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MHCTPYKINUA
1O MEJIMITMUHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O IIPEITAPATA
Kopanmun® XJI

Cordipin® XL

PerucrpanuoHHbINi HOMeEp:

Toprosoe HanmenoBanue: Kopaunun® XJI

Me:KIyHApOo/IHOEe HEATEHTOBAHHOE WJIH FPYNIUPOBOYHOE HAUMEHOBaHUe: HU(eauInH
JlekapcTBeHHast (opma: TalleTKH C TNPOJOHTMPOBAHHBIM BBICBOOOXKIEHUEM, MOKPBITHIC

IUICHOYHOM 000JI0YKOMI

Cocras

1 Tabnerka ¢ NPOJIOHTUPOBAHHBIM BBICBOOOKICHHUEM, IOKPHITasl IJICHOYHOM 000JI0UYKOM,
COJZICPKHT:

Aopo:

Heticmsyrowee sewgecmeo. audenunu 40,00 mr

Bcnomocamenvuvie 6ewjecmea: 1EIIIOI03a MHUKPOKPUCTAJUIMYECKasi, LEJUII0I03a*, jakTo3a*,
runpomerioda 4000 mIla-c, Maraust cteapar, KpeMHUS AMOKCU KOJIJIOMIHBIN

Ob6onouka naenounas: runpomerosza 15 mlla-c**, makporon-400**, kpacutens xene3a OKCHUT
kpacHsiii (E172)**, turana quokeun (E171)**, tanpx**, makporon-6000

*10 mr nemtrosio3sl U 30 MI JTaKTO3bI MOTYT OBITH 3aMEHEHBl Ha HMEIOIIUIICS B TOPrOBOM
o6opote npoxaykt Llemnakrosa (Cellactose®™), coCTOAIMM U3 LETION03bI H TAKTO3EL.

**BMecTo yKa3aHHBIX BEIIECTB MOXKET ObITh Hcmonb3oBaH Omnanpaii kpacHeii 04B240003
(Opadry® red 04B240003). Cocras Omampas kpacHoro 04B240003 kauecTBEHHO W
KOJIMYECTBEHHO WJICHTUYECH COCTaBy OOOJIOUKM TUIeHOYHOW. Makporon-6000 wucmonb3yercs
1ocjae HaHeCeHHs O00OJIOUKM B KAauyeCTBE MOJHMPYIOLIET0 PacTBOpa M MOATOMY HE BKIIOYEH B

coctaB Onazapast kpacHoro 04B240003.

Onucanue

Kpyrnble, ABOSKOBBINyKJIbIE TabneTku ¢ (HAacKOi, MOKPHIThIE IUICHOUYHOW 00O0JOYKOM
KpPaCHOBAaTO-KOPUYHEBOTO 1IBETA.

Bun Ha m3nome: mepoxoBaTas Macca JKEITOro IBETa C IUICHOYHON 000JIOUKOW KpacHOBATO-

KOpPHUYHCBOT'O IIBCTA.
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dapmakoTepaneBTHYeCKasi TPynma: OJOKATOPHI

KaJIbIIMCBBIX KaHAJIOB;, CCJIICKTHBHBIC

6J'IOKaTOpI>I KaJIbIIUCBbIX KAaHAJIOB C NPECUMYIICCTBCHHbBIM HeﬁCTBHCM Ha COCYyJbl; ITPOU3BOAHBIC

JIATUPOTIUPUIUHA

Kon ATX: CO8CAO05

DapMaKoJ0rH4eCKue CBOMCTBA
Dapmarkoounamuxa

Hudenunua — cenekTuBHBIA OJ0KaTOp

«MCOJICHHBIX»

kanpuueBblx KaHanoB (BMKK),

npousBoaHoe |, 4-muruaponupunrHa. Pacmmpser KopoHapHble M mepudepudecKue apTepuw,

YMEHBIIAET MOTPEOHOCTh MUOKApP/1a B KUCIOPOJE 32 CH
MU JIOCTABKM KHUCJIOpOJAa. YCHJIMBAET KOPOHAPHBIM

HIICMU3UPOBAHHBIX 30H 0e3 Pa3BUTHA

dbeHomeHa

€T YMEHBIIICHHsI IOCTHATPY3KU Ha CEep/Le
KPOBOTOK, yJyd4llaeT KpOBOCHaOXeHHE

((O6KpaI[BIB aHHA», AKTUBUPYCT

dbyHKIIMOHMpOBaHUE KoJutarepaynei. Pacmupsisi mepudepruyeckne apTepud, CHIKAET oOIiee

nepudepuyeckoe COMPOTUBIICHHE

cocynos (OIICC),

TOHYC MHOKapAa, IOCTHArpysKy,

HOTpC6HOCTB MHOKapaa B KUCIOPOAC W YBCIWYHMBACT [JIMTCIIBHOCTH JUACTOJIHMYCCKOIO

paCCJ'Ia6J'ICHI/I$[ JICBOI'O  JKCIyOO4YKa. HpaKTI/I‘{CCKI/I

ATPUOBEHTPUKYJIAPHBIN  y3JIBL.

HC BJIMACT Ha CI/IHoanI/IaHBHHﬁ n

He oxa3piBaeT aHTHAPUTMUYECKOTO W IPOAPHUTMOTCHHOTO

ﬂeﬁCTBHH. He Bnuser Ha TOHYC BCH. HI/I(bCI[I/IHI/IH YCHIIUBACT MMOYCUHBIN KpPOBOTOK, BbI3bIBast

YMEpEHHbIN HaTpuiypes.

OTpI/II_IaTeJ'IBHOC XpOHO-, ApOMO- U HHOTPOIIHOC I[CﬁCTBHC HI/I(i)CI[I/IHI/IHa HNCPCKPBIBACTCA

pedIeKTopHON aKTHUBAIMEH CHUMIIaTOAJAPEHAIOBOU

cepreunblx  cokpamenuid  (UCC) B otser

Ha

CUCTCMbl W  YBCIMYCHHUCM  YaCTOThI

nepuepruueckyr0  Ba30IUIIATAIHIO.

[IpeumyiiecTBeHHO B Hayajle Tepanuu CEepACYHBIH PUTM U CEpAEYHBIH BHIOPOC MOTYT

YBCIIMYUTBCA B PC3YJIbTATC AKTUBALIUU pe(bﬂeKca 6ap0peuenT0pOB. HpI/I HHHTGHBHOﬁ TCpalunun

HU(pEIUITNHOM CEepJACYHBIM PUTM M CepJeuYHbId BBIOPOC BO3BPAINAIOTCS K TEM 3HAYEHUSM,

KOTOPBIC OHHM UMCJIX OO0 Havdajla TCpaIlnhu.

HI/Iq)e)II/IHI/IH o6na)1aeT AHTUTUIICPTCH3UBHBIM U aHTHAHT'MHAJIbHBIM )ICfICTBI/ICM.

[Ipu aprepuanvHoil runeprensun (Al') geiictBue

HU(pEAUIMHA CHWXKAeT apTepHuaIbHOoe

nasnenue (AJl) 3a cuet nepudepuueckoit Bazoaunaranuu u cHmkenus OIICC. Hudenunun npu

npueMe OJUH pa3 B CYTKH oOecreunBaeT 24-4acoBOi KOHTPOJb mToOBbImeHHOTO AJl. Y

ManueHTOB C HOPMAaJIbHBIM AI[ HI/I(l)e,ZII/IHI/IH HE OKa3bIBAae€T HA HETO BJIUSHHA JMO0O BIHIET Ha

HETro B HE3HAUYMTEILHOM CTCIICHH.

[Ipu cTeHokapauM HUGPEIUIIUH YMEHBIIAET MepUP

CpHUYCCKOC HU KOPOHAPHOC COCYIHUCTOC

COIIPOTUBJICHHUE, YTO IPHUBOJUT K YBECIMYCHUIO KOPOHAPHOI'O KPOBOTOKA, CEPACYHOI'O BBIGpOCB. u

y/apHOro o0beMa, a TaKKe K CHIKEHHIO IocTHarpy3ku. Kpome Toro, HuGpeaunus pacumpser
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Kak MHTaKTHble, TaK M AaTepOCKIEPOTHYECKH HW3MEHEHHBbIE KOPOHApHbIE apTepuw,
NpeAOoTBpAIaeT CHasM KOPOHAPHBIX apTepuil W ymydmaeT nepdy3uio HIIEMHU3UPOBAHHOTO
Muokapaa. HudeaunuH yMmeHbIIaeT YacTOTy MPHUCTYIOB CTEHOKAPAMHM M HIIEMHYECKUX
U3MeHeHuil Ha snekTpokapauorpamme (OKI'), He3aBUCUMO OT TOTO, BBI3BaHbI JIM OHU CIIa3MOM
WJIN aTepOCKIIEPO30M KOPOHAPHBIX apTepuil.

DapmakokunemuKka

Bcacvieanue

BricBoOokaeHne Hudenunuaa u3 TabJIETOK C MPOJOHTHPOBAHHBIM BBICBOOOXICHHUEM OUYEHB
ME/JICHHOE, TPaKTUYECKU JIMHEHHOE, T. €. OHO IPOMCXOUT Ha OCTOSIHHOM YPOBHE.

[Tocne mpuema BHYTPh BBICBOOOIMBIIUICS M3 TaONIETOK HU(EIUIHH OBICTPO M MPAKTHUECKU
MOJTHOCTBIO BeackiBaeTcsl. Hudenunun B 3HAUNTENIbHOM CTENIEHH T0/IBEPTaeTCs IPECUCTEMHOMY
MeTtabom3my. OJHOBpeMEHHBIN IPUEM MUIIH HE BIHIeT Ha abcopOruto Hudeaunuua. Hiknee
3HaYCHHE YPOBHS PABHOBECHON KOHIIEHTPAIMU JOCTUTAETCS yXKe IOoCje NMpHeMa MepBOi J103bl
Hudeaununa (depe3 24 vaca). Ilpu yxe TOCTUTHYTOM PaBHOBECHOM COCTOSIHUHM MaKCHMAaIbHAs
KoHIEeHTpAHs (Cmax) HUGEIUITHMHA TOCTUTAETCs Yepe3 S5 + 2,7 Jaca mociie mpruemMa BHYTpb.
Pacnpeoenenue

Hudenunun xopormo pacnpeznensercs B TKaHsixX. [IpoHukaer yepe3 remaTosHuedanudeckuil u
TUTALIEHTAPHBIA Oapbep, BBIACISIETCS C TPYIHBIM MOJIOKOM. CBsI3pIBaHUE HU(EAUIINHA C OeIKaMu
IUIa3Mbl KPOBH (B OCHOBHOM € albOyMHHOM) cocTaBiseT 94-99 %. ¥V nmanueHToB ¢ HapyleHHUeM
(GYHKINU TIEYSHH WM MOYEK BO3MOXKHO 3HAYUTEIFHOE CHUIKCHHE CBSI3bIBaHUSI HU(DEIUIHMHA C
OesKkamMu 11a3Mbl KPOBH.

Memabonusm

HudenunuH modTy MONHOCTBIO METabONM3UPYETCs B IMEYEHU C OOpa30BaHHUEM HEaKTHBHBIX
MeTabonuToB. MeTaboau3M HUGEIUNHHA OCYIECTBISETCS MPEUMYILIECTBEHHO H30()epMEHTOM
CYP3A4, a takxke uzodpepmenramu CYP1A2 u CYP2A6.

Buvigeoenue

[Tepuon monyswiBenenus (T'2) nudenununa cocrasnser 14,9 + 6,0 gaca. 80 % ot npunITON
JI03bl BBIBOJMTCSI TIOYKAMH B BHJIE HEAKTHBHBIX METAaOOIMTOB, OocTanbHas 4acTh (5-15 %) — ¢
xenmybto yepe3 kumieyHuk. Menee 0,1 % oT mpuHATON BHYTpb J03bl HU(EAUNINHA BBHIBOJIUTCS
noykamMu B Hem3MeHeHHOM Bujie. 70-80 % BBIBOAMTCS MOYKAMU B BHJIE METa0OIUTOB.
DapmaKkoKunemuka y omoenbHulx 2Pynn nayueHmos

Tayuenmul noscunozo eo3pacma

[Ipu NPUMEHEHUU npernaparoB HU(eunuHa B dopme TabJIeTOK c

HpOHOHFI/IpOBaHHBIM/MOI[I/I(l)I/IL[I/IpOBaHHHM BHCBO60)K,I[€HI/ICM Yy HaMEHTOB IMOXXMWJIOI'O BO3pacTa
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(Bo3pact > 60 net) ormeueHo yBenudeHHE Cmax U T)2 MO cpaBHEHHIO ¢ 0ojiee MOJIOIBIMU
nalreHTaMu.

Iayuenmul ¢ napywenuem hyHkyuu nevenu

DapMaKOKMHETHYECKUE HCCICOBAHMUS TMOKAa3aJd, YTO Yy TMAIHMEHTOB C IMPPO30OM IECYCHH
OTMeYaeTcsl 3HauuTelIbHOe yBenuueHue 172 u ymeHbleHue oouiero kimpenca Hugeaunuxa. [lo
JAHHBIM KIIMHUYECKOTO HCCIICOBAHUS Y MAIUEHTOB C HapylleHHeM (YHKIMH TEYeHH JIETKOMH
(xmacc A mo kiaccudukanun Yaina-I11er0) u ymepennoit (knacc B mo knaccuduxarmm Yaiin-
[Ipt0) cTemeHum THKECTH KIUPEHC HHU(EIUNUHA TMOoCie TMpUeMa BHYTPh ObUT  CHIDKEH
COOTBETCTBEHHO Ha 48 % u 72 % 1O CpaBHEHHWIO C KIMPEHCOM HHU(EIUINUHA Yy MAlUEeHTOB C
HOpMaJIbHOH PyHKIMEH nedeHn. OTMEUEHO YBEIMYCHHE TUTOMIA U T10]] KPUBOM «KOHIIEHTPAIHUS-
BpeMs» (AUC) u Cmax cooTBeTcTBEeHHO Ha 93 % 1 64 % y manueHToB ¢ HapyleHHeM (yHKIHH
MIEYCHU JIETKON CTENeHU TsoKecTH (kiace A mo kinaccudukanuu Yaina-I1s10) 1 COOTBETCTBEHHO
Ha 253 % u 171 % y manueHToB ¢ yMEpeHHBIM HapylieHHeM (QyHKIuU nedeHHu (kiaacc B mo
knaccuukanum Yainna-I1pt0) 1Mo CpaBHEHUIO C JTUMH TIOKA3aTeNsIMH Yy TAIMEHTOB C
HOPMaJIbHON (QYHKIMEH TedeHu. Y TMalMeHTOB C TSKEJIOHW MEeYCHOYHOW HEIOCTAaTOYHOCTHIO
(xmacce C no knaccuduranuu Yaina-I1e10) papmakokrnHeTnka HUpEIUTTNHA HE U3ydaach.
Ilayuenmul ¢ napywenuem hyHkyuu novex

DnuMmuHanMs HUGEIUNIMHA MOXKET OBITh 3aMelJIeHa y MAIMeHTOB C HapyIIeHHeM (YHKIHH
noyek. XpoHUYECKasl MoveyHasi HeJOCTaTOYHOCTh, T€MO/INAIN3 U MEePUTOHEANIbHbIN Auanu3 He
OKa3bIBAIOT CYIIECTBEHHOTO BIMSHUS Ha (papMakokuHETHKY Hu(enunuHa. KyMylsTUBHBIM
3¢ dexT oTcyTCTBYET.

Jlemu u noopocmxu

q)apMaKOKI/IHCTI/ILICCKI/Ie HCCJIICOBAHUA HE ITPOBOJUINCE.

IToxa3zaHusi K NPUMEHEHUIO
penapat Kopaunun® XJI nokazaH K NPUMEHEHHIO Y B3POCIIBIX.
e AprepuanbHas TUIEPTEH3HUS.
e CraOwibHas  CTEHOKapJusi M  Ba30CHAcTUYECKass  CTEHOKapaus  (CTEHOKapAus

HpI/IHHMeTaHa, BapHaHTHAasA CTeHOKapI[I/IH).

IIporuBonOKa3aHuA
e [ unepyyBCTBUTENBHOCTh K HUGDEIUNUHY, APYTHMM MPOU3BOAHBIM IUTHAPONUPHINHA
W/WH K TI000MY U3 BCIIOMOTATEIbHBIX BEIIECTB B COCTaBE Mpernapara.
e VYMepeHHas U TsDKenas MeueHOYHast HeoCcTaToYHOCTh (Kaccesl B u C mo knaccudukanuu

Yaiina-IIsr0).
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e KapanoreHHsIl MIOK.

e Komarmc.

e BrIpaxkeHHas apTepuaibHas TUIIOTeH3Us (cucToamaeckoe AJl Hike 90 MM pT. CT.).

e Octpslii nepuoa UHGapKTa MUOKap/a (B TEUCHHE MEPBBIX 4-X HEMIENb).

e HecrabunpHas cTeHOKapIusl.

e ['emMonmHaMuuecku 3Ha4MMas OOCTPYKLHMS BBIHOCSILETO TpakTa JIEBOTO JKENIyI0uKa
(BKIIIOUAs TSDKEJBIN a0pTaIbHBIN CTEHO3).

e OJHOBpPEMEHHOE NpPUMEHEHHE C pUGaMIUIMHOM (M3-32 HEBO3MOXKHOCTH IOCTHUKECHUS
3(Q(QEKTUBHBIX KOHLEHTpalMid HU(EeIUNHHAa B IUIa3Me KPOBH BCIEICTBUE HHIYKIHHU
bepMeHTOB).

e bepemenHocts (10 20 Heemb).

e Jlepuoa rpyqHOro BCKapMJIMBaHUS.

e Bospact 10 18 ner (3¢dhekTHBHOCTD U 6€30MaCHOCTh HE YCTAHOBJICHBI).

e Penxo BcTpewaromiasics HacleICTBEHHAs HENEPEHOCUMOCTb TaJlakTO3bl, JAe(HUIUT
NaKTashl MM TUIOKO30-TaJakTo3Has Maibabcopouus (mpenapar Kopmumun® XJI

COJCPKHT JIAKTO3Y).

C 0cTOPOKHOCTBIO

ApTrepuanbHas TUNOTEH3Ms, 3JI0KauyecTBeHHas Al (OTCYTCTBYeT ONBIT KIMHUYECKOTO
npuMeHeHus ), nmemudeckas 6one3ns cepana (MbC) (ocobeHHO pH TSKEITOM 00CTPYKTUBHOM
MOpPaXCHUH KOPOHAPHBIX apTepuil) WM LepeOpOBaCKYJSIpHBIC 3a00JCBaHHs, XPOHUYECKAsS
cepaednast HenoctatrouHocTh (XCH), omHOBpeMeHHOE IPUMEHEHHE ¢ OeTa-aIpeHO0I0KaTOpaMu
U JPYTMMU THUINOTEH3WBHBIMU TpenapaTamMH, OJHOBPEMEHHOE NPUMEHEHHE C CeplIeYHBIMH
IJIMKO3UJaMH, aopTajbHbII CTEHO3, MUTPAJIbHBIA CTEHO3, runeprpopuueckas OOCTPYKTUBHAs
KapJAMOMHOIIATHs, CaXapHbIi nuaber, HapylmeHue (PYHKIUHM MEYSHH JIETKOW CTETICeHU TSKECTH
(xmacc A mo xnaccuduxanuu Yaitng-I1eio), remoauanyus y MalMeHTOB CO 370KAYeCTBEHHOU
TUTEPTEeH3UEeH (PUCK Pa3BUTHS TSOKEIION apTEepHalbHOW THUITOTCH3WH), OJHOBPEMEHHOE
IpUMEHEHHEe ¢ UWHruouTopaMu u/winm uHAykTopamu usodepmenta CYP3A4 (mampumep,
¢dbenuTonH, kapbamazenuH, GeHoOapOUTa, aHTUOMOTHUKU-MAKPOIHUIbI, HHTHOUTOPHI MPOTEa3bI
BUpyca MMMyHojeduuuTta denoBeka (BUY), keTokoHa30i, aHTHUIENPECCAHTHI, (IIyOKCETHH,
BaJILIIPOEBAsi KUCJIOTAa U T. 1.), OEPEeMEHHOCTh CpokoM Oosee 20 Hemenb (mpemapar MOXKET
MPUMEHATHCS KaK CPEACTBO «PE3EPBHOM Tepamuu»), MPUMEHEHUE Y TAIMEHTOB IOXHIOTO

BO3pacTa.
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IIpumeHeHue Npu 6epeMEeHHOCTH U B MEPHO TPYTHOT0 BCKAPMIHMBAHUS

bepemennocmo

[Ipumenenne Hudenunuaa npu OEpeMEHHOCTH cpokoM 10 20 Hemedb MPOTUBOIIOKA3aHO.

[Tpumenenne HUdeaUNUHA NPH CPOKEe OEPEMEHHOCTH

oosiee 20 Hemenb BO3MOYKHO B KayecTBE

CpPEICTBA «PE3EPBHOM Tepanum» MNpPH THKEION apTepuaIbHOM THUIEPTEH3UMH B CIydasX, €ClIH

oXXuJaemas IoJjib3a JJis1 MaTCpU IMPECBLIIIACT BO3MO>KHBIN PUCK UIA 11044,

AJIGKBAaTHBIX KOHTPOJHUPYEMBIX HCCIEAOBAHUNA C

IpoOBOAUIIOCH.

ydacTeM OepeMEeHHBIX JKCHIIUH He

Nwmeromasicst naGopMarus sSBISICTCS] HEJOCTATOYHON JIJISl TOTO, YTOOBI MCKIIOYUTH BEPOSITHOCTh

BO3HUKHOBEHMsSI MOOOYHBIX 3(PQPEKTOB, MNPEACTABIAIOLIMX ONACHOCTh JUIsl IUIoAAa |
HOBOPOKACHHOTO.
B  wuccrnemoBaHusx Ha  KMBOTHBIX  OBUIO  TOKa3aHo, 4TOo HubeaunuH obiagaer

3M6pI/IOTOKCI/I‘-IHOCTbIO, (bCTOTOKCI/I‘-IHOCTBIO U TCPATOICHHOCTBIO. Ha ocHOBaHMU KIMHHMYECKHUX

JAHHBIX HE OBLJIO BBISBICHO CIEU(PHUUECKOTo IMpeHaTalbHOro pucka. Tem He MeHee, ObLIO

OTMCYCHO IIOBBINICHUEC YaCTOThI CJIY4acB HepHHaTaHBHOﬁ aC(l)I/IKCI/II/I, Kecap€Ba CCUCHM:, a TAKXKE

MPEXAECBPEMEHHBIX POJOB U 3a[EPKKU BHYTPHYTP
COOOIIEHNI C MMEIOIICICS apTepUuanbHOl TUIIEPTEH3

s dexTom mpemnapara HesICHA.

oOHOro paszBuTHs 1wIoga. CBs3b JTHUX

I/Ieﬁ, €€ JICUCHHUCM HIIU CHCI_II/I(I)I/I‘ICCKI/IM

HpI/I INPpUMCHCHHUHA BMKK, B TOM 4HHUCJIC HI/I(l)eI[I/IHI/IHa, B KQUC€CTBC TOKOJIUTHYICCKOT'O CpCACTBA BO

BpeMs OepeMEeHHOCTH, OCOOCHHO MHOTOIUIOAHOW (IBOWMHS W Oojiee), MpU BHYTPUBEHHOM

BBCACHHUHN IIpCIiapaTa A/ Inpu OJHOBPCMCHHOM

HAOJI0JAJIUCH CITyYau OCTPOTO OTEKA JIETKHUX.

IPpUMCHCHHUU 66T32-a):[peHOMI/IMeTI/IKOB

HI/I(l)e)_'[I/IHI/IH HC CJICAYCT IIPUMCHSATH BO BpEM:A 6epeMeHHOCTI/I, 3a HUCKIOYCHHCM CUTYyalluHu,

KOr'/1a KJIIMHUYECKOE COCTOSIHUE JKEHIIHHBI TpeOyeT jeuenus HudenunuuoMm. Hudeaunun moxer

paccMaTpuBaTLCA B KauCCTBC CPCACTBA «pe3epBH0171 TCpanum» i XKCHIIUH C TSHKEI0U

apTepualbHON IMIEPTEH3UEN, HE OTBEUYAIOIIMX HA CTAHJAPTHYIO TEPAIHUIO.

Ilepuoo epyonozo eckapmauganus

Hudenunun Beigensiercst B rpyaHoe mMoioko. Konren

Tpauus HAU(EIUNHUHA B TPYAHOM MOJIOKE

conocCraBuma € €ro KOHHeHTpaHHeﬁ B CBIBOPOTKC KpPOBHU MATCPHU. Bausnaue HI/I(beI[I/IHI/IHa Ha

rpyIHOTO peOeHKa MpU MpUeMe BHYTPb C TPYIHBIM MOJOKOM Hem3BecTHO. [lostomy B cimydae

HeO6XOI[I/IMOCTI/I MMPUMCHCHU HI/Iq)eI[I/IHI/IHa B IMEpUOJ JIAKTalUU PCKOMCHAYCTCA MNPEKPATHUTH

IpyIHOE BCKapMJIMBAHHE.
DepmunvHocmy

B eauHMUHBIX cllydasX NOpU 3KCTPAKOPHOPaTLHOM

omnonoTBopennn npumeHenne BMKK,

BKJItOYass HUdeIunuH, OBLJIO CBS3aHO € OOpaTUMBIMM OHMOXMMHUYECKUMU HW3MEHEHHSIMH B
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TOJIOBKE CIEPMAaTO30HMI0B, YTO MOIJIO NPUBOAWUTH K HapylmeHHIo (yHKIMM crepmsl. [lpu
0€3yCIENIHbIX MOMBITKAX IKCTPAKOPIIOPATHLHOTO OIUIOJOTBOPEHHS U MPH UCKIIOUEHUH JPYTUX
OpUYUH OecIIoNusl, CIeAyeT paccMaTpuBaTh BEPOSTHOCTh BIMSHUS Ha CHEpMY NPUMEHEHUS

BMKXK, Bxrouast HU(pEeTUIIH.

Cnoco0 npumMeHeHus M 103bI

Buyrpe. TabneTku Henb3s pas3iaMblBaTh WM pa3KeBbIBaTh, HEOOXOAMMO IPOIaThIBATh
LIEJIMKOM, 3alKBasi CTakaHOM BojbI. He cienyeT 3anuBath TabIETKU TPEHIIPPyTOBBIM COKOM.
[Ipenapatr pexkoMeHayeTCsl MPUHUMATh NMPUMEpPHO 1 pa3 B CyTKH, B OAHO U TO K€ BpeMms,
NPEINOYTHTEIHHO YTPOM.

Jo3el HHpenunuHa B (opMe TaOJETOK C MPOJOHTHUPOBAHHBIM BBICBOOOXKICHUEM JOJDKHBI
noJ0MpaThCsl WHAWBUAYAIbHO, B 3aBUCHMOCTH OT CTENEHHM TSDKECTH 3a00JIeBaHUS W
TepaneBTHIeckoro 3 dexra.

Apmepuanvhasn cunepmensus

Pexomennyemass HavanbHas no3a HudenunuHa B (Gopme TaOIETOK C MPOJOHTHPOBAHHBIM
BbIcBOOOXIeHHeM nipu Al' coctraBnsier 40 mr 1 pa3 B cyrku. B ganpHeiimem 1o3a MOXeET OBITH
yBenuueHa 10 80 mr B cytku (B 1 wim 2 mpuema). B GONbIIMHCTBE clydyaeB PeKOMEHIYETCS
YBEIIMYMBATh J103y C HMHTEpBAIOM B 7-14 JHEW, T. K. 3TO MO3BOJSET MOJTHOCTHIO OLEHUTH
3((PEeKTUBHOCTH M MEPEHOCHUMOCTh paHee Ha3Ha4eHHOW a03bl. OMHAKO MPH HEOOXOAMMOCTH
BO3MOXKHO 0oJjiee OBICTpOE yBEIMUYEHHUE 03Bl MPHU YCIOBUHU TIIATEIBHOTO HAONIOIEHUS 3a
COCTOSIHUEM TaIlMeHTa. YBEJIMYEHUE CYTOYHOW J03bl HHubeaunuHa cBbime 80 Mr He
PEKOMEHTyeTCH.

Cmabunvhas cmeHokapous u 8a30CNACMUYECKdsi CMeHoKapous

Pekomennyemass HauyanbHasi no3a HudeaunuHa B ¢opme TaOIETOK C MPOJOHTHPOBAHHBIM
BBICBOOOX/IEHHEM MpU cTeHokapauu cocraBiusier 40 mr 1 pa3 B cyrku. B nanbHeiinem
BO3MOXHO IIOCTENEHHOE YyBeludeHue na03bl a0 80mr B cyrku uepe3 4-5 pgueil. [lpu
HEOOXOJAMMOCTH BO3MOXKHO OoJjiee OBICTpOE YBEJIMYEHHE JI03bl MPH YCIOBHM TIIATEIBHOTO
HaAOJIOZICHNS 32 COCTOSTHUEM IMAllMeHTa. Y BEIMYSHHE CyTOYHOU 1036l HHu(enunuHa cBbimre 80 mr
HE PEKOMEH/TyeTCH.

Ocoobble zpynnovl nayuenmos

Tayuenmul nostcunozo 6o3pacma

Y nanmeHToB MOXWUIOTO Bo3pacta (crapme 65 mer) (apmakokMHEeTHKa HUEAUNHHA
HU3MCHACTCA, B CBA3U C OTUM HNOAACPIKUBANOMIAA A03a Iperapara MOXKCT OBITh CHIDKEHA IIO
CPaBHEHHUIO C MAlMEHTAaMH MOJIOJIOTO BO3pacCTa.

Iayuenmol ¢ napywenuem ¢hynkyuu nevenu
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VY nanueHToB ¢ HapynieHHeM (PYHKIMM MEeYeHH JIETKOM CTENEeHU TSHKECTH J03a HUudeaunuHa
JOJDKHA OBITH CHIDKEHA. Y MAIMEHTOB C YMEPEHHOU U TSHKETIOW NMEYEHOYHOM HEJI0CTATOYHOCTHIO
(xmaccet B u C no knaccudukanuu Yaitna-11s10) npuMeHneHne mpemnaparta IpoTHBOTIOKa3aHoO.
Tayuenmul ¢ napyuienuem hyHKyuu noyex

VY nanueHToB ¢ HapyleHueM (QYHKIIUH MOYeK KOPPEeKLUs 1036l HU(eTunuHa He TpedyeTcs.
Jlemu

besomacHocTs 1 3P PEeKTUBHOCTL MpUMEHEHUsT HU(peaunuHa y aeTel B Bo3pacte 10 18 neT He

YCTAHOBJICHBI. I[aHHBIe OTCYTCTBYIOT.

IloOouHoe neiicTBue
Knaccudukamuss yacTtoThl pa3BUTHUS TOOOUYHBIX AP EKTOB, pekoMeHayemas BcemupHoit

opranm3aiueit 3apasooxpanenus (BO3):

OYeHb YaCTO >1/10

4acTo ot >1/100 mo < 1/10

HEYacTo ot > 1/1000 1o < 1/100

peaKo ot > 1/10000 o < 1/1000

OYEHb PEJIKO < 1/10000, BxIrOYasi OTACIBHBIE CITydan

4acTOTa HEM3BECTHA HE MOXKET OBITh OIICHEHA HA OCHOBE UMEIOIINXCS TaHHBIX.

Hapywenus co cmoponwl kposu u tumgamuueckoii cucmemvi:

4acTOTa HEM3BECTHA — arpaHyJIOIHUTO3, JICHKOTICHUS.

Hapywenus co cmoponvl ummyHHoU cucmembl.

HEYaCTO — aJuIepruuecKas peakiys, aJuICpPruIecKuil OTeK/aHTHOHEBPOTUYCCKUN OTEK (BKIHOYAs
OTEK ropTanu’™);

PEAKO — KOXKHBIN 3y]I, KpAITMBHHIIA, KOXKHAs CHIIIb;

4acTOTa HEM3BECTHA — aHA(MIIAKTHYECKHE/aHA(WIAKTONTHBIC PCAKIIHH.
Hapywenus ncuxuxu:

HEYacTo — TPEBOra, HapyIlICHUE CHA.

Hapywenus co cmoponvl 0bMena eewyecma u nUmMaHusL:

4acTOTa HEU3BECTHA — THITEPTITMKEMHS.

Hapywenus co cmoponvi HepsHotl cucmembl.

YacTo — roJI0OBHAs 0OJIb;

HEYaCTO — BEPTUTO, MUTPEHB, TOJIOBOKPY)KEHHUE, TPEMOD;

PENKO — MapecTe3us, AU3eCTE3 s,

4aCTOTa HEU3BECTHA — THIIECTE3HS, COHIIMBOCTD.

Hapywenusa co cmoponvl opeana 3peHus:
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HEeYacTo — HapyIIeHHEe 3PECHUS;
4acTOTa HEU3BECTHA — OOJIb B TJa3ax.

Hapywenus co cmoponvl cepoya:

HEYaCTO — TaXHKap/IHsl, OIIyIIEHUE CepAlIeONeHNS;

4acTOTa HEM3BECTHA — O0JIb B TPYIU (CTEHOKAPIHS).

Hapywenus co cmoponul cocy0os:

4acTo — OTeK (BKJItOUas rnepudepruaeckuii 0TeK), Ba3ouIaTalus;

HEYacTO — apTepualIbHAsI THIIOTSH3HsI, 0OMOPOK.

Hapywenus co cmopoHbl 0blxamenbHoU cucmembl, OpeaHo8 epYOHOU KIemKU U CPeOOCTeHU:
HEYaCTO — HOCOBOE KPOBOTEUCHHE, 3aI0KEHHOCTh HOCA;

YacTOTa HEM3BECTHA — IUCITHOD, OTEK JErKuX**,

Hapywenus co cmoponul d#ceny0oyHo-KumeuHo2o mpakma:

9acTo — 3a1op;

HEYaCTO — TaCTPOMHTECTHHANbHAS W a0JOMHUHANIbHAs 0OJb, TOLIHOTA, AWUCIENCHS, B3IyTHE
KHBOTA, CyXOCTb CIIU3UCTON 00OJIOYKH MOJIOCTH PTa;

PEIKO — THIIePIUIa3us JECEeH;

4acTOTa HEM3BECTHA — PBOTA, HEJJOCTATOYHOCTH racTpod3odareanbHOro cuHKTepa.
Hapywenus co cmoponul neuenu u icenuegbl800auux nymei.

HEYacTo — TPAH3UTOPHOE MOBBIIIEHHE aKTHBHOCTH «IIEUCHOYHBIX» TPaHCAMUHA3;

4acTOTa HEU3BECTHA — KETyXa.

Hapywenus co cmopoHbl KOiCU U NOOKONMCHBIX MKAHELL:

HEYacTo — dPUTEMA;

4acToTa HEM3BECTHA — TOKCHYECKUH »SIHUIEPMAJIbHBIA HEKpOiHu3, (POTOUYBCTBUTEIHHOCTD,
naibnupyemas mypypa.

Hapywenus co cmopoHbl CKelemHo-MbIUeyHOU U COeOUHUMENTbHOU MKAHU.

HEYaCTO — MBIIICYHBIE CYIOPOTH, OTEYHOCTh CYCTABOB;

4acTOTa HEU3BECTHA — apTPAIITHS, MUAIITHSL.

Hapywenus co cmopoHul nouex u Mo4esbl800AUx nymeii.

HEYaCTO — HOIUYpPUsL, JU3YPHUSL.

Hapywienusi co cmopoHuvl no106vix opeanos u MOJIOYHOU dcele3vl:

HEYaCTO — dPEKTUIIbHAS AUCPYHKITHSL.

Obwue paccmpoiicmea u HapyweHus 6 Mecme 66e0eHUs.

4acTo — INI0X0E CaMOYyBCTBHUE;

HEYacTo — Hecrnenuduueckas 6016, 03HOO.

*MO)KCT IMPUBCCTU K COCTOAHUIO, YTPOKAOIIEMY KU3HU.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

** Bpumi 3aperucTpUpOBaHbl CIy4ya MPU MPUMEHEHUH B Ka4eCTBE TOKOJIUTUYECKOTO CPENICTBA
BO BpeMsi 0E€PEeMEHHOCTH.

V mamueHToB, HaXOMSIIUXCS Ha TeMOAUAIM3E, CO 3JI0KauecTBEHHOM Al MM CO CHMKEHHBIM
00BEMOM IUPKYIUPYIOLICH KpPOBH B pe3yiabTare Ba3oAWIaTallUd MOXET BO3HUKHYTH

BbIpakeHHOE CHUXkeHue A /.

Ilepeno3npoBka

Cumnmomvl

Hudenunun BbI3bIBaeT nepuQepruuecKyr0 Ba3OAWJIATAIMIO C BBIPAKEHHON M, BO3MOXHO,
MPOJIOHTMPOBAHHOW CUCTEMHOM apTepHabHON TUIIOTEH3HUEH: TOJIOBHASI 0OJb, THIIEPEMHS KOXKH
JMLa, JUIMTEIBbHOE BBIPAXKEHHOE CHIDKeHHE A/l, yrHeTeHue neATeIbHOCTH CHUHYCOBOTO Y3Ia,
OpaauKapausi W/WIM Taxukapaus, Opaauaputmus. [Ipu TsHKEIOM OTpaBIEHUH — TOTEPS
CO3HaAHUs, KOMa.

Jleuenue

JleueHne nepero3upOBKHU 3aKIK0OYAECTCs B CTAHAAPTHBIX IIPOLIEypax BBIBEIACHUS Ipenapara u3
opranusMa. I[lokazaHo Ha3Haue€HUE BHYTPb aKTUBUPOBAHHOT'O YIJIs, IPOMBIBAHHE KellyKa (Ipu
HEOOXOAMMOCTH — TIPOMBIBAHHE TOHKOIO KHIIEYHHKA), BOCCTAHOBIIEHHE CTaOUJIBHBIX
noKasaresed TeMOJUHAMUKU.

B cnyuae mnepeno3upoBKkM ImpenapaTaMM  HU(EIWIUHA POJIOHTMPOBAHHOIO  JIEHUCTBUS
HEoOXoAMMO o0ecneunTh Hauboyiee IOJHOE BBIBEACHHUE IIpermapara M3 OpraHu3Ma, IIo
BO3MOXXHOCTH — IIPOMBIBAHME TOHKOM KHIIKM B LEIAX IPEAOTBpPALICHUS JaJbHEHIIEro
BCACBIBAHUSl AKTHUBHOTO BemlecTBa. [Ipu mpuMeHEHHH CIaOUTENbHBIX CPEICTB CIEAYeT
y4uuThIBaTh, 4T0 BMKK MOTryT BBI3bIBaTH CHUKEHHE TOHYCA KUIIEYHON MYCKYJIATYphl BILIOTH 710
ATOHHMH KHUILIEYHUKA.

AHTHIOTOM HUDEIUNUHA SBISIOTCS Mpenaparbl Kanbius. [lokazaHo BHyTpuBeHHOE (B/B)
BeeneHue 10-20mn 10 % pactBopa KamblLMs XJIOpPHAAa WIM KalblUsl TJIIOKOHATa, C
MOCJICTYIOIIUM TEePEKII0OUYEHUEM Ha JIIUTEeNbHYI0 MHpYy3uto. Eciau nmpu BBeneHWU TIpernapaToB
KaJblMsl HE YIAJIOCh JOCTUYb JIOCTATOYHOrO moabema AJl, BO3MOXKHO MpHMEHEHHUE aibda-
aJIpEHOMUMETHKOB (JJ0TTaMUH, HOPIIHUHEPPUH).

[Ipu OpagmapuTMuu — B/B BBEACHHE aTpONUHA, OeTa-aapeHOMHMETHUKOB. [Ipu yrpokarommx
JKU3HU OpaiuapuTMHUSX PEKOMEH0BaHa YCTAHOBKA BPEMEHHOTO AJIEKTPOKApIMOCTUMYIISITOPA.
[Ipu pa3BuTHUM CcepIeUHON HEIOCTATOYHOCTH — B/B BBeleHHE cTpodanTHHA. WH(DY3HMOHHYIO
TEparnui PEKOMEHIYEeTCS MPOBOJUTH C OCTOPOKHOCTBIO B CBA3M C PHUCKOM OOBEMHOMN

neperpy3ku cepaua.

10
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Heo0xoauM THiaTenbHbIi KOHTPOJIb AESTEIBHOCTH CEPAIa, JETKUX U BBIIEIUTEIFHON CHCTEMBI.
PekoMeHnayeTcss KOHTPOJIMPOBATH KOHIICHTPAIIMIO TITFOKO3bI (MOXKET CHUXKATHCSI BHICBOOOXKICHHUE
WHCYJIMHA) B COJIEp)KaHUE IICKTPOITUTOB (Kajusl, KaIbIlHsI) B KPOBH.

I'emoananu3 HedheKTHBEH BCIEACTBUE BBHICOKON CTEMEHHU CBSI3BIBAHUSI C OCJNKAMH TUIa3MbI

KPOBH M OTHOCHUTEIIFHO MaJIoro o0beMa pacrpezenenns. BoaMokHO npoBenenue miasmadepesa.

B3anMmopeiicTBHe ¢ IPYTMMH JIeKAPCTBEHHBIMHU CpeACTBaMHU

DapmaKoKuHemuyecKue 63aumooeicmeus

JlexapcTBeHHbBIE penapaThl, BAUSIOMNE Ha MeTaboiIn3M HUpeaUNuHa

Hudeaumuu metabonusupyercs ¢ momomrsto nzopepmentoB CYP3A4/5, koTopsie HaXoIATCS B
CIIM3UCTON 000JI0UKE KHUIIEYHMKA M TEeYeHHU. JIekapcTBEHHBIE CpeJICTBA, IOAABISIONINE WM
UHAYIHPYIOIIUE 5Ty (EPMEHTHYIO CHCTEMY, MOTYT OKa3blBaTh BiHsHHE Ha 3(]dext
«TIEPBUYHOTO MPOXOXKACHUS» Uepe3 MedyeHb (Iocie MprueMa BHYTPb) WIN KIUPEHC HU(eIunuHa.

HUnoykmopwt uzopepmenma CYP3A4

Pugpamnuyun

Pudamnuiun aBisercss MOIIHBIM MHAYKTOpoM H3odepmenta CYP3A4. Ilpu ogHOBpeMEHHOM
IPUMEHEHUH C PU(PAMIIUIUHOM CYLIECTBEHHO CHHXKAETCS OMOAOCTYHMHOCTh HHU(EIUIuHa, H,
COOTBETCTBEHHO, YMEHbIIaeTcs ero 3¢ ¢GeKTUBHOCTh. [103TOMy OJHOBpEMEHHOE IPHUMEHEHUE
HUupeaunuHa ¢ pudaMIUIIMHOM IPOTUBOIIOKA3aHO.

Ilpomusosnunenmuueckue npenapamul, unoyyupyrowue usogpepmenm CYP3A4 (nanpumep,
Genumoun, kapbamazenun, gpernodbapoumar)

Oennronn unaynupyer uszopepmeHT CYP3A4. Ilpu onHOBpEeMEHHOM MNPUMEHEHHH
HUeaunuHa U (EeHUTOMHA CHUXKAeTcs OMOJIOCTYITHOCTh HU(EIUIIMHA W YMEHBLIAeTCs €ro
spdexTuBHOCTb. [IpM OAHOBpPEMEHHOM MNPHUMEHEHMH JaHHOW KOMOWMHALMK HEOOXOJUMO
KOHTPOJIUPOBATh KJIMHUYECKUI OTBET Ha Tepanuio HU(PEIUIUHOM U IpU HEOOXOAMMOCTH
YBEIMUUTh €ro 103y. B ciyuae mnoBblmieHHs A03bl HU(EAUIIMHA TP OJHOBPEMEHHOM
OpUMEHEHUH OOOMX IpenapaToB, MOCJIE OTMEHbl (EHUTOMHA A03y HU(EAUIIHHA CIeayeT
YMEHBIIUTD.

Knunnueckue uccnenoBaHusi 0 U3y4EHHMIO NMOTEHLUAIBHOTO B3aMMOACHUCTBUS HU(DETUNHMHA U
kapbamazenuHa uin penodapOuTana He mpoBoamIKCh. [lockonbKy 00a mpemnapaTa yMEHBIIAIOT
B IUIa3M€ KpPOBM KOHLEHTPALMIO HUMOJHWIIMHA, CTpYKTypHO cxoaHoro BMKK, To Hemb3s
UCKJIIOYUTh BO3MOXKHOCTh YMEHBIICHUS KOHIEHTpAalUMH HUGEeIuNuHa B IJIa3Me€ KpPOBU H
CHIDKEHUS ero 3(h(heKTUBHOCTH.

Hneubumopwor uzohepmenma CYP3A4

Aumubuomuxu epynnol MaKkpoauoos (Hanpumep, SpumpomMuyum)
11
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Knunuueckue wuccrieoBaHusi MO0 B3aUMOJIEHCTBHIO HHU(EIWNUHA M AHTHUOMOTHUKOB TPYIIIEI
MaKpOJHIOB HE TNPOBOJWINCH. 3BECTHO, 4YTO HEKOTOpPhIE MAaKpPOJIUABl WHTUOMPYIOT
nzopepment CYP3A4. CrnenoBaTenbHO, HENb3sS HWCKIIOYUTh BEPOATHOCTH TIOBBIIIICHHS
KOHIICHTpaIK HU(ETUINIHA B TUTa3Me KPOBU IPU OJTHOBPEMEHHOM MTPUMEHEHUU HU(EIUITNHA H
QHTHOMOTHKOB TPYIIIBI MAaKPOJIUIOB.

ABUTPOMHUIIMH, OTHOCSIIMICA K AaHTUOMOTHKAM TpPYIIBl MakKpOJIUIOB, HE HMHTHOUPYET
nzopepment CYP3A4.

HUneubumopwt npomeasvr BUY (nanpumep, pumonasup)

Knuauueckue wucciaenoBaHusl MO W3YYEHHUIO B3aWMOJEHCTBUS HHU(ETUNHHA W HHTHOUTOPOB
BUY-nporea3sl HE MPOBOAMIUCH. V3BECTHO, YTO mMpemapaThl JAHHOTO Kiacca WHTHOUPYIOT
nzopepment CYP3A4. Kpome TOro, ObUIO TMOKa3aHO, YTO TMpemapaThl JaHHOTO Kiacca
MOJIABJISIIOT MeTa0oau3M HudenunuHa, onocpeaoBanneiii nzopepmentom CYP3A4 B ycnoBusix
in vitro. Ilpy 0JHOBpEMEHHOM NPUMEHEHUU ¢ HU(ETUITMHOM HEJb3s HCKIIIOUUTH CYIIECTBEHHOE
MOBBIIIICHUE KOHIIEHTpAallMu HU(EIUNHMHA B IUIa3Me KPOBU 32 CYET yMEHBIICHUs 3(QexTa
«IEPBUYHOTO MPOXOKACHUSD Yepe3 IIEUEHb U 3aMEUICHHS] BBIBEICHUS.

IIpomusocpubkosvie npenapamol 2pynnsi a30106 (Hanpumep, KemoKoHa3oJ)

Knuauueckue — uccienoBaHust 1O M3YYEHHIO  B3aUMOJCHCTBHA ~ HUEAMIIMHA |
NPOTHBOTPUOKOBBIX IMPEMApaToB TPYMIBI a30J0B HE MPOBOAMIUCH. M3BeCTHO, YTO mpenapatsl
naHHoro kiacca uMHTHOMpYrT u3zopepmeHT CYP3A4. Ilpu ogHOBpEMEHHOM MPUMEHEHUH C
HUQPEIUIIMHOM  BO3MOXHO  CYIIECTBEHHOE  YBEIMYCHHE CHCTEMHOHW  OHMOOCTYMHOCTH
HU(EIUNIHA 32 CYET YMEHbIIeHUS YD PeKTa «IIepBUYHOTO MPOXOKIACHUD» Yepe3 MeYEHb.
Lumemuoun u panumuoun

VYCcTaHOBJIEHO, YTO LUMETHINH U PaHUTUIUH UHTUOUpYIoT n3opepmeHT CYP3A4 u BbI3bIBAIOT
MOBBIIICHUE KOHIEHTpalMu HU(EIUNUHA B 11a3Me KpoBu (cooTBeTcTBeHHO Ha 80 % u 70 %),
YCHJIMBAsi TEM CaMbIM €T0 aHTUTUTIEPTEH3UBHBIN d(PEKT.

JHunmuazem

Juntuazem cHikaeT kinupeHc HudemunuHa. [laHHyr0 KOMOWHAIMIO CIEAyeT NPUMEHSTHh C
OCTOPOKHOCTBI0. MOXKET MOTpeOOBaTHCS YMEHBIIIEHHE 103l HU(EAUTTNHA.

Dnyoxcemun

Knuanueckue wccnenoBaHus MO0 W3YyYEHHUIO B3aMMOJCHCTBUA HU(enunuHa U (QIyoKceTHHa He
npoBOAWINCh. M3BecTHO, uYTO (IIyOKCEeTHH B YCIOBHSX in Vifro TIOAABISET MeTaboJIn3M
HU(EIUNMHa, OrnocpeaoBaHHblid AeiictBueM m3opepmenta CYP3A4. CnemoBaTenbHO, HENb3S
WCKJIIOYUTh BEPOATHOCThH TOBBINICHUS KOHIIGHTpalMK HUdenunuHa B IUIa3Me KPOBU TIPH
OJTHOBPEMEHHOM NPUMEHEHNH HU(pEeAUNHUHA U (PITyoKCeTHHA.

Hegazooon
12
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Knuauueckue uccrieoBaHusi Mo M3y4EHHUIO B3aWMOJEHCTBUS HudeaunuHa U HedaszonoHa HE
npoBoaMIKHCh. M3BecTHO, uYTO He(ha30J0H TOJABIAET METa0OJNIM3M JIPYTUX Tpenaparos,
onocpenoBannbiii nefictBueM wuzodepmenta CYP3A4. CrnemoBaTenbHO, HENMB3S HCKIIOYHUTH
BEPOSTHOCTh TOBBIMICHHUS] KOHIEHTPAIMK HU(EAUIUHA B IUIa3Me KPOBHU NPHU OJHOBPEMEHHOM
npuMeHeHNH Hudeaunuaa u Heda3ooHa.

Xunuoun

Coo01mianoch 0 MOBBIIIEHUH KOHLEHTPAUU HU(EAUIINHA B IJIa3Me KPOBH IPU OJTHOBPEMEHHOM
OPUMEHEHUH C XUHUAWHOM. [lo3TOMy MNpu OJHOBPEMEHHOM TPUMEHEHWH XWHUAWHA U
Hu(deunuHa HEO0O0X0auM TIaTeNbHbIH KOHTposb AJl. [Ipu HEOOXOAMMOCTH CleNyeT CHU3HTH
03y HE(eTumuHa.

Xunynpucmun/oansghonpucmun

OnHOBpEeMEHHOE NpPUMEHEHHE XHWHYNPUCTHHA/JAIb(QONPUCTHHA MOXET NPUBOAUTH K
MOBBIIICHUIO KOHIIEHTpAalluU HU(EAUIIMHA B I1JIa3Me KPOBU.

Banvnpoesas kucioma

Knunuueckue wucciaenoBaHusl 1O M3YyYEHHMIO B3aUMOJCHCTBHUS HUDEIUNHMHA U BaJbIIPOEBOU
KHUCJIOTBl HE MPOBOIMINCH. [IOCKONBKY BalbmpoeBasi KHCIOTa IOBBIIIACT KOHLEHTPAIUIO B
IJ1a3Me KPOBU HUMOJUIIUHA, CTPYKTYpHO cxoHoro BMKK, To Henb3st UCKITIOUUTh BEPOSTHOCTh
MOBBIIICHUSI KOHIICHTPAIUK HU(EIUITNHA B IJIa3Me KPOBU U YCHIICHHSI €r0 AP (HEKTUBHOCTH.
I'petinghpymosuiii cox

I'peiindpyroBeiii  coxk wunrubupyer wuszopepment CYP3A4 u mnomamiser MeTabOIM3M
HuGeaunuHa. OJHOBpEMEHHOE PUMEHEHNE HU(EeIUITuHA ¢ TpeinpyTOBBIM COKOM MIPUBOIUT K
MOBBIIICHUIO KOHIIGHTPAMU HU(EAWIWHA B IUIA3ME KPOBHM M YIJIMHEHHIO €ro JeHCTBHA
BCJICJICTBUE CHIWKEHUS d(P(deKkra «IepBUYHOIO TPOXOXKICHHUS» Yepe3 TEeUeHb W YMCHBIICHHS
kaupeHca. [Ipy 3TOM MOXET yCHIMBAThCs aHTUTUIEepTeH3uBHBIN 3 dekt. Ilpu perymspHoM
ynotpe0iieHnu rpeindpyToBoro coka AaHHBIA d()(PEKT MOXKET COXpaHATbCA B T€UeHHE 3 JHEH
MOCJIe TIOCTIETHETO yIMOTpeOIeHus coka. YnoTpedneHue rpeindpyra/rpeiindpyToBoro coka Bo
BpeMsI JIeUeHUsT HU(PESTUTUHOM POTHBOIIOKA3aHO.

Cybocmpamul uzopepmenma CYP3A4

Cyb6ctpatel m3odpepmenta CYP3A4 (mampumep, mu3ampu, TaKpOJIUMYC, OEH30/IMa3eTHHBI,
UMUIIpaMUH, TponadeHoH, TeppeHaauH, BaphapuH) NpPH OJHOBPEMEHHOM HPUMEHEHUH C
HU(EIUITMHOM MOTYT JEeWCTBOBaTh Kak MHruOuTopsl m3odepementa CYP3A4 u yBennuuBath
KOHLIEHTpAILMIO HU(EUNHHA B I1a3Me KPOBHU.

Luzanpuo

OnHOBpEeMEHHOE NMPHMEHEHHE Lu3anpyaa U HU(EAUNHHA MOXKET MPUBOIUTH K IOBBIIIECHHIO

KOHIIEHTpAIMK HU(eIuIMHa B T1a3Me KPOBH.
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BiusHue Hudenunuza Ha Ve JICKapCTBEHHbBIE IIPenapaThbl

Xunuoun

Hudenunuu BeI3bIBaET MOHMKEHUE KOHLEHTPAIIMM XMHHUMHA B IJ1a3Me KpoBu. [locie oTMeHsl
HU(ETUTTIHA MOKET TIPOM30UTH PE3KOE MOBBIIICHIE KOHIICHTPAIIUN XMHUMHA B TUIa3Me KPOBH.
[TosTomy mpu mpuMeHEeHHH HHU(ETUNMHA B KauyecTBE JONOJHHUTEIBHON Tepamuu UM OTMEHE
HU(EIUNIMHA CIIEYeT KOHTPOJIUPOBATh KOHIICHTPAIMIO XWHHUAWHA B IJIa3M€ KPOBH H, TPH
HEOO0XOAMMOCTH, KOPPEKTUPOBATH €r0 J03Y.

Jlueoxcun

OpHOBpeMEHHOE NpPUMEHEHHE HH(EeIUNUHA U JAUTOKCHHA MOXET NPUBECTH K CHHUKCHHIO
KJIMPEHCA JIMTOKCUHA U, CJIEJOBATENIbHO, K MOBBIIICHUIO KOHLUEHTPALMK UTOKCHMHA B IUIa3Me
kpoBu. CiieqyeT THIATENIBHO KOHTPOJIMPOBATH IIOSBJIEHUE CUMIITOMOB IMEPEIO3UPOBKHU
TVIMKO3UJIOB Y MAallMeHTa, U B Cllydae HEOOXOIUMOCTH CHHU3UTH JI03Yy JUTOKCHHA, YUUTHIBAS €TO
KOHLIEHTPALMIO B IUIa3M€E KPOBH.

Teogunnun

Hudenunun noBslmaeT mia3MeHHble KOHIEHTpAlMM TeO(UIMHA, B CBA3M C YEM CIEAyeT
KOHTPOJIMPOBATh KOHLEHTPAIUIO TeOPWIINHA B Ta3Me KpoBu. KimHudeckuii a3pdexT odoux
IIPENapaToB IPHU COBMECTHOM IIPUMEHEHUHN HE U3MEHSETCS.

Taxporumyc

Takponumyc  metabonmsupyercss npu  ydactun  uzopepmenta CYP3A4. Henasno
OMYOJMKOBaHHBIE JAHHBIE YKA3bIBAIOT HA BO3MOXKHOCTHb CHIDKEHHS 03Bl TaKpoJluMyca B
OTJIEJIbHBIX CJIy4YasiX IPHU OJTHOBPEMEHHOM IIPUMEHEHUH ¢ HU(PEAUITHHOM.

[Ipy OJHOBPEMEHHOM MPHUMEHEHUH TAaKpOJIMMyca M HH(EIUIUHA CIEAyeT KOHTPOJIUPOBATH
KOHIIEHTPAIIMIO TAaKPOJIMMYyca B MJIa3Me KPOBHU U MPU HEOOXOIUMOCTH CHU3UTH €T0 J03Y.
Bunxpucmun

HI/Iq)e)II/IHI/IH 3aMCIJIACT BbIBEACHUC BUHKPUCTHHA U3 OpraHrM3Ma U MOKCET BbI3bIBATh YCUJICHUC
noOOYHBIX JECTBUN BUHKpUCTHHA. [Ipr HEOOXOAMMOCTH OJHOBPEMEHHOTO NMPUMEHEHHS 03y
BUHKPHUCTHHA CHHUXXAIOT.

IIpenapamei, céazviearowuecs ¢ berkamu Kposu

Hudenunuu MoxxeT BBITECHATh U3 CBSI3U C OeIKaMU KPOBU TperapaThl, XapaKTepU3YIOIIUECs
BBICOKOH CTETICHBIO CBSI3bIBAHUSA (B T. Y. HEMIPSIMbIE aHTUKOATYJISIHTHI — IPOU3BOIHBIE KyMapuHa
N HWHAAHJAUWOHA, MPOTHUBOCYAOPOXHBIC CPEACTBA, HCCTCPOUAHLIC IMPOTHBOBOCHAIUTCIILHBIC
npenapatrel  (HIIBII), xwHuWH, canuuunartel, Cynb(QUHOUPA30H), BCICICTBHE YEr0 MOXKET
IMOBBIMIATHCA UX KOHICHTPA KA B I1IJIa3ME KPOBH.

Llegpanocnopunwvi
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[Ipn omHOBpEeMEHHOM Ha3HA4YCHHUHU Ie(aTOCTIOPUHOB (HampuMmep, 1edukcuM) U HudenunuHa y
npo6an0B Ha 70 % MoBkIMIANIACE OMOJIOTUYECKAs TOCTYITHOCTD 1e(aToCIOpUHA.
Dapmarkoounamuueckue 63aumMo0eicmeus

IIpenapamwi, cHudicaowue apmepuanvbHoe 0asieHue

AHTUTUNIEPTEH3UBHBIN 3¢ ¢dekT HudeaunuHa MOXKeT YCUIMBAThCd NPU  OJHOBPEMEHHOM
NPUMEHEHUH C TUIIOTCH3WBHBIMH  TperaparaMu, TaKUMH Kak JUypeTHKH, OeTa-
aZpeHOOJIOKATOPbI, ~ WHTHOUTOPHI  aHTMOTEH3WHNpeBpamiaromero  ¢gepmenra  (AIID),
aHTaroHucThl perentopoB anruorensuna Il (APA II), npyrue BMKK, anbda-agpenodaokaropsl,
UHTHOUTOPHI hochOoIUICTEPA3BI-S, METUIIAOTIA.

[Ipy oagHOBpeMEHHOM TNpUMEHEHMHW HUpeAuNnuHA U OeTa-aapeHOOJIOKATOPOB HEOOXOAUMO
TIIATEIbHO KOHTPOJIMPOBATH COCTOSIHME NAIMEeHTAa, TaK KaK B OTJEJIBHBIX CIIyyasiX BO3MOXKHO
yCyryOJileHue TeYeHHS XPOHMUYECKOM CEeP/ICYHOIN HEJJOCTATOYHOCTH.

BripaxkxenHocTs  cHmkeHuss AJ[  ycunmBaeTrcs NpuU OJHOBPEMEHHOM  IIPUMEHEHUU
MHTAJSIIIMOHHBIX aHECTETUKOB U TPUIMKINYECKUX aHTH/IEPECCaHTOB.

Humpamui

[Ipu 0fHOBpEMEHHOM MTPUMEHEHUH C HUTPATAMH YCHIIMBACTCS TaXUKAPAUSL.
Aumuapummuueckue cpeocmea

BMKK wMoryr ycunmBarh OTpUIATEIbHOE HMHOTPOIHOE ACWCTBUE TaKUX AHTUAPUTMUYECKHUX
CPEICTB, KaKk aMHOJapoH M XuUHUAMH. CleayeT ¢ OCTOPOKHOCTBIO Ha3zHayaTh HU(ETUNHH
OJTHOBPEMEHHO C JHU30MUPAMUAOM M (PIECKauHUIOM BCIEACTBUE BO3MOXKHOTO YCHJICHHS
OTPHUIIATEIHHOTO0 HHOTPOITHOTO 3 deKTa.

Cynvgham macnus

Heo6xoaumo TiiarensHo KOHTposipoBath AJl y OepeMEHHBIX KEHIIMH MPU OJHOBPEMEHHOM
NpUMEHEeHNH HH(EeIUNMHa ¢ BHYTPUBEHHBIM BBEJICHHEM MarHus cyibdara BCIEICTBHUE
BO3MOXHOCTH YPE3MEPHOTO CHUKEeHUS AJl, 94TO pencTaBisieT OnacHOCTh Kak JIsl MaTepH, TaK U
JUIS TUTOZIA.

Denmanun

OpHOBpeMEHHOE NMpUMEHEHHE HHUdenunuHa u (eHTaHWIa MOXKET NMPUBECTH K BHIPAKEHHOU
apTepuaibHOM TUNOTEH3WH. Ecim BO3MOXXHO, PEKOMEHIYeTCS OTMEHUTh HU(METUNUH Kak
MUHUMYM 32 36 4acoB JI0 MPOBEACHUS aHECTE3HH C IPUMEHEHHEM (eHTaHUIIA.

IIpenapamul kanvyus

Camxenne 3¢ HeKTUBHOCTH HU(DETUTHHA.

Hecmepouonvle npomugogocnanumeinvHule npenapamol

HIIBII cHIWKaIOT aHTUTUIIEPTEH3UBHBIN G GeKT HU(EaUIMHA BCIECACTBHE TIOJABICHUS CUHTE3a

IIPOCTArJIAaHUHOB, 3a/1CPKKU HATPUSL U KUIKOCTH B OPraHU3ME.
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Cumnamomumemuxu

CHUMITATOMUMETHKYU CHIKAIOT aHTUTHIIEPTEH3UBHBIHN Y ekt Hudeaununa.

Oempozenvi

DCTPOTreHbl CHWKAIOT AHTUTHUIIEPTCH3MBHBIN A(PQPeKT HUbEAUNUHA BCIEACTBHE 3a/ICPKKH
KHUJIKOCTH B OpraHU3Me.

Ilpenapamuvr numus

ITpu coBmectnoM nmpumenennn BMKK ¢ npenaparamu nutusi BO3MOXKHO yCHIIEHUE TTPOSIBICHUS

HeﬁpOTOKCHIIHOCTH IOCIICAHUX (TOH_IHOTa, pBOTa, AMapes, aTakCua, TpEMop, UIyM B ymax).

Oco0ble yka3aHust

Cepoeuno-cocyoucmuie 3ab0nesanusn

Apmepuanvnas cunomensus

Hudenunun pacmupsier nepudepudeckue aprepuu, cHwkaeT AJ[ U MOXET NPUBECTH K
BBIPAKEHHOUM apTepuanbHOM runoteH3uu. CieayeT ¢ OCTOPOKHOCTBIO MPUMEHATh Mpenapar y
MAIMEHTOB, CKJIOHHBIX K apTepuajbHOW THMOTEH3UH, 0coOeHHo y mamueHtoB ¢ MBC wmm c
1epeOpOBaCKYISIPHBIMU  3a00JIEBaHUSIMU, y KOTOPBIX 4pe3MepHOoe cHmxkeHue AJ[ Moxer
OPUBECTH K Pa3BUTHUI0O HH(pApKTa MHUOKapAa WIM HHCYJIbTa. B ciydae BbIpakeHHOU
apTepualbHOW THUIOTEH3UU CIEAYEeT YMEHBIUUTH J03yY WM BPEMEHHO MPEKPaTHTh MPUEM
HU(DETUTTIHA.

Puck pasBuTus aprepuaibHONM THUIIOTEH3WHM BBIIIE Yy MAlMEHTOB, MPUHUMAIOMIMX OeTa-
aapeHno6mokatopbl. OmHOBpeMEHHOE TNpUMEHeHHe HudenunuHa U OeTa-apeHOO0I0KATOPOB
HEOOXOAMMO TPOBOJWTH B YCJIOBUSX TIIATEIBHOTO BpPadyeOHOTO KOHTPOJIS, MOCKOJBKY 3TO
MOXXET OOYCJIOBUTH upe3MepHOoe cHukeHue AJl, a B HEKOTOPBIX clydasx — ycyryOieHue
cumntomoB XCH. Tspkemas aprepuaibHas THUIIOTCH3HMsI W/WIM BBICOKAsh IMOTPEOHOCTH B
BOCIIOJIHEHUH OO0BEMa KUOKOCTHU OblIa OTMEYcHa Y HOanuMeHTOB, MNOJyYaromux TCparuro
HUpeIUunMHOM W  OeTa-aJpeHoOJoKaTopaMu, BO BpeMs OIEpalld  aO0PTOKOPOHAPHOTO
HIYHTUPOBAHUS 1101 0011l aHecTe3nel BBICOKUMU J103aMu (peHTaHuIa. Eciu Bo Bpems Tepanuu
NaIeHTy TpeOyeTcs MPOBECTH XHPYPTUYECKOE BMEIIATENBCTBO IMOJA OOIIMM HApKO30M, TO
Heo0Xx0MMMO MH(POPMUPOBATH Bpaua-aHECTE3MOJIOTa O XapakTepe MpoBoAMMON Tepanuu. Eciau
TUTAHUPYETCS XUPYPruieckoe BMEIIATENbCTBO MO 00IIel aHecTe3nel ¢ MPUMEHEHUEM BBICOKUX
103 (eHTaHMIA, TO PeKOMEHJyeTcsl TpeKpaTuTh mpuem npenapara Kopmunuua® XJI ne MeHee
4yeM 3a 36 9acoB 710 OTepalyu.

Apmepuanvnas cunepmensus

OTCyTCTBYeT  ONBIT  KIMHUYECKOTO  MPHUMEHEHHs  TpernaparoB  HUPEAWIIMHA  TIPH

3JI0KaueCTBEHHOM apTepuanbHON rMIepTeH3UH.
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JlexapctBennbiii npenapar Kopaunun® XJI He cieayeT MpUMEHSATh i CHukeHHs AJl mpu
TUIEPTOHUYECKOM KPH3E.

Xponuueckas uwemuueckas 6one3Hs cepoya

Jlexapctennbiii  npenmapatr Kopaunmuu® XJI He clefyeT NpUMEHATh IS KyHHPOBAHMS
MPHUCTYIOB CTEHOKAPAUH | JJIi BTOPUYHOM NPOPMIAKTUKHA CEPACYHO-COCYIUCTBIX OCIOKHEHUN
y HAIMEHTOB, IEpEHECIINX UHPAPKT MUOKApAA.

Hecmabunvuas cmenoxapous u/unu unghapkm muoxapoa

B penxux cinyyasx y nmauueHToB ¢ MBC (0coOeHHO MpH TSKEIOM 0OCTPYKTHBHOM MOPa)KeHUU
KOPOHapHBIX apTepuil) OTMEYAIOCh YBEIMUYEHHE YaCTOThI, IPOAOKUTEILHOCTU U/ UIIH TSKECTU
NPHUCTYNOB CTEHOKApIUH, a TAaKXKe — B €AMHUYHBIX CIydasX — pa3BUTHE MH(papKTa MHOKap/aa
nocne Hadana mnpumeHeHuss BMKK (Bkimiowas HudenunuH) WIH TOCHE YBEJIUYEHHUS HX
JIO3UPOBKU. MeXaHu3M pa3BUTHs JAHHOTO SIBJICHUS HE U3YUEH.

[lpenaparsl HudpeaunuHa B  Qopme TabIETOK C  HEMEAJCHHBIM  BBICBOOOXIEHHEM
IPOTHBOIIOKA3aHbl IPU OCTPOM MH(APKTE MUOKap/a.

OmpIT KIMHUYECKOTO TIPUMEHEHHs TmpenaparoB Hudemunuaa B (opme TabIeTOK ¢
IPOJIOHTMPOBAaHHBIM BBICBOOOKIACHUEM IPU OCTPOM HMH(pApKTE MHUOKapAa M HecTaOWIbHOU
CTEHOKap/JUU OTCYTICTBYET, B CBSI3U C YEeM HX NPUMEHEHHE IpPH YKa3aHHBIX 3a00JeBaHMSIX
IPOTHBOIIOKA3aHO.

Xponuueckas cepoeynas He0oCmamoyHoCmb

BMKK (B 1. 4. Hu(benunuH) ciieayeT ¢ 0co00il OCTOPOKHOCTHIO MPUMEHSTh y IMAIUEHTOB C
XCH. IIpu nexomnencuposanHoii XCH npumenenue mnpenapata Kopaunuu® XJI He
PEKOMEHIyeTCs.

Cunopom «ommeHwvl» bema-adpeHoOI0Kamopos

Y nanueHToB CO CTEHOKapAMEH NpeKkpalleHue Ipuema OeTa-aJpeHOO0]I0KaTOPOB MOXKET
NPUBOANTH K PA3BUTHUIO CHHIPOMA «OTMEHBD» (YBEIMUYEHHE YacTOTHI, MPOAODKUTEIBHOCTU
W/WIN  TSOKECTHM  NPUCTYNOB — CTEHOKapJHWM), BO3MOXKHO,  BCIEACTBHE  IOBBILICHHON
YYBCTBUTEJIBHOCTU K KaTexojsamuHaM. HasHadeHue HudeaunuHa He NpeJOTBpAIaeT pa3BUTHE
CHUH/IPOMa «OTMEHBI» OeTa-aJpeH00JI0KaTOPOB, HO JaKe€ MOXKET MPUBECTH K €ro YCHJICHHIO B
CBA3U C peQUIEKTOPHBIM BBICBOOOXKJIEHHEM KaTEXOJaMMHOB B OTBET Ha MepuUpepruecKyro
Ba30MJIATALHIO.

Hudenunuu He 0bnasaeT aHTHAPUTMUYECKUM JEHCTBHEM U HE MPEJOTBPALIAET BOSHUKHOBEHHE
HapyleHUil cepAeyHOro pUTMa IpU pPE3KOM OTMeHe Oera-aipeHobsokaTopoB. B ciyudae
HEOOXOIMMOCTH TIPEKpAIleHUsT Tepamuu OeTa-aapeHOOJIOKAaTOPOM  CIIEAYeT IOCTETICHHO
yYMEHbBIATh 103y 0 Ha3HaYeHUs HU(DeUNuHa.

IIpexpawenue mepanuu
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OtmeHy mnpenaparoB HHU(EIUIUHA CIEAYEeT OCYIIECTBISATh IOCTENEHHO (CYLIECTBYET pHUCK
Pa3BUTHS CUHIPOMA «OTMEHBD»).

Aopmanvnbiii CMEHO3/MUMPanNbHbLU cmeno3/eunepmpoghuueckas 06CmMpYKMUBHAsL
KapOuoMuonamusl

Kak u Bce nekapcTBeHHbIE CpEICTBa, OOJIAZalOIMe Ba30JWIATUPYIOUIUM JefcTBHEM,
HUQPEIUIIUH CIEAYET C OCTOPOXKHOCTHIO MPUMEHSTH Y MAIMEHTOB C AOPTAIBHBIM CTEHO30M,
MUTPAJIBHBIM CTE€HO30M WJIM THUINEPTPOUYECKON OOCTPYKTHBHOW KapauomMHonatuend. Y
NAIlIeHTOB C TeMOJMHAMHUYECKH 3HAUYMMOW OOCTPYKIHMEH BBIHOCAIIETO TpaKTa JIEBOTO
KEIylouka (HampuMmep, IpHU TDKEIOM aopTaJbHOM CTEHO3€) NpHUMEHEHHE Ipenapara
MPOTHBOIIOKA3aHO.

VYV namnueHToB ¢ OOCTPYKTMBHOW KapJAHMOMHONATHEH CYIIECTBYET PHUCK YBEIWYCHHS YacCTOTHI,
TSOKECTH TPOSBICHUS U TPOJOJDKUTEIBHOCTH MPHUCTYIIOB CTCHOKApPAWW TIOCIEe TpuemMa
HudenunuHa. B 1aHHOM ciydae HeoOxoauMa OTMEHa Tpernapara.

Tepughepuuecxue omexu

[Ipy npumeHeHHMM mpenaparoB HUPEAUIIMHA OTMEYAJIUCh HE3HAUUTENIBHO WM YMEPEHHO
BBIpQXKCHHBIE TepU(epHUECKUe OTEKH, CBSA3aHHBIC C AWIaTalued Mepru(epUvecKux apTepHil.
Oteku OOBIYHO JIOKATU3YIOTCS HA HIKHMX KOHEYHOCTSIX, HMHOTJA YMEHBLIAIOTCS IpU
NPUMEHEHUH JUYPETHKOB. Y TMamueHToB c comyrcrBytomeir XCH criemyeT TmiaTenbHO
muddepennmpoBath nepudepuueckrue OTEKH, CBS3aHHBIE C MPUMEHEHHEM Hu(enunuHa, OT
CHUMIITOMOB IIPOTPECCUPOBAHUS TUCHYHKIIUHU JIEBOTO XKETyT0UKa.

Caxapmubwtit ouabem

VY nanweHToB C caxapHbIM OuUa0eTOM IpH NPUMEHEHWH NpenaparoB HU(EIUIHNHA MOXKET
HOTpeGOBaTBCH KOHTPOJIb KOHICHTPALIUH T'JIFOKO3bI B INIA3ME KPOBH.

Hapywenue ¢pynkyuu neuenu

B PEAKUX ClIydasdx IIpu MNPHUMCHCHUH IIpCIapaToB HI/I(be)II/IHI/IHa OTMEYAJIOCH IIOBBIIIICHHUC
AKTUBHOCTH HEKOTOPBIX (PEpMEHTOB, TakMX Kak mienodHas ¢ocdarasa, kpearnHpochoknHasa,
JaKTaTAeruaporeHasa, acnapraramuaorpanchepasa (ACT) u ananunamunorpancgepasza (AJIT),
KOTOpO€ OOBIYHO HOCUT NPEXOISAIIUH XapakTep, HO HMHOTJA MOXET OBITh 3HAYHUTEIBHO
BBIPAKCHHBIM. HpI/ILII/IHHO—CHe)ICTBeHHaH CBiA3b C IMPUCMOM HI/I(l)ClII/IHI/IHa B OOJIBIINHCTBE
CIIydaeB SIBIIIETCS HEOIPENEICHHOM, OJHAKO B HEKOTOPBIX CIIydasX OHAa BeChbMa BEpOsTHA.
VYka3aHHbIe W3MEHEHHS J1a0OpaTOPHBIX TOKA3aTeIe PEIKO COMPOBOXKIAIOTCS KIMHUYECKOMH
cumnromMaTikoi. OTHaKO ONMUCAHBI CTy4an BOSHUKHOBEHHSI XOJIECTa3a C KENTyXOH nin 0e3 Hee,

a TaKKC pCAKUC CIIydau pa3BUTUA ayTOMMMYHHOI'O I'CIIaTUTA.
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3a manueHTaMM C HapylleHHeM (DYHKIMHM TeUeHU yCTaHABJIMBAETCS TIIAaTelIbHOE HaOJIo/IeHue,
npu HEOOXOJUMOCTH CHIDKAIOT 03y Mpenapara W/Wid TPUMEHSIOT ApPYTue JIeKapCTBEHHBIC
dbopMbI HUpEAUTTHHA.
Hapywenue ¢pynkyuu nouex
[Tpumenenue nmpenapatoB HU(EIUNINHA y TAIMEHTOB ¢ HapylIeHHeM (DYHKIMH MOYeK SBISEeTCS
0e30MacHbIM; KOPPEKIHUs 1036l HU(eaunuHa He TpeOyeTcs. B HeKOTOpBIX ciydasx y MalueHTOB
C XpOHMYECKOM TOYEeYHOW HEIO0CTaTOYHOCThIO OTMEYAIOCh TPAH3UTOPHOE IIOBBILICHHE
KOHIICHTpAIIMH a30Ta MOYEBUHBI U KpEaTHMHUHA B CHIBOPOTKE KpOBU. [IpH4MHHO-CIEICTBEHHAS
CBsI3b C NMPHUEMOM HHU(eIunuHa B OOJIBIIMHCTBE CIIy4aeB SIBJSETCS HEONpeAeNeHHON, OJHAKO B
HEKOTOPBIX CITydasx OHa BECbMa BEPOSATHA.
Y nanyeHToB €O 3JI0KAYECTBEHHOW apTepHalbHOM TUIEpTeH3WEH, HaxoMsIIUXcid Ha
reMoJfalin3e, TUIOBoJIeMUs (yMEHBIICHHE 00beMa UPKYIUPYIOIIed KPOBU) MOCIE MPOLEAYPhI
JMaii3a MOKeT YCWJINTh aHTUTHMIIEPTEH3UBHBIN 3 dekT HudeaunuHa u MpUBECTU K PE3KOMY
camxennto AJl. Y Takux naunuentos npemnapaT Kopaumuu® XJI Heo6XOaMMO MPUMEHSTH C
0C000# OCTOPOKHOCTBIO, B Cllydae HEOOXOUMOCTH CIIEAYeT YMEHBUIUTH 103y Mpenapara.
Jlexapcmeennuvle 63aumooeiicmeus
Hudenunun metabonuzupyercsi ¢ momortisio nzopepmenta CYP3A4. JlekapcTBeHHbIE CpECTBA,
nojasisitomme uinu uaaynupyomue uzohpepment CYP3A4, moryr okaspiBaTh BIUSHHE Ha
3 eKT «ImepBUYHOTO MPOXOKIACHUSD» Yepe3 MeYeHb WIN KIMPEHC HU(ETUITHHA.
K nexapcTBeHHBIM cpeacTBaM, clabblM WM YyMEPEHHBIM HHruouropam n3odepmenra CYP3A4,
MOBBIIIAIOIIUM KOHLIEHTPALMIO HU(EIUIINHA B IJIa3Me KPOBHU, OTHOCSTCS:

®  MaKpoJIUJIbI (HAPUMEp, SPUTPOMHULINH);

e wuHruOUTOpHI Mpoteassl BUY (Hanpumep, puToHaBup);,

® TIPOTHUBOTPHUOKOBBIC CPEJCTBA TPYIIIHI a30JI0B (HapUMep, KETOKOHA30J);

e aHTHAenpeccanThl (Heda30a0H U (HIYOKCETHH);

® XUHYNPUCTUH/AATb(GONPUCTHH;

® BaJIBIIPOEBas KUCIOTA;

® [MMETHUVH.
[Ipu onHOBpeMEHHOM TMPHUMEHEHUM HHU(ETUNMHA W YyKa3aHHBIX MpPErnaparoB HEOOXOAUMO
KOHTpOJUpoBaTh AJl, 1 pu HEOOXOAMMOCTH CKOPPEKTUPOBATH 103y HU(EIUTTHUHA.
Xupypzuueckue emeuwtamenbcmea/oduias anecmesus
WHransimoHHbIe aHECTETHKU MOTYT YCUIUTh cHkeHue AJl. Eciu Bo BpeMs Tepanuu naiueHTy
TpeOyeTCcss MPOBECTH XUPYPTUUYECKOE BMEIIATEIhCTBO TOJ OOIIel aHecTe3nel, HeoOX0IUuMO

I/IH(I)OpMI/IPOBaTB Bpada-aHCCTE3MUO0JIora O TOM, YTO MAUCHT NPUHUMACT HI/I(I)GILI/IHI/IH.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

Juaznocmuueckue uccnedoeanus

Bo Bpems nedueHnst BO3MOXKHBI TIOJIOKUTEIbHBIE PE3YIbTaThl IPU MPOBEICHUU MPSAMOI peakuun
Kymb6ca (B coueraHnu ¢ reMONMTHYECKOW aHeMHeW wim 0e3 Hee) W J1ab0paTOpHBIX TECTOB Ha
AHTUHYKJICAPHBIC aHTUTENA.

Hudenumun, kak u apyrue BMKK, yraeraer arperarmuio TpoMOOIIMTOB B YCIOBHSX in Vitro.
HeGonbioe koqn4ecTBO KIMHUYECKUX UCCIEAOBAHUI MOATBEPHKAAIOT IaHHBIE O CTATUCTUYECKU
3HAYUMOM CHIDKEHHHM arperaiid TPOMOOIMTOB U YBEJIMYCHHH BPEMEHH KpPOBOTEUYCHUSI.
[IpeanonoxuTenbHO, MPUYUHOM TaKWX H3MEHEHHMM sBIsieTcs OJoKaja TpaHCIOPTa Kalblus
gepe3 MeMOpaHy TpoMOoIuToB. KitmHM4Yeckast 3HaYMMOCTh TOTro () (heKTa Hem3BeCTHA.
Hudenunuu wmoxkeT BbI3BIBATH JIO)KHOE TOBBIIIEHHE KOHIEHTPAMA BaHWIMIMUHIAIBHON
KHCJIOTBI B MOYE IPH OIPENEICHUN CHEKTPOPOTOMETPHUECKUM METOJOM, HO HE BIHUSET Ha
pe3y/ibTaThl W3MEPEHUH TMPH MCMOJIb30BAaHUM METO/Aa BBICOKOI(P(HEKTUBHON IKUIKOCTHOU
xpomarorpadun (BOXKX).

Ankozone

B mepuon neueHuss He PEKOMEHIYETCS YIOTPEOJATH alKOTOJIbHBIE HAMWUTKA HW3-32 PHUCKA
YpEe3MEPHOTO CHUKEHUS apTePHAIBHOTO JaBICHHUS.

Ilpumenenue y nayuenmoeg noxcunozo 6o3pacma

Crnenyer cobmogaTh OCTOPOKHOCTh MIPU MPUMEHEHUHU INpenapaToB HU(EIUNUHA y MaldeHTOB
MOKUJIOTO BO3pAcTa BCJIEICTBUE BBICOKOW BEPOSTHOCTH BO3PACTHBIX HAapyIIeHUH (QyHKIUN
MOYeK.

CneyuanvHana uHopmayus 0 6CNOMOZAMENbHHIX 6EULECHIBAX

Ipenapar Kopmummu® XJI comepur nakTo3sy. IlarmueHTamM ¢ peako BCTpedaroleiics
HACJICJICTBEHHON HEMEPEHOCUMOCTBIO TallaKTO3bl, JAe(MUIMTOM JaKTa3bl WIH TIIOKO30-

raJIaKTO3HOM MajbaOCcopOIHel He CeayeT MPUHUMATh ITOT Iperapar.

Biausinue Ha crOCOOHOCTH YNIPABJIATH TPAHCIIOPTHBIMH CPEACTBAMM, MEXaHU3MAMH

Y HEKOTOpBIX TMAalMEHTOB, OCOOCHHO B Hayajle JIEYEHUs, TMpenapar MOXKET BbI3bIBATh
TOJIOBOKPY)KEHHE, YTO CHM)KAET CIIOCOOHOCTh K YIPABICHHUIO TPAHCIIOPTHBIMU CPEACTBAMU HITU
JIpYyruMH Me€XaHu3MaMH. B nanpHelilieM CTereHb OrpaHUYEeHU ONMPENENSIOT B 3aBUCUMOCTH OT
WHIUBUYAJIbHON NEPEHOCUMOCTH IIpenapara.

B nepuon nedenus, ocoOEHHO B Hayajie JEYCHHUS WU MPU HU3MEHEHHH J103bI, HEOOXOAMMO
COOIIOIaTh OCTOPOXKHOCTH MPH YIPABICHUH TPAHCIIOPTOM, 3aHITHAX MOTCHIUATBHO OMACHBIMH
BUJIAMU JIEATEIbHOCTH, TPEOYIOIMMHU TOBBIIIICHHOW KOHIIEHTPAllMd BHUMAHHS U OBICTPOTHI

IICUXOMOTOPHBIX PEAKLIAMN.
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®opMa BbITyCKA

COOTBETCTBYET 3KCNEPTHOMY OTUETY
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TabneTku ¢ MMPOJIOH'MPOBAHHBIM BBICBO60)KI[CHI/IGM, MOKPBITBIC IJICHOYHOM O6OJ'IO‘~IKOI71, 40 mr.

ITo 10 Tabmerox B Oymcrepe M3 komOMHMpoBaHHOTO Marepuana [IBX/IIBIAX - amoMuHHEeBON

¢omnbru.

ITo 2 6mmcTepa BMecTe ¢ MHCTPYKITUEH MO TPUMEHEHHUIO TTIOMEIIAIOT B IMMAYKy KapTOHHYIO.

YcaoBusa XpaHEeHUA

[Tpu Temmnepatype He Bbime 25 °C, B OpUrHHANBHON ynakoBke (Omuctep).

XpaHUTh B HEJOCTYITHOM JUISI JIETEH MecTe.

Cpoxk rognocTu

3 rona.

He npumensaTs npenapat no uCTEYEHUH CPOKa FOJTHOCTH.

YcaoBus oTmycka

OTIycKaroT 1o perenTy.

HaumeHnoBanue HPUANYECCKOro JHvua, Ha HMSA KOTOPOro BbIAAaHO PErucTpamuoHHOE

yA0CTOBEpeHHe, apec

AO «KPKA, n.1., HoBo mecto», IlImaprerka mnecta 6, 8501 Hoso mecto, CrioBenus

IIpousBoguTenb

3urdpun Mansta JITa., Mansta

®acosmuk (IleppuyHasi ynakoBka)

AO «KPKA, n.1., HoBo mecto», IlImapremika necta 6, 8501 Hoso mecto, CioBenus

YnakoBuuk (Bropyunas (morpedurtenbckas) ynakopka)

AO «KPKA, n.1., HoBo mecto», llImapbemka necra 6, 8501 HoBo mecto, CrioBeHust

Beinyckaommii KOHTPOJIb Ka4yecTBa

AO «KPKA, n.1., HoBo mectoy, IlImapremika necta 6, 8501 Hoso mecto, CoBenus
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HaumeHoBaHMe M aipec OPraHN3alui, NPUHUMAIOIIEH MPeTeH3uH MoTpeduTeei
000 «KPKA-PYC», 143500, MockoBckas 0011., T. McTpa, yin. MockoBckas, 1. 50
Tein.: +7 (495) 994-70-70, dbakc: +7 (495) 994-70-78
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