B nens. [Ipu HeoOxoaumocTu
703y MOXKHO yBenuuuTh 10 10 mr 1 pa3 B 1eHb.

[Ipu nedyeHWM apTepUATbHOW THUMEPTEH3UM W CTAOWIBHOM CTCHOKapJAMM MaKCHUMaJlbHast
pEKOMEHI0BaHHas J103a cocTaBiseT 20 Mr npemnapaTta bugon ouH pa3 B JI€Hb.

Xponuuecmﬂ cep()eqnaﬂ Heo0oCmamo4HoOCHb

CranpmapTHasi cxema JIeUCHHs] XpOHHMUYEecKoW cepaeuHoi HenocraTtoynoctu (XCH) Bkiouaer
MIPUMEHEHUE WHTHOMTOPOB aHTHOTeH3MHNpeBpamatomero gepmenta (AIID) wnm aHTaroHUCTOB
perientopoB anruotreHsmHa Il (B ciayuae HenmepeHocuMocTH uWHTHOUTOpoB AIlD), Gera-
aZpeHo0I0KaTOPOB, AMYPETUKOB U, (aKylIbTaTUBHO, CEPACYHBIX TIMKO3uAOB. Hauanmo nedenus
XCH mnpenaparom bugomn TpeOyer 00s3aTeIbHOTO MPOBEACHUSI CIICIUATBHON (a3l THTPOBAHUS H
PETYISPHOTO BpayeOHOr0 KOHTPOJISL.

Hpe,Z[BapI/ITeJ'H:HBIM YCJIOBUCM IJId JICUCHUA TpCIapaToM BI/I,Z[OH ABJISACTCSA CTaGI/I.HBHa}I XPOHHUYCCKaA
ceplieuHasl HeJJOCTaTOYHOCTh 0€3 IPU3HAKOB 00OCTPEHUSI.

Jleuenne XCH npenaparoMm buon HaunHaeTcsi B COOTBETCTBUH CO CIEAYIOIIEH CXEMOM TUTPOBAHMUSL.
ITpu 3TOM MOXET nMoTpedoBaThCsd MHAUBUAYANIbHAS alalTallis B 3aBUCUMOCTH OT TOTO, HACKOJIBKO
XOpOILIO NMAIUEHT IEPEHOCUT HA3HAYEHHYIO 103y, T. €. J03y MOXHO YyBEIUYMBATh TOJBKO B TOM
cllydae, €CJIM IPeIbIayIas J03a XOPOILIO EPEHOCUIIACh.

ILHH O6€CH€‘I€HHH COOTBCTCTBYIOIICTO IIPOLCCCAa TUTPOBAHUSA Ha HAYAJIBbHBIX 3Tallax JICUCHUSA
PEKOMEHTyEeTCSl TPUMEHSTH OMCOTPOJION B JICKaPCTBEHHOH (hopme: TabJIeTKH 1Mo 2,5 MT.

Pekomennyemass HauanbHas no3a cocrasiseT 1,25 Mr oauH pa3 B AeHb. B 3aBucuMocTH OT
VHIUBUYAIbHON EPEHOCUMOCTH 103y CJIEAYET MOCTENEHHO MOBbIaTh A0 2,5 mr, 3,75 mr, 5 wmr,
7,5 mr u 10 mr 1 pa3 B gens. Kaxxaoe nocneayromiee yBeIMUEHUE 103bI JOJKHO OCYLIECTBIIATHCS HE
MeHee 4eM uepes3 2 Henenu. Eciau yBenmdeHue 03Bl Ipenapara IUI0X0 MEPEHOCUTCS MAllMEHTOM,
BO3MO>XHO CHM)KEHHE J03bI.

MakcumanbHasg pekoMeHaoBaHHas no3a npu jedennu XCH cocrasmsier 10 mr npemnapara bupon
1 pa3 B neHb.

Bo Bpems TUTpOBaHUS PEKOMEHYETCS PETYISIPHBIA KOHTPOJIL apTepuanbHoro AasiaeHus (A/ll), YHCC
u creneHu BoipaxkeHHocTH cuMmntoMoB XCH. Ycyryonenne cumnromoB TeueHust XCH Bo3MOKHO
YK€ C MepBOro JIHsA MIPUMEHEHHMS Ipernapara.

Ecnu nmanueHT IIoXo MEPEeHOCUT MAKCHUMAbHYIO PEKOMEHIOBAHHYIO 03y Ipenapara, CleayeT
paccMOTPETh BO3MOKHOCTB IIOCTEIIEHHOI'O CHUYKEHUS JIO3bI.

Bo Bpemst (a3pl TUTpOBaHUS WM MOCIE HEE MOTYT BO3HUKHYTH BPEMEHHOE YXYALICHHE TEUCHUS
XCH, aprepuaibHas TUIIOTEH3US WA Opaaukapaus. B aToMm ciydae pekoMeHyeTcs, TPEXkIe BCETo,
MIPOBECTH KOPPEKIIMIO JI03 MPEnapaToB COMYTCTBYIOMICH Tepamuu. Takke MOXKET MOTpedoBaThCs
BPEMEHHOE CHUKEHHE J103bl npenapara bunon umm ero ormena. Ilocie crabunmszanuu COCTOSHUS
HnanueHTa CJICAYCT IMMPOBCCTU ITOBTOPHOC TUTPOBAHUC 0O3BI, .HI/I6O MMpOAOJIKUTH JICUCHUC.

IIpooondcumenvHocms neueHus npu cex NOKA3aHUAX
Jleuenne npenaparom buon oObIYHO SBISETCS TOATOBPEMEHHOMN Tepanuen.

Oco0Oble T'PVYIITBI TAITUEHTOB

Jluya noxcunoeo 6ospacma
Koppekuuu 10361 HE TpeOyeTcs.

HauueHmbl C NOYEeUHOU HeOOCMAmoO4HOCMbIO
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3a00JIeBaHUSMU [TIEYCHH MaKCUMaIbHas CYTOYHAad n03a COCTABJIACT 10 mr.
Habﬂ/leﬂl’l’lbl C NeYeHOYHOoU HedOCMAamo4HOCMbIO

[Tpu napymeHuH (QYHKIUM MEYEHH WJIM TOYEK JIeTKOW, MM YMEPEHHOW CTENeHH OOBIYHO He
TpeOyeTcss KOPPEKIHS T035I.

YBenuueHue 1036l Y TAaKUX MalMEeHTOB TOJDKHO OCYIIECTBISATHCS ¢ 0CO00I 0CTOPOKHOCTBIO.
eTH

bunon He crenyer MpUMEHATh y AeTed M MOApocTKoB Miamme 18 ner (3p¢eKTUBHOCTh U
0€301acHOCTh HE YCTAHOBJICHBI).

K HACTOAIICMY BPCMCHU HEAOCTATOYHO JOAHHBIX OTHOCUTCIIBHO IMPUMCHCHHA 6Hconp0nona y
nanueHToB ¢ XCH B coderannu ¢ caxapHpIM guabeToM | THma, BRIpaKEHHBIMH HapyIICHUSMH
(GYHKIMN TOYEK W/WIM TIEYEHU, PECTPUKTUBHOM KapJHMOMHOIATHEW, BPOXKIECHHBIMH MOPOKAMHU
cepalia WIM MOPOKOM KjamaHa cepAlla C BBIPAXKEHHBIMH T'€éMOJWHAMUYECKUMH HapyIICHUSMHU.
Taxoke 10 cux mop He ObUIO MOJYYEHO JOCTaTOYHBIX JaHHBIX OTHOCUTENbHO manueHToB ¢ XCH ¢
nH(}apKTOM MHOKap/a B TEUCHHUE MOCIEAHUX 3 MECALIEB.

Cnoco0 mpuMeHeHus

[Ipenapar bugon cineayeT mpuHUMAarh BHYTPh OJAMH pa3 B J€Hb C HEOOJBIIMM KOJIMYECTBOM
KHUJKOCTH, HE3aBUCHMO OT BpPEMEHHM TNpueMa Nuiy. TablleTKu He CIeIyeT pa3KeBhIBaTh WM
pacTupaTh B IOPOILIOK.

4.3. [IporuBonOKa3aHUs

® TUIMEPYYBCTBUTEIHLHOCTh K OHCONPOJIONY WM K JIFOOOMYy M3 BCIIOMOTAaTEIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pazzaene 6.1.;

e ocTpasi cepieyHas HEIOCTaTOYHOCTh, XPOHHUYECKas CeplieyHasl HEAOCTATOYHOCTb B CTaauU
JNEeKOMIIEHCAllUU, TpeOyroIas MPOBeICHUSI HHOTPOITHOM Tepanuu;

® KapJIMOTEHHBIN IIOK;

e arpuoBeHTpukyasipHas (AV) Omokaga II wm III crememm 'y mamueHToB  0e3
AIIEKTPOKAPIUOCTHUMYIISITOPA;

® CHHJIPOM CIa0OCTH CHHYCOBOTO Y314,

e CcHHOATpHUANIbHAas 0JIOKANA;

e BeipaxeHHas Opaaukapaus (UYCC menee 60 ya/MuH) 10 Hadana JCUCHUS;

e BBIpAKEHHAs apTepuanbHas runoreHsus (cucronuueckoe A/l menee 100 mm pr.cT.);
e TspKenbie (OpMBI OPOHXUATHHOU aCTMBI;

® BBIpAXEHHBIC HAPYIICHUS MEPUPEPHUUIESCKOTO apTePHATHHOTO KPOBOOOPAIICHUSI WM CHHIPOM
Peiino;

e (eoxpomoruToma (6€3 OTHOBPEMEHHOTO IIPUMEHEHUS alb(ha-aJpeH00I0KaTOPOB);

e MeTabOJIMYECKHI alua03;
4.4. OcoOble ykazaHus U MepPbI NPEAOCTOPOKHOCTH NPH MPUMEHEHHU U

IIpexpalneHne Tepanuu U «CHHAPOM «OTMEHBI
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He cnenyer pe3ko mpepwiBaTh JICYCHHE OMCOIPOIIONIOM HIIH &Q_ . 1%‘5&%5% )::osv

NpeIBapUTEIILHOW KOHCYJIbTAllMM C BpPAadyoM, TaK KaK 3TO MOXET INPUBECTH K BpeMeHHOMy
YXYALIEHUIO AESITeNbHOCTH cepiua. JleueHue He cieayeT mpepbiBaTh BHE3AIHO, OCOOEHHO Y
naiieHToB ¢ MBC (oTMedanoce yTsKeleHHEe NPUCTYNOB CTEHOKApAMM, pa3BUTHE HH(papKTa
MHOKapJa M BO3HUKHOBEHHE MKEIyJOYKOBBIX apuTMuil y mnamueHTtoB ¢ MBC npu BHe3anmHoM
npeKpalieHun npuema Oerta-aapeHoOsokaTopoB). Ecnu mpekpamienue jgedeHus HeoOX0IUMO, TO
no3y Oucomponona cleayeT CHIKaTh TMOCTENeHHO. B cioyyae 3HAYMUTENBHOTO YTSKEICHUS
CTEHOKApJUH WJIM Pa3BUTHUS OCTPOrO KOPOHAPHOTO CHHJAPOMA CJIEAyeT BPEMEHHO BO300HOBHTH
pueM OMCOMpOoIIoa.

CocrosHus JIPH KOTOPBIX H€O6XOZ[I/IMO C OCTOPOXKHOCTBIO IPUMCHATH Iperiapat

buconponon cneayeT npuMeHsTh C OCTOPOKHOCTBIO B CIEAYIONIUX CIy4asX:

Tsokensie popmbl XOBJI (Xporndeckas 00OCTpyKTHBHASE O0JIC3HB JIETKHX):

HETspKeNble (POpMbI OPOHXUATBHON aCTMBI;

OpoHxocna3M (B aHaMHE3€);

caxapHbIi AuabeT co 3HAYUTEILHBIMU KOJICOAHUSIMU KOHIIEHTPALIUHU TIIFOKO3bI B KPOBH:
OHCOTPOIION MOXKET MACKHPOBATh CHMITTOMBI THITOTJIUKEMHH (BBIPRXKEHHOTO CHIKCHHS
KOHIIEHTPAIIUH TIIOKO3bI B KPOBH ), TAKUE KaK TaXHKap s, cepAricOneHrne WK MOBBIIICHHAS
MOTINBOCTE;

cTporasi TUeTa;

MIPOBE/ICHUE JIECCHCUOMITN3NPYIOIICH Teparuu;

aTpPUOBEHTPUKYJIsIpHas Onokana (AV) 6mokana I crenenu;

Ba3ocmacTU4ecKass CTeHokapaus (creHokapnaus [lpuHiMeTama); HaOMOAIUCh — CIIydan
KopoHapocmnasma. HecMoTpst Ha BBICOKYIO O€Ta|-CeeKTUBHOCTb, PUCTYITBI CTCHOKAPANH HENTb35
MOJIHOCThIO HCKIIIOUUTH TMpPU MpHEMe OHCOIpojojia y TMalUeHTOB CO CTEHOKapauei
IIpuHnMerana.

Cruenvyer ¢ 0co00# 0CTOPOKHOCTHIO IPUHNUMATE IIPENapar;

HapylIeHus nepupepuuecKoro apTepuagIbHOr0 KpOBOOOPAIIEHHS JIETKOM U YMEPEHHO cTerneHn
(B HavaJsIe Tepanuu MOXKET BO3HUKHYTh YCHIIEHHE CUMIITOMOB);

ncopuas (B T.4. B aHaMHe3e);

TUIEPTUPEO3;

BEIpaKeHHas modeuHas HegoctaTouHocTh (KK menee 20 mur/mMun);
BBIpQXCHHBIC HAPYIICHUS (DYHKIIUU TICUYCHU;

PECTPUKTHUBHAS KapIUOMHUOMATHS;

BPO’KICHHBIE IOPOKU CEPLIA WM IIOPOK KJalaHa CepALa C BEIPAXKEHHBIMUA N'eMOJUHAMUYECKUMU
HapyLICHUMU;

QJJIEPTUYeCKHe Peakiuy (B aHaMHE3e);
OOIIMPHBIE XUPYPTrUYECKIE BMEIIATEIbCTBA U 00IIast aHeCTE3 S,
OEepEMEHHOCTE;

[IEPUOJ IPYAHOIO BCKAPMIIMBAHMS;

3aboieBaHUs CEePACYHO-COCYJIUCTON CHUCTEMEI
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

CGp,Z[G‘-IHOfI HCAOCTATOYHOCTHU O TCX IOP, ITOKAa COCTOSAHHUC MAllUCHTA HEC CTaGI/I.HI/IBI/IpOBa.HOCb.

Ha HavanpHBIX JTamax MNPUMEHEHHS OHMCONpOJIONAa IMAMeHThl HYXIAIOTCS B IOCTOSHHOM
HaOJIIOACHUH.

bera-anpenobmokaTopsl MOTYT BhI3bIBaTh Opanukapauto. [Ipu ypexxennn UCC B mokoe MeHee
50-55 yn/mMuH cienyeT yMEHbIIUTh 103y WM MPEeKPaTUTh IMpUueM OUCOIPOIIONa.

Kaxk u npyrue Gera-anpeHo0I0KaTopsl, OMCOMPOIION MOKET BBI3BIBATH YAJIMHEHHE HHTepBaia PQ Ha
OKT'. Cnenyer ¢ OCTOPOKHOCTBIO MPUMEHSATH OUCOIPOJION Y MAIlMEHTOB ¢ aTPUOBEHTPUKYISPHON
omokaznoii I crenenu.

HecenextuBHble 0OeTa-apeHO0IOKATOPhl MOTYT YBEJIMYMBATH YaCTOTY M TMPOJOJIKUTEIBHOCTD
AQHTMHO3HBIX TPUCTYNOB Yy TAIMEHTOB C Ba30CMACTHYECKOW CTEHOKapAHWeH (CTEHOKapaueu
[TpunIIMeTaNa) BCIEACTBUE OMOCPEAOBAHHON allb(a-pernenTopaMyu Ba30KOHCTPHUKIIUN KOPOHAPHOM
aprepun. KapauocenexktuBHble — OeTaj-aApeHOOSOKATOPHl  (BKJIOYAsh  OMCOMPONION)  TpH
Ba30CMAaCTUYECKON CTEHOKApIUU CIEAYET MPUMEHATh C OCTOPOKHOCTHIO.

K HacrosmeMy BpeMeHHW HEJOCTaTOYHO JAaHHBIX OTHOCHUTEIBHO TMPUMEHEHHUsI OWCOmpojioyia y
narueHToB ¢ XCH B coderanuu ¢ caxapHbiM quaberoMm | Tura, BRIPAKCHHBIMU HAPYIICHUSIMH
GYyHKIMM TIOYEK W/WIM TICYCHH, PECTPUKTHBHON KapIWOMHUOTATHEH, BPOXKICHHBIMUA TOPOKAMH
cep/illa WM MOPOKOM KJalaHa cepila C BbIPAXEHHBIMH T€MOJWHAMUYECKHUMH HaPYLICHUSMH.
Takxe 10 cux mop He OBLIO MOJYYEHO JOCTATOYHBIX JAHHBIX OTHOCUTENhHO ManueHToB ¢ XCH ¢
nH(pAPKTOM MUOKap/ia B TCUEHHUE MOCIEIHUX 3 MECSIIEB.

JlpIXaTeapHas cUcTEMaA

HecMmoTpss Ha TO, YTO CeNEKTUBHBIE OeTa-aJpeHOOJIOKATOPhl B MEHBLICH CTEMEHHM BIUSAIOT Ha
(GYHKLIHIO JbIXaTEJIbHOM CHCTEMBI, YEM HECEJIEKTHUBHBbIE O€Ta-aJpeHOOJOKATOpPhI, MalUeHTaM C
XOBJI u HeTspKenbIME (hopMaMH OPOHXHATILHON aCTMBI OMCOIPOJION cJelyeT Ha3HadaTh ¢ 0co00i
OCTOPOXKHOCTBIO M TOJBKO B TOM CJIydae, €ClIM BO3MOXHBIE IPEUMYIIECTBA €r0 MPUMEHEHUs
NPEBBILIAIOT TMOTeHUUANbHbIM puck. [lpum OponxumaneHoi actme wimu XOBJI mokazaHo
OJTHOBPEMEHHOE IPUMEHEHHE OPOHXOMIATUPYIOLIUX CPEICTB.

Y IIalTUCHTOB C 6p0Hx1/1aan0171 aCTMOII BO3MOKHO ITIOBBIIICHHE PE3UCTCHTHOCTU AbIXATCIIbHBIX
nmyTel, 4To TpedyeT 0osiee BHICOKOM J03bI 0eTaz-aipeHOMHUMETHUKOB.

VY mauuentoB ¢ XOBJI Guconposion, Ha3HAYaeMblii B KOMIUIEKCHOH Tepanuu C LEbl0 JICYCHHUs
CEpACYHON HEAOCTATOYHOCTH, CIENYyeT HAYMHATh C HAaUMEHBIIEH BO3MOYKHOW O3BI, a MAllMEHTOB
TIIATEIbHO HAOJI0IaTh HA MOSABICHHE HOBBIX CUMIITOMOB (HAIpUMED, OJBIIIKH, HEMEPEHOCUMOCTH
(hbUBUYECKUX HATPY30K, KaIIs).

OGI_HI/IDHBIG XUPYPIrUudeCKUEC BMCIIATCIIbCTBA U O6H_Ia$I AHCCTE3 U

[Ipr HEOOXOMMOCTH MPOBEEHUSI XUPYPTUUECKUX BMEIIATENbCTB CIEAYET MpeAynpelnTh Bpada-
aHecTe3MoJora O TOM, YTO MAIMEHT MPUHUMAET OeTa-aApeHOOIOKATOPHI (PUCK JIEKAPCTBEHHBIX
B3aUMOJICHCTBUI C Pa3BUTHEM TSDKEIBIX OpaHapUTMHM, YMEHBIICHUS pe(ICKTOPHON TaXxUKapIuu
U apTepuanbHOU THIOTEH3UH). PekoMenayercs: 6e3 sBHOW HEOOXOAMMOCTH HE MpEeKpaIiaTh mpueM
Oucomnposioa B IeproIeparimoHHOM reproe (T.K. 0J10kana 6eTa-aIpeHOPEenTOPOB CHUKACT PUCK
BO3HUKHOBEHHUS aPUTMHIA U UIIEMHH MHOKap/1a BO BpeMsi BBOJHOTO HApK0O3a M MHTYOAIlUU TPaxen).
B cayyae HeoOXOAMMOCTH TpepbIBaHUS JIeYEHUS OHUCONpPOJIOIOM Tepel MpPOBEACHHUEM
XUPYPTUUECKOT0 BMEIIATENbCTBA, Mpenapar cieayeT OTMEHUTh HEe MeHee ueM 3a 48 yacoB 10
oTieparuu.

deoxpomorTomMa

Y manueHToB ¢ (PEOXpOMOIUTOMON OHCOMPOJION MOXKET OBbITh Ha3HAYeH TOJBKO Ha (oHE
pUMEHEHHs anb(a-aapeHoOI0KaTOPOB.
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THupeoToKCHKO03

(CMEPTHOMY OTUYETY

[Tpu runepyHKIMN IMTOBUIHON jKeJe3bl OeTa-aapeHo0IOKaTOPHI (BKIII0Yass OMCOMPOIION) MOTYT
MacKHpOBaTh TaXWKapAHI0O M YMEHBIIATh BBIPAKEHHOCTh CHMIITOMOB THPEOTOKCHKO3a. Pe3kas
OTMEHa Tperapara MOXXET BBI3BaTh OOOCTPEHHE CHUMITOMOB 3a00JI€BaHUS M pa3BUTHE
THPEOTOKCHYECKOTO KPH3a.

Peakiyy moBBINIEHHONW YYBCTBUTEILHOCTH

bera-anpenoGiokaTopsl, BKII0Yast OMCOMPOIIOII, MOTYT HOBBICUTH YyBCTBHTEIFHOCTH K aJllepreHam
U TSOKECTh aHA(DUIAKTHYECKMX pEakUuil / peakuuil TMIepuyBCTBUTENBHOCTH H3-3a OClabiIeHus
aJPCHEPTUYECKON KOMIIGHCATOPHOW pEryysiliud TOJ] JACHCTBHEM OeTa-aIpeH0O0IO0KaTOPOB.
[TpumeHeHne OOBIUHBIX TEpaneBTUYECKUX 103 snuHepuHa (aapeHanuHa) Ha ¢oHe mpuema Oera-
aJPEeHOOIOKATOPOB HE BCET/Ia MPUBOIUT K JOCTHXKCHUIO JKEJIaeMOT0 KIIMHIYECKoro 3 dekra.

Heo6xoauMo cobmoaTh OCTOPOKHOCTD MPH Ha3HAYEHUU OMCOMPOJIONa MAlUEHTaM C TSKEIIbIMU
PEAKIMSIMU THIIEPYYBCTBUTEIILHOCTH B AaHAMHE3€ MIIH MTPOXOASIIUX KypC 1eCCHCUOMIN3aIUY.

IIcopuas

[Ipu penrenuu Borpoca o0 MpUuMEHEHUH OMCOIPOJI0a y MAMEHTOB C ICOPHUA30M CleAYeT TIIATeIbHO
COOTHECTH TpeIojiaraeMylo Mojb3y OT MPUMEHEHHUs MpenapaTa U BO3MOXKHBIA pUCK 000CTpeHHUs
TE€UYEeHUs Icopuasa.

KoHTakTHBIE TUH3EI

HaHI/IeHTI)I, MOJIB3YIOIIUECA KOHTAKTHBIMU JIMH3aMU, JOJIXKHBI YUYUTBIBATH, UTO HA (bOHe IMIPUMCECHCHUA
6€Ta-al[p€HO6JIOKaTOpOB BO3MOXXHO CHHIKCHUC TPOAYKIIUN CJIE3HOM KHUIKOCTH.

BcnoMorarenbpHBIE BEIISCTBA

IIpenapar bugon coxepxxur Jakro3y. [lanveHTam ¢ peaKo BCTPEYAIOLICHCS HACIEACTBEHHOMN
HEMEePEHOCUMOCTbIO TaJIaKTO3bl, JE(QHUIMTOM JIAaKTa3bl JIONAaped WM TJIIOKO30-TalaKTO3HON
MasibabcopOIIHeil He claeyeT IPUHUMATh STOT Mpernapar.

4.5. B3aumopgeiicTBHMe ¢ [APYrMMH JIEKAPCTBEHHbBIMH IMpenaparaMu M JApyrue BHJbI
B3aMMOAeHCTBUSA

HepexkomeHAyEMBIS KOMOMHAIMHU

Aumuapummuyeckue cpeocmeéa I kiacca (Hanpumep, XWHUAWH, AU30MUPAMUM, JHUIOKaWH,
dbenutounH, daekanHuI, MpormapeHoH) Mpyu OJHOBPEMEHHOM MPUMEHEHUN ¢ OMCOMPOIIOIOM MOTYT
CHIDKATh AV TIPOBOJAMMOCTH M COKPATHTEIBHYIO CIIOCOOHOCTh MUOKAP/IA.

brokamopul «mednennvixy kanvyuesvix kananos (BMKK) muna eepanamuna u 6 menvuieli cmenenu
ounmuaszema IPU OJTHOBPEMEHHOM MPUMEHEHUH ¢ OMCOIMPOJIOIOM MOTYT MPUBOAUTH K CHIKCHUIO
COKpaTUTEIBPHOM CIIOCOOHOCTH MHOKapAa M HapymeHutro AV mpoBogumocTH. B uacTHOCTH,
BHYTPHMBEHHOE BBEJICHUE BeparaMuia NaleHTaM, IPUHIMAIOIINM OeTa-aIpeHO0I0KaTOPhI, MOXKET
MIPUBECTH K BRIPAXKEHHOHN apTepuaIbHOM TUIIOTeH3UH U AV OJ1oKae.

T'unomensusnvie cpedcmea yenmpanbHo2o Oeticmeus (Takue Kak KIOHHJIUH, METHIAONA,
MOKCOHU/IMH, PWJIMEHHJMH) MOTYT NpUBOIUTh K ypexeHuto YCC U CHUKEHHIO CepIEeUHOro
BBIOpOCa, a TaKKe K Ba30JMJIaTallMX BCIIEACTBUE CHUKECHUS LIEHTPATBHOTO CUMIIATHYECKOTO TOHYCA.
Pe3kast oTMeHa, 0cOOEHHO 10 OTMEHBI OeTa-aJpeH00I0KaTOPOB, MOXKET YBEIMUUTh PUCK PA3ZBUTHSA
«PUKOLLIETHON» apTepUaAIbHON THIIEPTCH3UN.

Duneonumo0 MOXKET YCUIIUTh OTPHUIIATESIIbHBIA XPOHOTPOIHBIN 3P dekT OeTa-aapeHo0I0KaTOpOB 1
NPUBECTH K BbIpaXeHHOW Opamukapaun. OJHOBpEeMEHHOE MpHMEHEHHE (HUHrOJIMMOAa U
METOMNpOJIOJIa HE peKOMeHIyeTcs. B ciiyuae HEOOXOIMMOCTH OJHOBPEMEHHOTO TPUMEHECHUS
¢uHromumona u Oucomnporona TpedyeTcs TIIATeNIbHOE HAOIIOACHUE 3a COCTOSIHUEM IallieHTa.
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COOTBETCTBYIOLIMI MOHUTOPHUHT (TTOKa3aH JUIUTENbHBIH KOHTpoas UCC, mo MeHbIei Mepe, 10 yTpa
CJICYIOIIETO JTHS MOCIIE MIEPBOT0 OJHOBPEMEHHOTO MpreMa (PUHTOIUMOIa U OMCOTIPOJIOIIa).

Komb6unammu, tpedyroime 0co00il 0CTOPOKHOCTH

BMKK npoussoomnsie oueuoponupuouna (Hanpumep, Hudenunus, GeroaunuH, aMIoIUIIH), TPU
OJTHOBPEMEHHOM NIPUMEHEHUHU ¢ OUCOIPOIIOIOM MOTYT YBEIMYUBATH PUCK Pa3BUTHUS apTepUaIbHON
runoteH3un. Y mnamnueHToB ¢ XCH Henb3sd HCKIIOYHWTH PHUCK MOCIAEAYIOUIEr0 YXYAIICHUS
COKpaTHUTENbHON (PYHKIINH cepua.

Anmuapummuueckue cpedocmesa Il knacca (HaripuMep, aMHOJIapPOH) MOTYT YCHUJIMBATh HAPYIIICHUE
AV npoBOAMMOCTH.

eticmeue bema-adpenob610Kamopos 0t MeECMHO20 npumereHus (HampuMmep, TJIa3HbIX Karedb s
JIeUEHHs] TJIAyKOMBI) MOXET YCHJIMBATh CHCTeMHBbIE 3¢¢eKkTsl Oucomposona (camwkenue All,
ypexkerne YCC).

Iapacumnamomumemuxy TPUA OJHOBPEMEHHOM NMPUMEHEHHH C OMCOIPOJIOIOM MOTYT YCHJIMBAThH
Hapyuienne AV mpoBOAMMOCTH U YBEIMUYUBATH PUCK Pa3BUTHs OpaauKapIui.

Tunoenuxemuueckoe Oelicmeue UHCYIUHA UNU SUNOSTUKEMUYECKUX CPEOCME Ol Npuemd 6HYmpb
MOJET YCHJIMBAThCs. [IpU3HAKU TUMIOTIIMKEMUH, B YaCTHOCTH TaXHKapAHs, MOTYT MacKHpPOBAThCS
HUIIN MTOJaBJIATHCA. HO,Z[O6HBI€ BBaHMOHeﬁCTBHH 60.]'[66 BCPOATHBI IPU MPUMCHCHUN HCCCIICKTUBHBIX
OeTa-aIpeH00I0KAaTOPOB.

Cpeocmea ons nposedenus obwell aHecmesuy MOTYT YBEIHMUUBATh PUCK KapIUOJEHPECCHBHOTO
JEWCTBUSA, MPUBOJIS K apTEPUATIbHON TMITOTEH3UU.

CepoOeunvle 2nuko3udbl TIPU OJTHOBPEMEHHOM NMPUMEHEHMH ¢ OMCOIPOJIOIOM MOTYT MPHUBOIUTH K
YBEJIMUEHUIO BPEMEHH MPOBEICHUS UMITYJIbCA M, TAKUM 00pa3oM, K pa3BUTHIO OpaauKapIuu.

Hecmepouonvie Nnpomu8o8OCNAIUMeENbHbLE npenapamsoi (HIIBII) MOT'YT CHIKATh
AHTUTUNEPTEH3UBHBIN A PeKT Oucomposoa.

OpHOBpeMEHHOE TpHUMEHEHHEe Oucomponona ¢  bOema-adpeHomumemuxamu  (HapuMmep,
M30IPEHAINH, J00yTaMHH ) MOXET MPUBOJIUTH K CHIDKCHHIO () (PekxTa 000ux mpenapaTos.

Coueranue OucONpoNoNa C aOpeHOMUMEMUKaMu, GIUAOWUMU Ha Oema- u  anvgha-
aopenopeyenmopbl (manpumep, HOP3MHUHEPPUH, snuHEePpUH), MOXET YCHJINBATh
BAa30KOHCTPUKTOPHbIE A(PQEKThl 3TUX MpErnaparoB, BO3HUKAIOINIMX C y4yacTueM ajbda-
aJpeHOPEIenTOPOB, MpHUBO I K oBbIIeHUIO A/Jl. [TogoOHbIe B3auMoeiicTBUS O0Jiee BEPOSITHBI TPH
NIPUMEHEHHUHU HeceleKMUBHbIX bema-aopenobiokamopos.

T'unomen3usnvie cpedcmea max sxce, KaK u opyeue cpeocmea ¢ 603MONCHbIM AHMUSUNEPTNEH3UBHBIM
agpexmom (Harpumep, TPUIMKINIECKUE aHTHACIPECCaHThbl, 0apOUTYypaThl, PEHOTHA3UHBI), MOTYT
YCUJIMBATh aHTUTUTIEPTEH3UBHBIN d(PPeKT Oucomnposoa.

Megnoxun ipu OTHOBPEMEHHOM MPUMEHEHUU ¢ OUCOMPOIIOTIOM MOKET YBEITUUHBATH PUCK Pa3BUTHS
OpaauKapIuu.

Hneubumopor monoamunokcuoaszvr (MAQO) (3a uckmoueHuem wuHruomropo MAO B) moryr
YCUJIMBATh aHTUTUTIEPTEH3UBHBIA d(PdekT OeTa-anpenodmokaropo. OMHOBpEMEHHOE TPUMEHEHNE
TaK)Ke MOXKET MPUBECTU K PA3BUTHIO TUIIEPTOHUYECKOTO KPH3a.

KOM6I/IHaHI/II/I, KOTOPBIC CIACAYET MPUHUMATH BO BHUMAHUC

Ankanouosi cnopuinbu

HermapupoBaHHblE — alKalOWIbl  CIIOPBIHBM  TIOBBIMIAIOT ~ PHCK  Pa3BUTHA  HAapyHICHHUU
nepudepuyeckoro KpoBOOOpalleHUs. ODProTaMHMH TMOBBIAET PHUCK PA3BUTUS HAPYIICHUS
nepudepruIecKoro KpoBooOpaIieHusl.
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dapMaKOKMHETHYECKHE B3aUMOIECHCTBHUA

(CMEPTHOMY OTUYETY

B (¢dapmakokMHETHUECKHX HCCIIEIOBAaHUSAX HE BBIABICHBI B3aUMOJCHCTBUS Oucompoiona ¢
THA3UIHBIMH JMYPETHKAaMH, TaKMMH KakK THAPOXJIOPOTHA3WA, M IUMETHIWH. bucompoion He
okaspiBal d¢¢exkrta Ha  (papMaKOKMHETUKY TeopuumHa. Pudammuuuz  yBennyuBaer
METa0OJIMYECKU KIMPEHC M YKOPAaYMBaeT IEPUOJ| IOMYBBIBEACHUS OHCOMPOJIONa, OJHAKO
KOPPEKIMH 03Bl IpenapaTa He Tpedyercsa. buconposon He BiIMseT Ha MPOTPOMOWHOBOE BpeMs Yy
MalMEeHTOB, MOYYAIONUX CTAOMIBHYIO 103y BapdapuHa.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMSA

bepemeHHOCTH

dapmakosoruyeckue 3PpQPekTsl OMCONpPoIIosia MOTYT OKa3bIBaTh HEOJIArONPUATHOE BO3JCHCTBHE HA
TeueHne OEPEeMEHHOCTH M OPTaHHW3M ILJI0/1a/HOBOPOXKIEHHOTO. B 1memom, Oera-aapeHo0I0KaTOphI
CHIDKAIOT KPOBOTOK B IIAIIEHTE, YTO MOXKET IMPUBOJIUTH K 33/I€PIKKE POCTA IUI0AA, BHYTPUYTPOOHOU
rubeny TI0Ja WM MPEeKAECBPEMEHHBIM pofaM. Y IUIoJa ¥ HOBOPOXKICHHOTO MOTYT Pa3BHBATHCS
HEeXXeJaTeNbHble SBJIEHUS (HampuMep, runorivkeMuss u Opamukapaus). Ilpu HeoOxomumocTu
JedeHus: Oera-aApeHOOJIOKaTOpaMH TMPEANOYTEHHE CJIEAyeT OT/AaBaTh CEJICKTUBHBIM OeTaj-
anpenobnokaropam. Ilpu OGepemMeHHOCTH OHMCOIPONON CIEAyeT NPUMEHATh TOJBKO B Cilydae
a0COMIOTHON HEOOXOIMMOCTH, €CIIH OXKUAAaeMast 1OJb3a JJIsl MaTepy MPEBBIIIAET BO3MOKHBIN PUCK
pa3BUTHs MTOOOYHBIX 3((PEKTOB Yy III0AA U/UIH HOBOPOKACHHOTO. ClIeAyeT OTCIIEKHUBATH KPOBOTOK
B IUIALICHTE W MaTKe, a Takke HaOJI0IaTh 3a POCTOM M pa3BUTHEM Oynaymiero pebenka. B ciydae
MOSIBJICHUSI HE)KENIATENbHBIX SBICHUH B OTHOIIEHHMH OEPEeMEHHOCTH W/WIM IUIOJA PEKOMEHIYeTCs
NPUHSATH AIBTEPHATUBHBIE METO/IBI TEPAITHH.

Crenyer TIaTeabHO 00CIIeI0BaTh HOBOPOXKAECHHOTO MOCie POOB. B mepBbie Tpu AHS KU3HH MOTYT
BO3HUKATh CHMITOMBI OpaJiuKapAUY U TUMIOTTTUKEMHH.

JlakTaius

[To maHHBIM JAOKIMHUYECKUX HCCIEAOBAHUNA OMCOMPOJION W/MIM €ro MeTabONUTHI BBIACISAIOTCS B
MOJIOKO JIAKTUPYIOIIUX KpbIC. JJaHHBIX O BBIJIEIEHIUH OUCOTIPOJIOa B TPyIHOE MOJIOKO HeT. [ToaTomy
npueM OHCOMpOJIoNIa HE PEKOMEHIYETCs KEHIIMHAM B MEpPHOJ TPyIHOTOo BckapmuiuBaHus. Ecnn
npueM Oucomposyioa B TEpPHOJ JIAKTAIlMM HEOOXOIMM, TpyJHOE BCKApMIIMBAaHHE CJEIyeT
MIPEKPATUTb.

4.7. BuusiHMe Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeACTBAMH M padorarh C
MeXaHM3MaMH

Bbucomnposnon He BiIMAET Ha CHOCOOHOCTH K YIPABICHHIO TPAHCIOPTHBIMH CPEJICTBAMH COTJIACHO
pe3yJibTataMm uccienoBanus, y naiueHTos ¢ UbC. Ognako, BCieICTBUE UHANBUIYATIbHBIX PEAKIIHIA,
CIIOCOOHOCTH K YIPaBICHUIO TPAHCTIOPTHBIMU CPEJICTBAMH U MEXaHU3MaMHU MOXKET ObITh HapyIIeHa.
Ha »To cnenyer o6paTtuTh oco00e BHUMaHHUE B Ha4yaye JEYCHHS, TIOCIE U3MEHEHHS JI03bI, a TAKKE
IIPU OJTHOBPEMEHHOM YIOTPEOICHUH aTKOTOJISL.

4.8. HexxenaTesibHbIE peakmum

Pesrome mpoduiist 6e300acHOCTH

HexenarenpHbie p€akru MpEACTABIICHBI B COOTBETCTBUU C CUCTCMHO-OpraHHBIMU KJIAaCCaMH U C
YKa3aHUEM 9aCTOTbI BOBHUKHOBCHMU:

odeHb yacto (>1/10); gacto (>1/100 no <1/10); Hewacto (>1/1000 Ho <1/100); peaxo (=1/10000 HO
<1/1000); ouennr peako (<1/10000), gactora Heus3BecTHa (Ha OCHOBAHHHM WMEIOLIUXCS ITaHHBIX
OIICHUTH HEBO3MOYKHO).
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Tcuxuueckue HapywueHus.:

Heuacto: genpeccusi, 6ecCOHHHIIA.

Penxo: rajumoniHauy, HOYHBIE KOIIMAapHI.

Hapywenus co cmoponul HepeHoil cucmemul

YacTto: ronoBokpykeHue™, ronoBHas 601b*.

Penxo: noreps cozHanus.

Hapywenus co cmoponul opeana spenus

Penxo: ymeHbIieHue cne3oTeueHus (CleayeT yYUThIBaTh MIPH HOIICHUN KOHTAKTHBIX JIUH3).
OueHb peKo: KOHBIOHKTHUBHT.

Hapywenus co cmoponul opeana ciyxa u rabupunma

Penxo: Hapymienus ciyxa.

Hapywenus co cmoponul cepoya

Ouens vacto.: 6pagukapaus (y mamueHToB ¢ XCH).

Yacro: ycyryonenue cumnromoB TeueHuss XCH (y marmmentos ¢ XCH),

Heuacto: wnapymenne AV mnpoBoaumoctd, Opamukapaus (y TIAIUEHTOB C apTepUaIbHOM
THIIEPTEH3UEH WM CTEHOKapiuei), ycyryonenue cumnrtomoB TeueHus XCH (y manumeHTOB ¢
apTepuaIbHON TUIEPTEH3UEH WIIH CTCHOKap e ).

Hapywenus co cmoponul cocy0og

YacTo: omrynieHue MOXOJIOJaHUs MM OHEMEHHUsS B KOHEUHOCTSIX, BhIpaKCHHOE CHIkeHHe AJl,
ocobenHo y narueHToB ¢ XCH

Heuacro: opTocraTuueckasi TMIIOTEH3US.
Hapywenus co cmopoHul OvixamenvHotl cucmemsl, 0peano8 2pyOHOU KIemKU U Cpe0oCmeHUsl

HeuacTto: OpoHxocna3m y MalieHTOB ¢ OpPOHXHAIBHOM aCTMOW WM OOCTPYKIIMEH IbIXaTelIbHBIX
IIyT€ B aHAMHE3eE.

Penxo: anneprudeckuii puHUT.

Hapywenus co cmoponul dceny0ouno-Kuumeuno2o mpaxkma
Yacro: ToUIHOTa, pBOTA, JUAPES, 3aI10P.

Hapywenus co cmoponvl neuenu u scenyesvi8o0auux nymet
Penxo: rematur.

Hapywenus co cmopoHbl Kodcu u N0OOKOMCHBIX MKAHelU

PGILKOI pC€aKkuuun MMOBBIIICHHOM YYBCTBUTCIIBHOCTH, TAKHE KakK KO>KHBIN 3yad, CbIllb, TUIICPEMUA
KO’KHBIX ITOKPOBOB, aHI‘I/IOHeBpOTI/I‘-IGCKI/Iﬁ OTCK

OueHb peniKo: anomnenus.

Bbera-aapeHo010KaTOPBl MOTYT CIIOCOOCTBOBATh OOOCTPEHUIO CUMITOMOB IICOPHA3a WM BHI3BIBATH
MICOPHA30M0I00HYIO CHITIb.

Hapywenus co cmopoHbl MbluieuHoll, KOCMHOU U COeOUHUMENbHOU MKAHU
Heuacro: mbimeunas ¢i1abocTb, Cy10pOTH MBIIIIL.

Hapywenus co cmopoHuvl penpoO0yKmusHoU cucmembl U MOJIOYHbBIX JHcee3
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Penko: spextunbHas qucdyHKIus.

Obwue napyuienus u peakyuu 8 mecme 66€0eHus.

Yacro: actenus (y marueHToB ¢ XCH), moBbIIeHHAs yTOMIISIEMOCTH *;

HeuacTo: actenus (y ManueHToB ¢ apTepHaIbHON THIEPTEH3UEeH NN CTEHOKapIUei).
Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

PG,Z[KOZ MOBBIIICHHUC KOHUCHTPAIIUNA TPUTIIMOCPUAOB U aKTUBHOCTHU «IICYCHOYHLIX)» TpaHCAMHUHA3 B
CBIBOPOTKE KpoBH (acnaptatamuHoTpancdepassl (ACT), ananmnamunotpancdepassl (AJIT)).

* 'V DanMeHToB C apTepUAIbHOW TUMEpPTeH3HEeW WM CTEHOKapJueld OCOOCHHO YacTO JaHHbIC
CHUMIITOMBI MOSIBJISIIOTCS] B Havajie Kypca jedeHus. OOBIYHO ITH SIBIEHUS HOCAT JIETKUN XapakTep U
IIPOXOJAT, KaK IPABUIIO, B Te€UEHHE 1—2 Helenb Mocie Hayasla JIeUeHusl.

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxxno COO6H_IaTb (6] MoA03pCBaACMBIX HEXKCIAaTCIbHbBIX pCaKknuusax II0CJIC perucTpanu
JIEKapCTBEHHOI'0 TIperapara C Ledbl0 O0ecreueHus: HEeNpPepbIBHOIO MOHUTOPHHIA COOTHOIICHUS
«oNib3a — PHCK» JIEKAPCTBEHHOTO Tpernapara. METUIIMHCKAM pa0OTHUKAM pPEKOMEHIYeTCs
CO00IIaTh O JIOOBIX MOI03PEBAEMbBIX HEXKENATEIbHBIX PEAKIHMIX JIEKAPCTBEHHOTO Mpernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCydapCTB — YJIICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @enepanus

®denepanpHas cayx0a Mo Haa30py B chepe 3paBoOOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl Iiioniaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

OnexrponHas noura: pharm@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru
WNuTtepuer-caitt: https:// www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CUMIOTOMBI

Haubonee wyacTble CHUMNTOMBI IE€pelO3UPOBKU: AV 0Onokajga, BbIpaXeHHass OpagukapIus,
BBIp@KEHHOE CHIkeHue AJl, OpoHXOCHa3m, ocTpas ceplieuHas HeIOCTATOYHOCTh M TUTIOTJINKEMHUSI.
UyBCTBUTEIHHOCTH K OJTHOKPATHOMY IIPHEMY BBICOKOM 10361 OMCOIIPOIIOIIa CUIIFHO BApbUPYET CPEIU
OTJIETLHBIX MMAIIMEHTOB, U BeposATHO manueHThl ¢ XCH 0071a1af0T BEICOKOW YyBCTBUTEIBLHOCTHIO.

Jleuenue

B cnyyae mepeno3upoBKH, MpexkJe BCEro, HEOOXOAMMO NMPEKPaTUTh MPHEM IpernapaTa U HadaThb
MOAICPKUBAIONIYI0 CHMITOMATHYECKYIO TEPAIUIO.

[Ipu BeIpakeHHOW Opamukapauu: BHYTPMBEHHOE BBeleHuWe arponuHa. Ecmm  sddexr
HE/IOCTaTOYHBIN, C OCTOPOXXHOCTHIO MOKHO BBECTH JIEKAPCTBEHHBINM Ipemapar, o0anarormmi
MOJIOKUTEIBHBIM  XPOHOTPONHBIM  JAelcTBUEM. [Horma MokeT noTpeOoBaThCsi BpEMEHHas
IIOCTAaHOBKA JIEKTPOKAPAUOCTUMYIISITOPA .

[Ipu BeIpaxkeHHOM cHUeHUH AJl: BHYTPHMBEHHOE BBEACHHE IJIa3MO3aMENIalOlIUX PacTBOPOB U
Ba30MPECCOPHBIX NpenapaToB. BHyTpUBEHHOE BBECHUE TITIOKAarOHa MOKET OBITh 11€7€CO00Pa3HBIM.

[TIpu AV 0rnokazne: manueHTHl TOHKHBI HaXOMUTHCS O[] MOCTOSHHBIM HAOIIONCHHEM U IOIydYaTh
neueHne OeTa-aipCHOMUMETHKAMHU, TaKUMHM Kak osnuHedppuH. B ciaydae HeoOXoaumMocTu —
MIOCTaHOBKA IEKTPOKAPANOCTUMYIISATOPA .

IIpu ob6octpennn Teuenus XCH: BHYTpUBEHHOE BBEACHUE AMYPETHUKOB, IIpenapaToB C
MOJIOKUTEIBHBIM MHOTPOITHBIM 3((EKTOM U Ba30JUJIATATOPOB.
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[Tpu GpoHXOCMIa3Me: MpUMEHEHHE OPOHXOINIATATOPOB, B TOM e s a&mgg&hﬂlqemﬂos'n Wittt

aMMHO(WLIMHA.

[Ipu runorinvkeMun: BHyTPUBEHHOE BBEJIEHUE IEKCTPO3bI (TIIOKO3BI).

5. DPAPMAKOJIOTUYECKUE CBOMCTBA
5.1. ®apmakoguHAMHYECKHE CBOICTBA

dapmakoTepaneBTHUECKas rpymIa: 6eTa-aJpeH00I0KaTOPhI; CEICKTUBHBIE OeTa-aIpeH0OI0KATOPHI.
Kon ATX: C07ABO07

MexaHusMm aeiicteus U hapMakoauHamMuueckue 3O GEKThI

buconponon - cenexkTuBHBIA OeTai-ampeHOOIOKATOp 0€3 COOCTBEHHON CHMIIATOMHUMETHYECKOM
aKTUBHOCTH, He o0iazaer MeMOpaHOCTaOWIM3MpYIOIIMM  JeiictBueM. bucomponon B
TEparneBTHUECKUX J03aX o00JlajaeT HE3HAYUTEIbHBIM CpPOJCTBOM K OeTaz-aJipeHOperenTopam
BHYTPEHHUX OpPraHoB (TIO/DKETyAOYHAsl JKeJe3a, CKENETHbIE MBIIIIBI, TJaJKas MYyCKyJaTypa
nepudepruIecKux apTepuid, OpOHXOB M MAaTKH), a TAKXKE K O€Taz-aApeHOPEIENTOPaM, YIaCTBYIOIINM
B perymsinun Mertabonusma. CrenoBarenbHO, OMCOMPOoN (B OTIUMYHME OT HECENEKTHBHBIX Oera-
a7ipeHO0JI0KATOPOB) B LIEJIOM HE BIMSIET Ha COMPOTHUBIICHUE AbIXaTEIbHBIX MyTeH, OKa3bIBAET MEHEE
BBIpR)XEHHOE BIMSHUE HAa OPTaHbl, cojieprkalne 0eTaz-apeHOpEeLenTOPhl, U Ha YIIIEBOIHBIA 0OMEH,
HE BBI3BIBACT 3a/IEP’)KKM MOHOB HATpUs B OpraHu3Me. BbIpaKeHHOCTh aTepOT€HHOTO JAEWCTBUA
Oucomnposoa He OTIMYAETCS OT JCHCTBHS MpompaHoiona. B TepaneBTnyeckux no3ax OMCOMPOIIOI
OsokupyeT OeTaj-aApeHOPELENnTOpPhl Cep/illa, YMEHBIIAET CTUMYJIMPOBAHHOE KaTeXOJIaMHUHAMU
obpazoBanne HAM® u3z AT®, cHWXKaeT BHYTPHUKJIECTOYHBIH TOK HOHOB KaJbIUsS, OKAa3bIBAET
OTpHUIIATENIbHOE XPOHO-, APOMO-, 0aTMO- M HE SIBHO BBIPAKEHHOE HMHOTPOIIHOE JEHCTBUE.
buconponon ymeHbmaer yactoTy cepieuHbix cokpauieHuit (HCC) B mokoe um mpu Harpyske,
3aMeJIsIeT aTPUOBEHTPUKYIISIPHYIO TPOBOAUMOCTE, YMEHBIIIAET BO30yIUMMOCTh MUOKapaa. CHuxaet
CepACUYHBI BBIOPOC, B HE3HAYUTEIHHOM CTENEHU CHIKACT YAApHBIH OO0bEeM. YMEHbLIaeT
MOTPeOHOCTh MHMOKapAa B KHUCJIOPOJE, CHM)KAeT aKTUBHOCTh PEHMHA IUIa3Mbl KpoBU. B Hauaine
JeyeHusl B mepBble 24 dyaca mocie mpueMa Oucomposona obiiee nepupepudeckoe COCYAUCTOe
conpotusiienne (OIICC) HecKONMbKO yBeTWYHBAETCsA (B PE3YNIbTaTe PEIUIIPOKHOTO BO3PACTAHUS
aKTUBHOCTH anbda-aaperoperentopon). Uepes 1-3 cyrok OIICC Bo3Bpamaercs k ucxonnomy. Ipu
JUTUTEbHOM Tepanuu n3HadaibHO noBeieHHoe OIICC cHmxaercs.

MaxkcuManbHBI reMOJMHAMUYEeCKUN dPQeKT qocTuraercs yepe3 3—4 daca rocie npuemMa BHYTPb.
[Tpu npumenenuu 1 pa3 B cyTku TepaneBTHYeCKuit 3 PeKT Oucornposiona coxpansercs B TeueHue 24
yacoB Onarogapst 10—12 yacoBoMy mepuoy MOJIyBBIBEACHUS U3 TUIa3Mbl KPOBH.

buconponon obmamaer Takumu ke deKTpodusnosornueckumMu 3¢ dhekTamu, Kak U aApyrue Oera-
anpeHobnokaropel. B anekrpodusnonornveckux wuccienoBanusx Oucomposion ypexan UYCC,
yYBEJIIMYMBAJ  BpeMs  MpPOBEJEHUA M pedpakTepHble  IMEPUOAbl  CHHOATPUAIBHOTO U
aTPUOBEHTPUKYJISIpPHOTO y3510B. OTMmeuaercss ymiuHeHue wuHTepBagoB RR um PQ, a Taxxke
koppurupoBanHoro uatepBaia QT (QTc) na OKI (B mpeaenax HOpMaIbHBIX 3HAYCHUT ).

BI/ICOHpO.HO.H OKa3bIBACT aHTUTUIICPTCH3NUBHOC, aHTHAPUTMHUYCCKOC U AaHTHAHT'MHAJIBHOC ,Z[€I>'ICTBI/IG.

MexaHu3M ~ aHTUTUNEPTEH3UBHOIO  JEHCTBHMsI ~ OMCONposiofla  HM3Y4eH HE  MOJHOCTBIO.
AHTUTUNIEPTEH3UBHBINA 3(P(EKT MOXKET OBITh CBA3aH C YMEHBIICHHEM MHHYTHOTO 00beMa KPOBH,
CHUMITaTUYECKOM CTUMYJISLIUY IIEpUPEPUIECKUX COCYI0B, CHUKEHHUEM COJIEpKaHHsI pEHUHA B IU1a3Me
KPOBH M aKTMBHOCTH PEHUH-aHTHOTEH3MHOBOM CUCTEMBI (MMeeT OO0JIbIIOe 3HaUeHHE ISl TalleHTOB
C UCXO/IHOM Tunepcekpenreil peHuHa), BOCCTAaHOBJIEHNEM YyBCTBUTEIBHOCTH O0apoperenTopoB AyTu
aopThl B OTBET Ha CHWXeHHME AJl M BIMsSHMEM Ha LEHTpanbHyro HepBHYI0 cuctemy (LHHC). Ilpu
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AOCTUTACTCA, KaK IpaBUJIO, UCPEC3 2 HCACIN ITI0CJIC HaYajia JICUCHUA.

AHTHAaHTUHATBHBIN 3(G(EKT 00YCIOBIEH YMEHBIICHHEM MOTPEOHOCTH MHOKapAa B KHCIOPOJIE B
pesynbrate ypesxxkeHus YCC, He3HAUUTENBHOTO CHIKEHUS COKPATUMOCTH, Y/UTMHEHUEM JIHACTOJIbI,
yiydnieHneM nepdy3un Muokapaa. [lpu oqHOKpaTHOM MPUMEHEHUH Y MAI[UCHTOB C UIIEMHUYECKOH
6onesnpto cepauna (MBC) 6e3 mpu3HAKOB XPOHUYECKOW cepaeuHoit HemocratouHoctu (XCH)
OuCOMpOoNION CHMXAET 4acToTy cepacuHblx cokpamenuit (UCC), ymapHbiii o0beM cepama H, Kak
CIIEICTBUE, YMEHbIIAET (hPaKIHIO BEIOPOCA M MOTPEOHOCTH MHOKAp/Ia B KUCIOPO/IE.

AHTHapuTMuUYeckuii 3(Q(HEeKT 00YyCIOBICH YCTpaHEHHEM apUTMOTCHHBIX (DaKTOpPOB (TaxWUKapIuH,
MOBBIIIEHHONW aKTUBHOCTH CUMITIATUYECKON HEPBHOM CUCTEMBI, YBEIMUEHHOTO coaepxkanus HAM®,
apTepHalibHOM TMIEPTEH3UH), YMEHBIIIEHHEM CKOPOCTH CIOHTAHHOTO BO30YKJIEHHUS CUHYCOBOIO U
9KTOIMYECKOIO0 BOJAUTENEM pUTMA U 3aMEVICHUEM AaTPUOBEHTPUKYISIPHOTO IPOBEACHHUS
(MpeuMyIeCTBEHHO B aHTErPaJAHOM U, B MEHbILIEH CTENEHHU, B PETPOrpaHbIX HAIpPaBICHUSIX Yepe3
aTPUOBEHTPUKYJISIPHBIHN Y3€11) U IO TOTIOJIHUTEIbHBIM ITyTSIM.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbrms

buconponon noutu nonHoctsio (6osee 90%) BcachIBaeTCs U3 HKETyIOUHO-KUIIEYHOTO TpakTa. Ero
OMOI0CTYITHOCTH BCIICJCTBUE HE3HAUUTEIHHON METa0OIU3AIINHU «IIPH IIEPBOM MTPOXOKIACHHUMY Yepe3
nevyeHb (Ha ypoBHe npumepHo 10%) cocraBiset okoso 90% nocine npuema BHyTpb. [Ipuem numu He
BIUSIET Ha OWOJOCTYIMHOCTh. BHCOMPONON IEMOHCTPHUPYET JMHEWHYIO KUHETHKY, MPUYEM €ro
KOHIIEHTPALMH B IJIa3M€ KPOBHU MPONOPIIMOHAIBHBI MPUHATON 103€ B AUaIa3oHe 103 OT 5 10 20 mr.
MaxkcruMaibHasi KOHIIEHTpaLKsl B IIJIa3Me KPOBH JIOCTUTAETCs uepes 2—3 4.

Pacopenenenune

buconponon pacnpenensiercs AOBONBHO MHPoko. OO0bEM pacmpefeNieHus: COCTaBIsSeT 3,5 JI/KT.
Cas3b ¢ OenKaMu 1a3Mbl KPOBH JocTUraet npumepHo 30%.

Buorpanchopmariust

Bucomnposnon merabonu3upyercsi 0 OKUCIUTEFHOMY ITyTH 0e3 mocieayromeld Konproranun. Bee
MeTabONMHUTHl TOJSPHBI (BOJOPACTBOPUMBI) U BBIBOASTCS MOYKaMu. OCHOBHBIE META0OIUTHI,
oOHapy)KUBacMble B IUTa3Me KPOBH M MO4YE, HE TMPOSBISIOT (HapMaKOJIOTUYECKOH aKTHBHOCTH.
JlaHHBIE, TIOJIyYEHHBIE B Pe3yJIbTaTe dKCIEPUMEHTOB ¢ MHUKPOCOMAMH TMEYECHH 4YeJIOBEeKa in Vitro,
MMOKa3bIBAIOT, YTO OMCOMPOIION METa0ONIM3UPYETCs B TIEPBYIO OYepeb C MOMOIIbI0 H30pepMeHTa
CYP3A4 (oxono 95%), a uzodepment CYP2D6 urpaer nuiirb HEOOIBIIYIO POJIb.

OIMMUHALIMS

Knupenc 6uconposona onpenensercss paBHOBECUEM MEKy BHIBEICHUEM ITOYKaMHU B HEM3MEHEHHOM
Buje (oxoso 50%) u merabonuzmoM B riedeHu (oxoiio 50%) 10 MeTaboInuTOB, KOTOPBIE 3aTEM TaKXKe
BBIBOZSTCA oukamu. O0mmii kiupeHc cocrasisget 15 n/4. [lepuoa nonyBbiBeieHus coctanisier 10—
12 4. OtcyrctByer uHbopmarus o dapMakOKHHETHKe Owmcorposiona y manueHtoB ¢ XCH u
OJTHOBPEMEHHBIM HapylIeHHEeM (QYHKIIUN TIeUYEHH WIH MOYEK.

Oco0Oble T'PVYIITBI TAITUEHTOB

Toueunas neoocmamoyunocme

B uccnenoBannu y maieHTOB € MOYEYHON HEJOCTATOYHOCTHIO (cpennnii kiupeHc kpearuHuHa [KK]
28 mu/muH) ObUTO MOKazaHo, uto cHrkeHne KK compoBoxkmaercst yBenmmuenumem Cmax, AUC
(Tutomaab TMOJ KPUBOM «KOHIICHTpamus-Bpemsi») u T1/2 Oucomnporona. [TockombKy KIUpEHC
Oucompooa B paBHOU CTENIEHU OCYIIECTBISETCS MOYKAMHU U TICUEHBI0, CYIECTBEHHOW KyMYJIISIIUN
Oucomnposioya y MAIMEHTOB C JIETKOM M YMEPEHHOW CTENECHBIO MOYEYHOM HEIOCTATOYHOCTH HE
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oTMeuaeTcs. B cirydae TsKenoi mo4evHoi HeJ0CTaTQYHOCTH tﬂﬂ éﬂgﬁn/ﬁml_{?% TSI T

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MIPOUCXOAUTh, U 1032 Mpenapara He JOJDKHA MpeBbIaTh 10 Mr B CyTKH.
Ileuenounas neoocmamounocmo

Y ManueHToB C IUPPO30OM IE€YEHH OTMEYAeTCs BbICOKAs BapuaOeIbHOCTh W 3HAYUTEIILHOE
3aMeJIeHHE YTUMUHAIIUIY IO CPABHEHUIO €O 310poBbIMU Jito1bMU (T 1/2 Oucomnposiona cocTaBisieT oT
8,3 no 21,7 vacoB). KnuHuuecku 3Ha4MMble pa3nuuus (papMaKOKHHETUKU MEXKIy MallMeHTaMH C
HOPMaJIbHOW M HApYIICHHOW (PYHKITMEH MeUeH! HE BBISBIICHBI. B ciiydae BeIpaKeHHOHN MEYECHOUYHON
HEZ0CTaTOYHOCTU KyMYJISIUS MOXKET IPOMCXOANTD, U 1032 IIpenapara He 10JKHA peBblaTh 10 mr
B CYTKH.

XpOHuQQCKa}l cepc)elmaﬂ He0oCmamo4HoCmy

VY mamuenToB ¢ XCH Il ¢pynkmmonanpHOro kiacca mo kmaccudukanud NYHA Obimn oTMeUYeHBI
0oJ1ee BBICOKOE COJIepKaHne OMCOIMPOIIOIIa B TUTa3Me KPOBH M YBEITMUCHHBIN IEPHO/T ITOTYBBIBEICHUS
[0 CPaBHEHMIO CO 3J0POBBIMU J100pOBOJIbIAMHU. MakcUMallbHas KOHIIEHTpaIus OHCOIposoia B
IUIa3Me KPOBU B PAaBHOBECHOM COCTOSIHMM cocTaBisgeT 64+21 Hr/mia mpu cyrouHoil noze 10 wmr;
MePUOJI TIOJTYBBIBEJICHUS COCTaBIsIeT 17+5 yacoB. dapMakOKMHETHKA OMCOMPOJIOa y TAIMEHTOB C
XCH # conyTCTBYIOIIMM HapylieHHeM (DYHKIIMH MTEYCHH WU MMOYEeK HE U3Yydallach.

J]uua noosicus10co eo3pacma

Y MalUCHTOB IMMOXKWJIOr0 BO3paCTa OTMEYACTCA HCE3HAYUTCIIBHOC YBCIIMYCHUC HCKOTOPBIX
dhapmakokuHeTndeckux nokaszareneit (T1/2, AUC, Cmax) OucomnpoJiosia mo CpaBHEHUIO C MOJIOABIMH
nmanueHTaMu, NpCANOJIOXKUTCIIBHO B CBA3U C BO3PACTHBIM CHHIKCHUCM IMMOYCYHOI'O KIIMPCHCA. O,Z[HaKO
3TH PA3JINIUs HE SBISIOTCS KIIMHHYECKH 3HAYUMBIME U HE TPEOYIOT KOPPEKIIUH 1036l OMCOTIPOJIOIIA.
6. DAPMAIEBTUYECKHUE CBOUCTBA

6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Bunon, 5 mr, TabaeTku

JlakT03bI MOHOTHAPAT

Henntono3a MUKpOKpUCTATIIMYECKAsT

Maruus creapat

KpocnoBuios.

[Turment mapku PB 22812 sxenTbiit (J1akTo3b1 MOHOTUAPAT 87%, kene3a okcu entbliil 13%).

Bunon, 10 mr, TabiaeTku

JlakT03bI MOHOTHAPAT

Hennrono3a MUKpOKpUCTATIIMYECKAs

Maruus creapat

KpocnoBuios.

[Murment mapku PB-27215 6exeBblil (JlakTo3bl MoHOTHApAT 60%, *ene3a okcun kentbiii 38% u
xKeje3a OKCUJ KpacHbIi 2%).

6.2. HecoBMecTHUMOCTD

He nmpumenumo.
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(MOCNEQOBATENEHOCTE 0006)

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoObie MepbI MPEIOCTOPOKHOCTH NMPU XPAHEHUU
ITpu Temneparype He Bbie 25 °C.

6.5. XapaxkTep u coaepkaHue NEPBUYHON YIIAKOBKH

ITo 14 Tabnerox B Ommucrepe u3 tuieHkn [IBX/IIBJIX u ¢onbru amoMUHHEBON Ie4aTHOU
nakupoBanHod. [lo 1, 2 wmnm 4 Onucrepa B KapTOHHYIO IMAadyKy BMECTE C HWHCTPYKIIMEH IO
IIPUMEHEHHUIO.

6.6. Oco0Obie MepbI PETOCTOPOKHOCTH NPH YHUUYTOKEHNUH UCIO0Jb30BAHHOTIO JIEKAPCTBEHHOT 0
npenapara WM OTXO0J0B, MOJYYEHHBIX MOCJe NMPUMEHEHUs] JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaHMIYJISIIMHU € IpenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT

7. AEPXKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHMUS

Benrpus
OAO «I'eneon Puxtep»
1103 bynanemr, yi. J{émpén, 19-21

7.1. llpencraBuTeib AepKaTesisi PerucTPAIIMOHHOTO YA0CTOBEPEeHUsA

[Iperen3uu notpeduteneil cieayer HampaBiIATh MO aApecy:

Poccuiickas @enepanus

[IpeacraButensctBO OAO «I'eneon Puxtep» (Benrpus) r. Mocksa
Anpec: 119049 r. MockBa, 4-i1 JIoOpbIHUHCKHIT TIep., 10M 8
Tenedon: +7 495 987-15-55

OnektponHas nmoyura: drugsafety@g-richter.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

JITI-Ne(004555)-(PT-RU)

9. KATEI'OPUSA OTITYCKA JIEKACTBEHHOT O ITPEITAPATA
JlekapCTBEHHBIH MpermapaT OTHOCUTCS K KATETOPHH OTITYCKa MO PELENTy
OOmiast XapakTepUCTHKA JIEKApCTBEHHOTO IIpernapara bumom [ocTyriHa B E€IMHOM peecTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha

ouIaILHOM caire YIOJIHOMOYEHHOTO opraHa https://eec.eaeunion.org.
(https://lk.regmed.ru/Register/EAEU_SmPC)
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