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JIEKAPCTBEHHOI'O ITPEITAPATA

Jepuukop®

PerucrpanuoHHbIi HOMeP:

Toprosoe HauMeHOBaHHe

Jepaukop®

MexayHapoaHOe HEIATEHTOBAHHOE HAUMEHOBAHH e

Jlepkanuaunua

JlexapcTBeHHas opma

Ta0nerku, NOKPBIThIE MIICHOYHOH 000104KOM

Cocras

1 mabnemka cooeporcum:

Oeticmeyrowee ewjecmao. nepkanuaunuua ruapoxiopusa 10 mr/20 mr;

ecnomozamenvHvle Geujecmea. 1EII0I03a MUKPOKPUCTAIMYECKas, JIAKTO3bl MOHOTHIpAT,
KapOOKCHMMETHIIKpaxMail HaTpus (HaTpus Kpaxmalla IIIMKoJAT), moBuaoH K30, maruus creapar;
ecnomozamenvHuvle geujecmea 0 00010UKU:

ons O0osuposku 10 me: TOTOBas CMeCh Ui IUICHOYHOW 0O0OJOYKM KkenTas (CoupT
HOJMBUHUIIOBBIM, TUTAHA TUOKCH]I, MAKPOTOJI (OIMITUIICHTIIMKOIIb), TAIbK, ATFOMUHHUEBBIH JIak
Ha OCHOBE KPaCHTEIs] XHHOJIMHOBOTO JKEJITOr0, KPACUTEIb JKele3a OKCUJT KPACHBIN);

0ns 0osuposku 20 me: TOTOBas CMeCh [UIS IUICHOYHOW 00OJOYKHM po3oBas (crupT
TIOJIMBUHUJIOBBIH, TUTAHA TUOKCHII, MAKPOTOJI (TIOJIMITHIICHTIIUKOIB ), TATbK, aTFOMIUHHUEBEIH JIak
Ha OCHOBE KpacHUTels O4apoBaTEIbHOI'O KPAacHOTO, alIOMMHUEBBIM JaKk Ha OCHOBE KpacUTENs
COJIHEYHBII 3aKaT JKENThIi, ATFOMHHUEBBIN JIaK HA OCHOBE KPACUTEIIs a30pyOHHa).

Onucanue

Jo3zuposxa 10 me: Kpyrible ABOSKOBBIYKIbIE TAOJETKH, MOKPHITHIE TJIEHOYHOM OO0O0JOYKOMA
KENTOro IIBeTa.

Hosuposka 20 me: Kpyriible JBOSKOBBIYKIJIbIE TaOJETKH, MOKPBIThIE MJIEHOYHOM 000J0YKOM
PO30BOTO IBETA.

Ha IMONCepPeYHOM pa3pese TabJIETOK 000MX JO3UPOBOK, AP0 CBECTJIO-XKCIITOrO IUBCTA.
dapmakoTepaneBTHYECKasi TPyNna

Brokarop «MesIeHHBIX» KaJIbLIUEBBIX KaHAJIOB

Kon ATX: CO8CA13
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dapMakoJIOrn4ecKne CBoiicTBa

CMEPTHOMY OTYETY

Dapmaxoounamuka

JlepkaHUAUIIUH —  BBICOKOCEJIEKTHUBHBIM  OJIOKATOp  KaJNbIMEBBIX  KAHAJIOB  TPYIIIBI
quruaponupuuHa. OH 6JIOKUpPYeT TpaHCMEMOpPaHHbIM TOK HOHOB KaJbliMs B IVIaJJKOMBIILICYHbIE
KJIETKH COCYAAUCTON CTEHKH U KapJHOMHUOLUTHI.

AHTUTUNICPTEH3UBHBIH A(PPEKT JepKaHUAUIUHA OOYCIOBICH MPSMBIM  PENAKCUPYIOIIUM
BIMSHHEM Ha TJAJKyl0 MYCKYJIaTypy COCYAOB, 4YTO CHMIXKAaeT ooOmiee mnepudepruieckoe
COIIPOTHBIICHUE.

HecMmoTpss Ha KOpPOTKMHM mNepHOJ NONYyBBIBEACHMs, JEPKAaHUAMUIIUH O0JIaAaeT IJIUTEIbHON
AQHTUTUIIEPTEH3UBHON aKTUBHOCTBHIO, O0YCIIOBICHHOM BBHICOKUM KO3((UIIMEHTOM MEMOpaHHOTO
pacnpeneneHus. biarogaps BbICOKOW CEIEKTUBHOCTH B OTHOLIEHMM TIJIaJIKOMBIIIEYHBIX KIETOK
COCYJIUCTOM CTE€HKH, JIEPKAHUAMUIINH JIMIIEH OTPULATENbHBIX HHOTPOIIHBIX 3 (EKTOB.
Pacumpenue cocy/ioB, BHI3BAHHOE IIpHEMOM Iipenapata JlepHukop®, MpOUCXOIUT HOCTENEHHO,
MIOSTOMY OCTpasi apTepuanbHas THIOTCH3HUsS C PEeQIEKTOPHOW TaxWKapauedl y MaIeHTOB C
apTepualibHOM rumnepreH3uel HaOIofaercs peaKko. AHTUTMIIEPTEH3UMBHAs aKTUBHOCTH
JIepKaHUAUIINHA, KaK U IPYyTUX aCUMMETPUYHBIX 1,4-1UruaponupuanHoB, o0ycioBiieHa ero (S)-
sHaHTHOMEpOM. D (HEeKTUBHOCTh U OE30MaCHOCTD JiepKaHuAuIuHA B 103¢ 10—20 Mr onuH pa3 B
JeHb  OLEHUBalachb B  JBOWHBIX  CJENbIX  IUIalE€00-KOHTPOIUPYEMBIX  KIMHUYECKUX
UCCJIEOBAHMAX, C YYacTHEM IIalMEHTOB C MATKOM, YMEPEHHOM M TSKEIOW apTepuallbHON
TUIIEPTEeH3MEH, a TaKKe C M30JMPOBAHHOM CHCTOJIMYECKOM TrumepTeHsuei (B TOM 4HuCIe Y
MOXKWJIBIX MAIlMEHTOB M MAllUEHTOB C CaXxapHbIM JUa0eTOM), MOIy4aBUIMX JEPKaHUAUIINH, KaK B
MOHOTEpAINH, TaK U B KoMOuHauu ¢ u-All®, nuypetnkamu win 6eta-aapeHo0I0KaTOpamH.

VY nanueHToB ¢ TSHKENON apTepuaibHOM runepTreHsuen (cpennee nuactoiandeckoe AJl — 114,5 +
3,7 MM PT.CT.), apTepHalibHOE JlaBJI€HUE HOpManu3oBainoch y 56 % mpu mpueme mo 10 mr
npenapara Jlepuukop® onuH pas B nenb u y 40 % npu npueme mpenapata no 20 M.
A y TaIMeHTOB C U30JIMPOBAHHON CHUCTOJUYECKON TUIIEPTEH3UEH CUCTOIIMYECKOE apTepHaIbHOE
naBieHue Y3PGEKTUBHO CHU3WIOCH C HCXOJIHBIX 3HaueHu 172,6 + 5,6 mMm pr.cT. 1o 140,2 £+ 8,7
MM PT.CT.

Knuanueckue uccieaoBaHus B eAMaTpUYECKON MOMYJISIMH HE TPOBOAUIIHCE.
DapmakoKkunemuxa

AOGcopOnus

JlepkaHUAUITUH TIOJTHOCTBIO BCACHIBAETCS IOCTIE TIpUeMa BHYTpb. MakcUMaabHas KOHIEHTpaIHs
B 1Tu1a3me kpoBU (Cmax) Jocturaercs uepes 1,5-3 gaca u cocrasnser 3,3 + 2,09 ur/mn u 7,66 £

5,90 ar/mut mocne mpuema 10 i 20 Mr JIepKaHUAWITHHA COOTBETCTBEHHO.
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npoduiIb: MMEIOT OJUHAKOBOE BpEMsl IOCTIDKEHHsS MakcuMaibHOW KOHHEeHTpauuu (T Cmax),
onuHakoBblil nepuoxa mnonysbiBeneHUs (T1/2); 3HaueHns Cmax ¥ IUIOWIAAM TOJ KPUBOM —
«koHueHtpamus — Bpems» (AUC) B 1,2 pasa Beime mig  (—)-S  sHaHTHOMEpAa.
B3aumonpespaliieHust SJHAHTHOMEPOB B YCIOBHUSAX IN VIVO HE HAOII0AAI0Ch.

B cBsi3u co 3HAUMTENBHBIM META0OJIM3MOM IPHU IEPBUYHOM IPOXOXKIACHUU» Yepe3 IEeUEHb,
abcomoTHass OMONOCTYMHOCTD JIEPKAaHUAUIIMHA Yy TAlUEHTOB MpPU MpUEME BHYTPb IMOCIE €JIbl
cocraBisieT npubmm3uTensHo 10 %; B TO ke BpeMs NMpH NpUeMe JIEPKaHUIUIHHA 310POBBIMU
J0OpOBOJIbIIAMH HATOIIAK OMOIOCTYITHOCTh yMeHbIaeTcs Ha 1/3.

[Ipu mnpueme nepkaHUIAUINNHA HE MO3JHEE 2 YacoB IMOCIE IpHEMa >KUPHOW MUIIH €ro
OMOJOCTYITHOCTh yBEIMYMBaeTcs B 4 pasa. B casu ¢ atuM npenapar Jlepuukop® ciemyer
NPUHUMATD JI0 €JIbI.

Pacupenenenue

Pacnipenenenne u3 miaa3Mbl KPOBU B TKAHU U OPraHbl MPOUCXOAUT OBICTPO U 00ImmpHO. CBA3b C
Oenmkamu TUTa3Mbl KpoBH TipeBbImaeT 98 %. VYV manueHTOB C TOKENOH IMOYCYHOW W/WiH
MEYECHOUYHON HEIOCTATOUYHOCThIO W3-3a CHIDKEHUSI KOHILIEHTpanuu Oenka B IUIa3Me KpPOBH,
cBOJIHaA (hpaKUus JEePKAHUIUTTUHA MOXKET YBEIHUNBATHCA.

BI/IOTDaHCd)ODMaHI/IH

JlepkaHUIUIIUH WHTEHCHBHO MeTabomusupyercs ¢ ydactueM wu3odepmenta CYP3A4;
HEM3MEHEHHOE JICHCTBYIOIIEE BEIIECTBO He 0OHAPYKMBAETCSI HM B MOYe, HU B Kaie. [Ipemapar B
OCHOBHOM IIPEBPALIAETCS B HEAKTUBHBIE META0OIMTHI.

UccnenoBanus «in Vitroy ¢ MUKpOCOMaMmH TEYEHH YeOBeKa MOKa3ajid, YTO JICPKAHUIWUIHMH B
HekoTopoii crenenu uHruoupyer pepmertsl CYP3A4 u CYP2D6 B koHueHTpauusx, B 160 u 40
pa3 COOTBETCTBEHHO MPEBBIIIAIOIINX MaKCUMaIbHbIE TUIa3MEHHbIE KOHIIEHTPALMH 110CIe ITpHeMa
no3el 20 Mr. boisee Toro, ucciaenoBaHUs JEKapCTBEHHBIX B3aUMOJEHCTBUM Yy JIOAEH NOKa3aiu,
YTO JIEPKAHUJUNUH HE MW3MEHSET IUIA3MEHHbBIE KOHIIEHTpAlMM MHJa30j1aMa, TUIUYHOIO
cyocrpara CYP3A4, unu meromnposona, Tunuyaoro cyocrpara CYP2D6.

[TosToMy MHTHOMpPOBaHUS OMOTpaHCPOPMALINK JIEKAPCTBEHHBIX CPEACTB, METAOOIUZHPYEMBIX C
yuactueM CYP3A4 u CYP2D6, npu npumMeHeHUH JIEpKaHUANUIIMHA B TEPAIEBTUYECKUX J103aX HE
OKHUJAETCSL.

OIUMUHAIMA

OnIUMUHAIMS [POUCXOJUT B OCHOBHOM nyTeM OuoTpaHchopmanuu. Okono 50 % mpuHsTON
036l BBIBOAMTCS Toukamu. Cpennee 3HaueHuwe Ti2 coctaBisger 8—10 udacoB. JmuTenbHOCTH

TCPANICBTHUYCCKOI'O JefcTBUS (24 qaca) o6ycn0BneHa CBA3BIBAHUCM JICPKAHHUJIUIINHA C
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HaOJIrogacTC.

Jlunetinocms/nenunetinocms

dapMaKOKMHETHKA JICPKAaHUIUIIMHA B JUAINla30HE TEPANEBTUYECKUX 103 HOCUT HEIMHCHHBIN
xapaktep. [Ipu mpueme nepkanuaunuaa B n1o3ax 10 mr, 20 mr u 40 mMr Cmax B TUIa3Me KpPOBH
onpenensinack B cooTHomenun 1:3:8 coorBerctBeHHO, 1 AUC — B cootHomeHuu 1:4:18, 4to
MpEANnoaraeT MporpecCUpyroliee HACHIIICHHE MPU KIIEPBUYHOM IPOXOKICHUN» Yepe3 MEUYECHb.
Takum 006pa3om, OMOJOCTYITHOCTh JIPKAHUAWIIMHA YBEIWYUBACTCS C YBEIUYCHHUEM MHPHUHSITOU
JTO3BI.

(DaDMaKOKI/IHeTI/IKa % 0COOBIX T'pyIIl IIannrucHTOB

Toowcunvie nayuenmoi
bbulo mokaszano, 4To ¢apMaKOKHMHETHKA JEpKAHUIUNNHA Y TOXHIBIX IMAllMeHTOB CXO0Xa C
(bapMaKOKMHETHKON, KOTOpasi Ha0I0AaeTcs B 001Iel MOMy ALY TAI[IeHTOB.
Hapywenue ¢ynxyuu novex
beuto  mokazaHo, 4Yro (apMaKOKMHETHKAa JIEPKaHUAWNUHA Yy TAIUEeHTOB C MOYEYHOU
HEJOCTAaTOYHOCTHIO JIETKOW M cpeiHel cTemnenu Tshkectu (knupeHc kpeatnnuHa (KK) 6omnee 30
MJI/MHH) CX0%Xa C (hapMaKOKWHETHKOM, KOTopasi HabIto1aeTcsi B 00MIEH MOMyJIsSIMK MAlUeHTOB.
VY mamnueHToB ¢ TsHKENoi moyeyHoi HepoctarouHocThio (KK Menee 12 mur/MuH) My IAIIEHTOB,
HaXOJSIIMXCS HAa TEMOIMAIN3€e, KOHIIEHTpalus JepKaHUIMIIMHA B IJ1a3Me KPOBH YBEIMUHUBAETCS
npumepHo Ha 70 %.
Hapywenue ¢ynkyuu nevenu
bbulo mokazaHo, 4TO (apMaKkOKMHETHMKA JIEPKAaHUAMIIMHA Y TMAalUEHTOB C MEYEHOYHOU
HEJIOCTAaTOYHOCTHIO JIETKOH cTernenu TsxkecTH (kiacc A mno kinaccudpuxanuu Yainna-I1s10) cxoxa
¢ (hapMaKOKMHETHKON, KOoTopast HabaoAaeTcsl B 00IIel MOMyJISIUY MTallUeHTOB. Y MalueHTOB ¢
NIEYEHOYHOM HEJOCTaTOYHOCThIO (0T cpenHell a0 TshKenod) cucTeMHas OHOJOCTYHMHOCTb
JIEpKaHWJIUIIMHA, BEPOSITHO, YBEIMYMBAETCS, MOCKOJIbKY JIEpKaHUJIUIUH METa0OoIu3NupyeTcs
[JIaBHBIM 00pa30M B MEYEHH.
Iloxka3zaHus K NPUMEHEHHIO
AptepuanbHas runeprensus [-1I crenenn y B3pocibIX MallMEHTOB.
IIporuBonokasanus

e ['unepuyBCTBUTENBHOCTh K JIEHCTBYIOIIEMY BEIIECTBY, JPYTUM IPOU3BOJHBIM

JUTHUIPONTUPUIMHOBOTO Psiia UK JIFOOOMY U3 BCIIOMOTATENIbHBIX BEIIECTB;
e 00CTpYKIUS BEIHOCSIIIIETO TPAKTa JIEBOTO JKETYI0UKa;
® XpOHHYEcKas cepieuHas HeJOCTaTOYHOCTh B CTaIUU J€KOMIIEHCALINN;

e HecTaOWIbHAas CTEHOKapIUS;
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nH(papkTa MHOKapa;
® TsDKenas MeYCHOYHAs] HeIOCTATOYHOCTD;
e TsKenmas modeuHas HegoctaroyHocTh (CK® <30 wmur/mMuH), BKIIOYas TMAlUEHTOB,
NPOXOISIINX JUAITH3,;
® COBMECTHBIU MPUEM CO CIICIYIOIIUMHU MperapaTaMu:
o wmomHbie uHrHOUTOPHI CYP3A4,
O IMKJIOCIIOPHUH,
® COBMECTHBIH MpUEM ¢ TpendpyToM nim rpeindpyToBsIM COKOM;
e OEpPEeMEHHOCTH W MEPHOJ] TPYTHOTO BCKAPMITUBAHUS;
® [pPUMEHEHHWE Y JKCHIIMH JIETOPOAHOTO BO3pacTa, HE TMOJB3YIOMIUXCA HaJEKHOM
KOHTpAIICTIIUECH;
e jierckwii Bo3pact 10 18 yiet (3 hekTHBHOCTD M 6€30MaCHOCTh HE H3YYaIIUCh);
e JeUIUT JIAKTa3bl, HEMEPECHOCUMOCTb JIAKTO3bI, IIFOKO30-TAJIAKTO3HAs MabaOCopOIus.
C 0CTOPOKHOCTBHIO
e CuHIpPOM C1a00CTH CHHYCOBOTO y3Jia (0€3 3JIEKTPOKApIUOCTUMYJISATOPA);
e ucYHKIUS JICBOTO KEIYJ0UKA;
e uIIeMuYecKas OOJIe3Hb CepIlia;
e HapymeHUs QYHKIUH ITCYSHH JISTKOW U CPEITHEH CTETICHU TSKECTH;
e HapymeHUs QYHKIMH ITOYCK JISTKOW U CPETHEH CTEIEHU TSKECTH;
® [ICPUTOHEAIBHBIN AUAIIN3;
e OJHOBpEeMEHHBIH TmpueM ¢ uHAykTOopamu/cyoctparamu CYP3A4, wmupasomamom,
METOIPOJIOIOM, TUTOKCUHOM;
® XpOHMYECKas cepJeuHasi HeJJOCTAaTOYHOCTb;
® [I0XMUJION BO3pACT.

IIpumenenne npu 0epeMEHHOCTH M B IIEPHO/ I'PYAHOI0 BCKAPMJIMBAHUA

bepemeHHOCTD

JlanHbIE 0 MPUMEHEHUH JIEPKAHUIUIINHA Y O€PEMEHHBIX KEHIIUH OTCYTCTBYIOT. MccienoBanus
Yy JKMBOTHBIX HE BBIBIJIM TepaTOoreHHbIX J(G(EKTOB, HO TaKOBbIE HAOIIOMAAINCH TIPH
NPUMEHEHUU JPYTUX JAUTUIPONUPUIMHOBBIX NPOU3BOAHBIX. [IpuMeHeHue JepkaHuAUNUHA
MPOTUBOMNOKA3aHO BO BpeMsi OEpPEeMEHHOCTH W Yy JKCHIIUH JETOPOJHOrO BO3pacra, He

MOJIB3YIOIIUXCS HAJIC)KHOW KOHTpaECIIINEN.
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JlakTamus

[TockonbKy HET NaHHBIX 00 3KCKpEIMH JIepKaHHIUIWHA/ero MeTabOJMTOB B MaTEpUHCKOE
MOJIOKO, PHCK IUIi HOBOPOKICHHBIX/MIJIAJICHIIEB HE MOXET ObITh HCKIIOYEH. JlepKaHuIUMHUH
IIPOTUBOIIOKA3aH BO BpeMs KOPMIICHUSA I'PYAbIO.

DepTUILHOCTE

Knuauveckue 1aHHBIC B OTHOIICHUH BIUSHUS JICPKAHUIUIIHA HA PEMPOAYKTUBHYIO (DYHKITHIO
oTcyTCTBYIOT. Ha (oHe mnpumeHeHHs OJIOKATOPOB «MEIICHHBIX» KaJbIMEBBIX KAHAJIOB Y
IMHUYHBIX TAIMEHTOB OBUIM 3aperuCTPUPOBAHBI 0OpaTHMble OMOXMMHUYECKUE W3MEHEHUS B
TOJIOBKE CIIEPMAaTO30MJI0B, KOTOpPbIE MOTYT HapyllaTh OILIOJOTBOpeHHE. B cimydasx, korma
MOBTOPHOE 3KCTPAKOPIIOPATHLHOE OIIOIOTBOPEHUE OE3yCIeNTHO M KOTJla HEBO3MOXHO HAWTH
Ipyroe OObBACHEHHE, B KAa4eCTBE BO3MOXKHOW MPUYUHBI CIEAYET PACCMOTPETh MPHUMEHEHHE
0JIOKATOPOB «MEIJICHHBIX)» KaJbIIMEBBIX KaHAJIOB.

Cnoco0 npuMeHeHHsI U 103bI

PexxuM 103upoBanus

Jleprukop® HazHawaoT BHYTph 10 MI OJMH pa3 B JeHb KaK MHHAMYM 32 15 MHHYT 70 efibl, He
pa3KeBbIBasl, 3aMMBasi JOCTATOUYHBIM KOJIMYECTBOM BOJIbI; 1032 MOXKET ObITh yBeaHueHa 10 20 mr
B 3aBUCUMOCTH OT aHTUTUIEPTEH3UBHOHN 3()(hEeKTUBHOCTH.

VYBenuueHue 103bl JOJKHO OBITh MOCTENEHHBIM, MOCKOJIbKY /10 HPOSBICHUS MaKCUMaJbHOI'O
AQHTUTUIIEPTEH3UBHOTO 3()(heKTa MOKET IPONTH OKOJIO 2 HEeNleIb.

Jlepuukop® Hesb3s 3aMMBaTh rPEHIIPPyTOBBIM COKOM.

Jlepuukop® MOXHO Ha3HauaThb B JIONMOINHEHHE K OeTa-aApeHoOJ0KaTopaM (aTeHoJomn),
JUypeTHuKaM (TUAPOXIOPOTHA3HT) UIIM UHTUOMTOpaM aHIMOTEH3UH-TIpEeBpallaioero GepmMeHTa
(KanTONpPHII WM SHANANIPWII) B ClIy4ae HEA0CTaTOYHOTro 3((eKTa OT X NPUMEHEHUS.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmor nodcunoco 6ospacma: X0Tsd papMaKOKUHETHYECKHE JAHHbIC M KIMHUYECKHH OIBIT
CBUJIETENLCTBYIOT O TOM, YTO KOPPEKTUPOBKU CYTOYHOMU J103bl HE TpeOyeTCs, HAaUWHATD JICUEHUE
y MOXKUJIBIX JIF0/IEH HEOOXOAMMO C OCTOPOKHOCTBIO.

Iayuenmvl demckozo 6ospacma: 6e30macHOCTh M 3(PPeKTHBHOCTH Hpenapata Jlepaukop® y
JIETEN B BO3pacTe 10 18 neT He n3yvanace.

THayuenmor ¢ Hapywienuem Qynkyuu nouex:. CIeIyeT MPOSBIATE 0COOYH0 OCTOPOKHOCTh MPHU
Hayaje JICYEeHHUsS MAI[MeHTOB ¢ MOYEYHON WJIM MEeYeHOYHOM NuchyHKUMEeH JIeTKON Win cpenHen
CTETEHU TsKEeCTU. XOTsI OOBIYHBIE PEKOMEHIYEMbIE CXEMbI IO3UPOBAHUS TIEPEHOCATCS] XOPOIIO

B OTUX MOATPpYIIIAX, K 103€ 10 20 Mr B ACHB CJIICAYCT IMMOAXOAUTH C OCTOPOKHOCTBIO.
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YCUIIMBATbCA Yy TMAIHUEHTOB C HapylmieHHeM (QYHKIMH T[E€YEHH, CJIEJA0BATEIbHO HYKHO
paccMOTPETh HEOOXOIUMOCTh KOPPEKTHPOBKHU JO3HI.

Jlepuukop® MpPOTHBOMOKA3aH TALMEHTaM C TSDKEIOH INEeYeHOYHOW HeJ0CTATOYHOCTBIO HIIN
MaldeHTaM ¢ TsDKeJdol movyeyHord HempoctatouHocThio (CK® <30 mi/mMuH), BKItOUas
NAUEHTOB, IPOXOAAINX Auanu3 (cM. pasaen «lIpotuBonokazanus» u «OcoOble yKa3aHUsD).
ITo0ouHoOe neiicTBHE

0030p npodria 6e30MacCHOCTH

bezonacHocth nepkanugunuHa B ao3e 10-20 mr oauH pa3 B JI€Hb OLICHUMBAJIACh B JIBOMHBIX
CJENbIX IIaNe00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIENOBAHMUIX (TpyINa JIEPKAHUIUIIMHA —
1200 mammenToB, rpymma miane6o — 603 mamueHTta), a TakKe B KOHTPOJIUPYEMBIX H
HEKOHTPOJIMPYEMBIX TPOJAODKUTEIBHBIX KIMHUYSCKUX HCCIICIOBAHMSIX C y4acTHEM B OOIIen
CIOXKHOCTH 3676 TManMeHTOB ¢ apTepHalibHOW runepreHsueid. HaumbOosee dvacThiMu
HEKENaTeIbHBIMU PEaKIUsIMU B KIMHUYECKUX HCCIEIOBAaHUSAX U TMPU OOOOIIEHUH JaHHBIX
MOCTMAapPKETUHTOBOTO OIbITa MPUMEHEHHs SIBISIOTCS cleAyromue: nepudepudeckue OTeKH,
roJiIoBHAas 00JIb, TPUIIUBBI, TAXUKAPIUS U cepAIicOneHuE.

HexxenareabHble peaKIIUU:

B npuBeeHHO# HIDKE TaOIUIEe HEXKETATSIbHbIC PEAKIIUH, 3aPETHCTPUPOBAHHBIC B KIIMHUYECKHX
UCCIICIOBAaHUSAX W TPU OOOOIIEHUH TaHHBIX MOCTMAPKETHHTOBOIO OINbBITA MPUMEHEHUS, IS
KOTOPBIX CYIIECTBYET 00OCHOBaHHAs MPUYNHHO-CIICICTBEHHAS CB3b, MIEPEYMCIICHBI [0 KilaccaM
cuctem opranoB MedDRA u gacrore: ouenb vacto (> 1/10); gacto (ot > 1/100 mo < 1/10);
Heyacto (ot > 1/1000 mo < 1/100); peako (ot > /10000 mo < 1/1000); ouens peaxo (< 1/10000);
HEU3BECTHO (HE IOJAETCs OLIEHKE MO MMEIOUIMMCS JaHHbIM). B kaxaoil wyacToTHOW rpymie

HCXKECJIATCIbHBIC PCAKIUHN TTPCACTABJICHBI B ITOPAJAKE Y6LIB8.HI/I$I CCPbC3HOCTH.

CucremHo- Yacro Heuacto Peako HeusBecTHO
OPraHHbI KJjacc

MedDRA

Hapywenus co I'unepuyBcTBUTENBHOCTH

CTOPOHBI IMMYHHOM
CHCTEMEI

Hapywenus co lonosHast 6016 Tl'onoBokpysxenue | COHAMBOCTD

CTOPOHBI HEPBHOM O6MopoK

CHCTEMBI

Hapywenus co Taxuxapaus CreHokapaus Wndapkr mMuoxapaa

CTOPOHBI CepIa Cepanebuenue YBenudeHne 4acToThl,
MIPOIOJDKUTEITEHOCTH
U TSDKECTH MPUCTYIOB
y  MalUeHToB  CO
CTeHOKapauen

Hapymenus co Ipunuss AptepuanbHas

CTOPOHBI COCY/IOB THITOTEH3US
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Hapymenus co Hucnencus pabia’ - IEAUEA TEN B fywsarnnast' +

CTOPOHBI TommnoTa Huapes JCIUIA3Us

JKEJLy J0YHO- Bone B BepxHei MyTHbII

KHIIIEYHOT 0 TPaKTa 4acTH JKUBOTA MEPUTOHEANIbHBIN
skccyaaTt

Hapywenus co VYBenuueHue ypoBHSA

CTOPOHBI IIEUYCHU U TpaHCaMHHAa3bI B

JKEITYEBBIBOIAIINX chiBOpoTKe!

yTeu

Hapymenus co KoxHas cblnb Kpanusnauna AHTHOHEBPOTUYECKUH

CTOPOHBI KOXXKH U KoxHnblii 3yn oTek?

MOOKOKHBIX TKaHEH

Hapywenus co Muanrus

CTOPOHBI CKENETHOM
MYCKYJIaTyphl U
COEIUHUTEIHLHOU
TKaHU

Hapymenus co ITonuypus VYyaineHHoe
CTOPOHBI IOYEK U MOYEHCITyCKaHHe
MOYCBBIBOAAIINX
myTen

OcnoXHEHUS [epudpepuyeckmii | AcTeHns bons B rpyau
o01Iero xapakrepa 1 | OTEK [oBeImenHas

pEaKIiy B MECTE YTOMIISIEMOCTh
BBEJICHUS

! HCKECJIATCIIbHBIC PCAKIIUN U3 CIIOHTAHHBIX COO6HIGHI/II>1 B MHUPOBOM INOCTMAPKECTHUHI'OBOM OIIBITC

Onucanne HeXeIaTeaIbHbIX PEAKIINNI

B muiane60-KOHTpOIMPYEeMbIX KIMHHYECKUX HCCIIEeIOBAaHUSAX YacToTa mepudepruueckux OTEKOB
cocraBuna 0,9 % npu npueme nepkanugunuHa B goze 10-20 mr u 0,83 % npu npueme miaie6o.
Ota yactora gocturia 2 % B OOIIel MOMyNAlWU MAalMeHTOB, BKIIOUEHHBIX B KIMHHYECKHE
UCCJIEIOBAHMS, B T. Y. B JIOJITOCPOYHBIE.

JlepkaHUIUTIMH HE BIUSET HA KOHIIEHTPAIUIO TTFOKO3bI U JTUMUIOB TJIa3Mbl KPOBH.
Ilepeno3upoBka

B mocTMapkeTHHrOBOM ONBITE TMPUMEHEHUS JEepKaHWAWIKWHA COOOIIAIoch O CIydasx
nepeno3upoBku B auamasone ot 30-40 mr mo 800 mr, BKIOYAs COOOIICHUS O TOTBITKE
caMoyOuiicTBa.

Cumnmomwi

Kak u B cmyuae ¢ ApyruMu AUTHIPONUPUIUHOBBIMU OJIOKATOpAMHU «MEJICHHBIX) KaTbIIUEBBIX
KaHAJIOB, TMEPEJO3UPOBKA  JIEPKAHUIUIIMHA TPUBOJUT K YPE3MEPHOMY  PaCHIUPEHHUIO
nepudepruyeckux COCyJI0OB C BBIPQKEHHOW apTepUalbHOM THIOTEH3UEeH U peduieKTOpHOU
taxukapauei. OTHaKo NP OYEHb BBICOKUX J103aX Mepudeprieckas CeIeKTUBHOCTh MOXKET OBbITh
MoTepsiHa, C pa3BUTHEM OpaJuKapIuM W OTPUILIATEIHHOTO HHOTpomHOoro 3¢dekra. Hanbonee
pacpoCcTpaHEHHBIMHU HEXENATeIbHBIMU PEAKIIMSIMU, CBI3aHHBIMH CO CITyYasiMH TIEPEI03UPOBKH,

OBLTH apTepuaibHas TUTIOTEH3UsI, TOJIOBOKPYKEHHE, TOJIOBHAsL 00JIb U cepAIlcOneHHE.
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Jleuenue

Knuanyeckn 3HauuMasi apTepHalibHasi TUIOTEH3UsI TPeOyeT aKTHBHOM MOAICPKKH CepACUHO-
COCYIIUCTON CHUCTEMBl: MOHHTOPHUHT CEPJCYHOM W JIbIXaTEIbHON (PYHKIUHU, MOIBEM HIDKHUX
KOHEYHOCTEH, KOHTPOJIb O0bEMa NUPKYJIHPYIOIIEH KpOBH M IUype3a. BBumy UIMTENbHOTO
dapmakonorudeckoro 3hdexTa JepKaHUAUIMHA BaXKHO, YTOOBI CEPACYHO-COCYIUCTBIA CTAaTyC
HalKeHTa ¢ apTepUaAIbHOW TMIIOTCH3UEH KOHTPOJIMPOBAJICS KaKk MUHHUMYM B TeUeHHUE 24 4acoB.
[TockonbKy mpenapat KMEeT BBICOKYIO CTEIICHb CBSI3BIBAHHS C OCTIKaMHU, Train3 He d(h(EeKTHBEH.
[TaneHTHl ¢ YMEPEHHOW WIIM TSDKEJIOH TepeT03UPOBKOM JTOJDKHBI HAOIIOAATHCS B YCIOBHSIX
OT/IC/ICHHS] UHTCHCUBHOM TEPAITHH.

B3aumojeiicTBHe ¢ IPYrUMH JIEKAPCTBEHHBIMH CPeACTBAMU

Ilpomugonokazanus K 00HOPEMEHHOMY HPUMEHEHUIO

HNuruduropst CYP3A4

W3BecTHO, YTO JepkaHumunuH Mmerabomusupyercs depmentom CYP3A4, u mosrtomy
unruoutopel CYP3A4, npumeHnsembple OJHOBPEMEHHO, MOIYT B3aUMOJICHCTBOBATb C
METa0OoJIM3MOM M DJIMMHHAIIMECH JICpKaHUAWIHMHA. bBbBUIO TIO0Ka3aHO, YTO OJHOBPEMEHHOE
npuMeHeHrne ¢ MOIHbIM MHruouTOpoM CYP3A4, KeTOKOHA30JI0M, MOBBIIIACT KOHIIEHTPALHIO
JepKaHUIUIMHA B Tu1a3me KpoBH (15-kpatHoe yBenuuenue AUC u 8-kpatHoe yBenuueHue Cmax
JUTSL DHAaHTHOMEpa S-JepKaHUUITNHA).

Crnenyer uzberatb OJHOBPEMEHHOI'O Ha3HaueHHUs JNepkaHuaunuHa ¢ uHruoburopamu CYP3A4
(HampuMmep, KETOKOHA30J, WTPAKOHa30J]l, PUTOHABHUP, OSPUTPOMHIIMH, TPOJICaHIOMHUIINH,
KJIapuTpOMHUIIMH) (cM. pazaen «[IpoTuBomnokazanus).

[{uksiocTIOpHH

[Tocne ogHOBpEMEHHOTO MPUMEHEHHsI HaOJIOAAINCh TMOBBINICHHBIE KOHIEHTPAIMU B IJIa3Me
KPOBH KakK JIepKaHWAMIIMHA, TaK M LMKIOCHOpHHA. VccnemoBaHue y MOJOIBIX 3J0POBBIX
JTOOpPOBOJIBIIEB TMOKA3aJ70, YTO MPH MPUMEHEHWH LMKJIOCIOpHHA Yepe3 3 dYaca mocliie mpuema
JICpKaHHUIUIIMHA TUIA3MECHHBIC KOHIICHTPAIMH JICPKAaHWJIWITHHA HE U3MEHUJINCH, B TO BPEMs Kak
AUC nuknocnopuna nosbicuiack Ha 27 %. OgHako COBMECTHOE TPUMEHEHNE JIEPKaHUTUTTHA C
[UKIOCTIOPUHOM BBI3BATO 3-KpaTHOE YBEIHUYEHWE KOHICHTpAIlMi JIEpKaHUIUIHNHA B IJIa3Me
kpoBu 1 21 % noseimenne AUC nukiocmopuHa.

[{uknocriopuH W JIEpKaHUAWUIUH HE CJIeAyeT TNPHUMEHSATh COBMECTHO (CM. pasjaen
«IIpoTHBOIIOKA3aHUS ).

[peirindpyT win rpeindpyTOBLIA COK
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CMEPTHOMY OTYETY

OJIHOBPEMEHHBII IIPUEM MOXKET NIPUBECTH K YBEIMUEHUIO CUCTEMHON JOCTYITHOCTH Mpernapara u
YBEJIMYECHUIO aHTUTHIIEPTEH3UBHOTO 3 dekra (cM. pasaen «IIpoTuBomokazaHus»).
Cosmecmnoe npumenenue He peKomenoyemcs

HNunykropsl CYP3A4

K coBmectHOMYy mnpuMeHeHuro JsepkanuaunuHa c unayktopamu CYP3A4, takumu Kak
IPOTHBOCYJIOPOXKHBIE cpencTBa (Hampumep, ¢eHuTouH, QenobapOuTan, kapbamaszenuH) U
pudaMIUIUH, CleayeT MOAXOAUTh C OCTOPOXKHOCTBbIO, IOCKOJBKY aHTUIMIIEPTEH3UBHBIN
3¢ (dexT MOKeT ObITh CHUXKEH, @ KOHTPOJIb APTEPUATILHOIO JJaBJICHUS J0JIKEH OCYLIECTBIIATHCA B
3TOM ciy4ae Jaie, 4eM 00bIdHO (cM. pazaen «C 0CTOPOKHOCTBION).

DrtaHoi (aJIKOroJib)

HpI/I npueMe COoCyAopaCliupArOmuX aHTUTUIICPTCH3UBHBIX IIPCIIApaTOB CJICAYCT n30erath
yrIOTpe6J'IeHI/I5I AJIKOT'OJIAA, ITIOCKOJIBKY OH MOKCT YCHUJIMBATH UX ﬂeﬁCTBHe.

Mepovl npedocmopoIcHOCHU, 6KTIOUASL KOPDPEKMUPOBKY 003bl

Cyoctpatel CYP3A4

Crnenyer co0no1aTh OCTOPOKHOCTh TMPHU OJHOBPEMEHHOM Ha3HAYEHHH JICPKAHHIUIIUHA C
npyrumu cyoctpatamu CYP3A4, takumu kak TepdeHaauH, acTeMHU30J, aHTHAPUTMHUYECKHE
npenaparsl kiacca IIl, Takue kak amuogapoH, cotanon (cM. pazaen «C 0CTOPOKHOCTHION ).
Muazonam

[Ipu omHoBpeMeHHOM Ha3zHaueHud 20 MI MHAa3ojgamMa BHYTPb, y MOXKHIBIX J0OPOBOIIBIEB
abcopOuus JepkaHUIUNMHA yBenuuuBaiachk (mpumepHo Ha 40 %), a ckopocTh abcopOruu
cHmkanach (tmax ObIO orcpoueHo ¢ 1,75 mo 3 wacoB) (cMm. pazgen «C OCTOPOKHOCTHION).
KonnenTtpanun Muaa3onama He H3MEHSIIHCE.

Meronponoun

[Tpu coBMecTHOM IpHeMe JIepKaHUIUITMHA ¢ METOIPOJI0JIoM (OeTa-aapeHo0I0KaTOp, KOTOPHIN B
OCHOBHOM METa0OJIM3UPYETCs B MEUYEHH), OMOIOCTYITHOCTh METOMPOJIOIa HE U3MEHSIIACh, TOTa
KaK OMOJOCTYIHOCTh JIEpKaHUAUIIMHA cHUKanack Ha 50 %. DToT 3 ekt MOKeT ObITh CBSI3aH C
YMEHBIIEHHEM TI€YCHOYHOTO KPOBOTOKA, BBI3BAHHBIM [-aapeH00]OKaTOpaMH, U MOXKET
BCTPEYATHCS MPH NpHUEMe APYTUX MpenapaToB 3TOro Kiacca.

CrnemoBarenbHO, JICPKAHHIUIHH  MOXXHO  O€30macHO  TNPUMEHSATh C  IpenapaTamd,
OJIOKMPYIOIIUMH  [-aIpeHOPEIENITOPbl, HO MOXET MOTPeOOBaThCI KOPPEKTHPOBKA O3B
(cm. pazaen «C 0CTOPOIKHOCTHIO).

JINroxcuH

[Ipr coBMecTHOM NpUMEHEHHUH JiepkaHuaumuHa (20 Mr) ¢ AUTOKCHHOM, HE OBUIO BBISIBICHO

NPU3HAKOB  (PapMAaKOKMHETHYECKOro B3auMojedcTBus. OJHako HAOIIOAAIOCh  CpeaHee

10



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.04 2022 N= 7763

yBenuueHUe Cmax IUrokcuHa Ha 33 %, B TO BpgMs Kak KUEH E{%E‘ﬁ&glﬁﬁﬁéﬁJﬁbﬁeH%ﬁncn

HE3HAYUTeNbHO. TakuMm 00pa3oM, TMAlMEHTHI, TOIYJYalollie COIMYTCTBYIOIIEE JICUCHHE
JTUTOKCHHOM, JIOJDKHBI HAXOJWUTHCA TMOJA HAONIOACHHEM Ha TMPEAMET JUTHTATUCHOU
MHTOKCHKAIUH (cM. pazzen «C OCTOPOKHOCTHIO).

Cosemecmuoe npuMeHeHue ¢ Opy2umMiL 1eKapCcmeeHHbIMU CPeOCMEamil

DayoKCeTHH

HccnenoBanune B3aumopeiictBus ¢ ¢uyokcetuHoMm (uHruouropom CYP2D6 u CYP3A4),
MIPOBEICHHOE Y M0OpOBOJIBIIEB B Bo3pacte 65 £+ 7 ner (cpeanee 3naueHue £ CO), HE BBIIBUIIO
KIIMHUYECKH 3HAUMMBbIX U3MEHEHUHN (hapMaKOKMHETUKH JIEPKAaHUIUIINHA.

[[umeTnanH

OpnnoBpemeHHbIN mpueM muMmeTuanHa (800 Mr/m) HEe BBI3BIBACT 3HAYUTEIHHBIX W3MEHCHUN B
KOHIEHTpALlMU JIEPKAaHUAUIHMHA B MJIa3M€ KPOBH, HO MpH 0oJiee BBHICOKUX J03aX HEOOXOAUMO
MPOSIBISATE OCTOPOXKHOCTH, MOCKONBKY OHOJOCTYIIHOCTh W AHTHUTUIEPTEH3UBHBIA 3PdeKT
JIEPKAHUUTIMHA MOTYT YBEITHUUTHCS.

CumBacraTtuH

[Tpu moBTOpHOM TpHieMe 1036l 20 Mr JiepkaHuAUIHHA coBMecTHO ¢ 40 mr cumBactatnHa AUC
JEpKaHUJIUIIMHA CYIIeCTBEHHO HE u3MeHsulach, B To Bpemsa kak AUC cumBactaThHa
yBenuumiack Ha 56 %, a AUC ero akTuBHOro 0eTa-TMIPOKCUKWIMPOBAHHOTO METAa0OJUTa Ha
28 %. ManoBeposTHO, YTO TaKWe W3MEHEHHs MMEIOT KIMHHWYecKoe 3HaueHne. OqHaKo, Koraa
npueM JIepKaHUIUINHA TEPEHOCAT Ha YTPEHHHE 4Yachl, a CHMBAcCTaTHHA Ha BEYEpHUE,
JIEKapCTBEHHBIX B3aUMOJICHCTBUI HEe HaOII01aeTCsl.

Bapdapun

CoBMecTHOe mnpuMeHeHue 20 Mr JepKaHUAMIHMHA Y 3J0POBBIX JOOpPOBOJIBLIEB HATOIIAK HE
U3MEHAO0 (papMaKOKUHETHKY BapdapuHa.

Jlnypetuku u uaruouropsl AIID

JlepkaHUIUTIMH MOKET OJJHOBPEMEHHO MPUMEHSTHCS ¢ JUypeTHKaMu U UHruonropamu AIlD.

HDVFI/IG JJCKAPCTBCHHBIC ITPCIIapaThl, BIUAIONINEC Ha apTCPUAJIBbHOC JaBJICHUC

VYcunenne aHTUTHIEPTEH3UBHOTO 3 ¢deKTa MOXKET HaOI0JaThes IPU OJHOBPEMEHHOM IpueMe
JepKaHUAUIIMHA ¢  aubda-aJpeHoO0J0KaToOpaMH, TPULUKIMYECKUMH aHTHJIEIPEeCCaHTaMH,
HeliponenTukamu. HarpoTus, cHU)KEHHE aHTUTUIEPTEH3UBHOTO 3ddexTa MoxkeT HabI0aaThCs
IIpU OJJHOBPEMEHHOM IIPUMEHEHUH C TITFIOKOKOPTUKOCTEPOUTAMH.

Oco0ble ykazanus

Cunapom c1abocTn CHMHYCOBOTI'O y3Jia

VY mammeHToB ¢ CHHAPOMOM CIabOCTH CHHYCOBOTO Yy3ia (0€3 AJIeKTPOKapIuOCTUMYJISITOPA)

JICPKAHUIUIIHUH CICAYCT Ha3HA4YaTb C OCTOPOXKHOCTBIO.
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JIuchVHKITHS JIEBOTO JKETYI0UYKA

XOTsI KOHTPOJIMPYEMbIE MCCIIEOBAHMS HE BBIIBWIM HapylIeHUH (DyHKIMU JIEBOTO KeNy/10uKa,
HEOOXOJUMO TMPOSIBIISITH OCTOPOKHOCTh Yy MAIMEHTOB C YK€ CYyIIEeCTBYIOWIEH aucyHKuuen
JIEBOTO JKEIIyA0UKa.

HNmemnueckas 00JIE3Hb cEPAA

[Ipenmonaraercsi, 4TO0 HEKOTOPHIE IUTHUAPOIUPUIUHBI KOPOTKOTO JCWCTBUS MOTYT OBITh
CBSI3aHBI C TIOBBIIICHHBIM CEPIECYHO-COCYAMCTBIM PHUCKOM Y TAIUEHTOB C HIIEMHYECKON
Oone3nplo cepama. XOTsA JEPKAaHWAWIIMH O0JIaacT TPOJIOHTHPOBAHHBIM JEHCTBHEM, TIpU
JICYCHUW TaKUX TMAIMEHTOB HEOOXOJAMMO TMPOSBIATH OCTOpOXkHOCTh. Ha ¢doHe mnpuema
HEKOTOPBIX MPENapaToB Kiacca JUTHIPONUPUIAMHOB MOTYT HAONIOIAThCS OOJNM B TPyIHOU
KJIETKE T10 THITY cTeHOoKapauu. O4eHb peaKo Yy MallMeHTOB C YK€ CYIIECTBYIOIICH CTeHOKapanen
MOJKET HaOJI0JAaThCsl YBEIIMUEHUE YACTOTHI, MPOJOKUTEILHOCTA WIIM CTCIICHH TSHKSCTH ITHX
OpUCTYNoB. MOTYT HAONIOAAThCS CAMHUYHBIC CIydad pa3BUTHS WHQPApPKTa MHOKapia
(cm. pasnen «IloGouHoe neiicTBHEY ).

AopTaibHbII CTEHO3/ MUTPAILHBIN CTEHO3/T I/IHCDTDOd)I/I‘ICCKaH O6CTDVKTI/IBH3H KapaAnOMHOIIaTHUA

Kak u papyrue nexapcTBEHHbIE CpPEICTBA, OOIANAOLIME Ba3OAWJIATUPYIOLUIUM JEHCTBUEM,
JICPKaHUIUIIUH CIEAYeT C OCOOOH OCTOPOKHOCTBIO TPUMEHSTH Y IMAIMEHTOB C aOPTAIbHBIM
CTEHO30M, MUTPAJIbHBIM CTEHO30M WJIH THNEPTPOPUUYECKOl OOCTPYKTUBHON KapIUOMHUONATHEMH.
VY mnanueHToB C TeMOJWHAMUYECKH 3HAUYUMOM OOCTPYKIIMEH BBIHOCSIIErO TpaKkTa JEBOTO
Kelnyaodyka (Hampumep, MpH TSKEIOM aopTalbHOM CTEHO3€) NPHUMEHEHUE JIepKaHWIUIMHA
IPOTUBOMNOKA3aHO.

XpoHMYECKas cepAcuHas HeI0CTaTOYHOCTh

Y NauMeHToB € XPOHUYECKOM CEpPACYHOM HENOCTATOYHOCTBIO JIEPKAHUIUIIUH CIEAYET
IOPUMEHATh C 0CO00H OCTOpOKHOCTBIO. Jl0 Hayajga NpPUMEHEHHs Ipenapara HEOOXOOMMO
JIOCTMYb KOMIIEHCALIUN XPOHUYECKOM CEPIEYHON HEAOCTATOYHOCTH.

HecrabmipHasg creHoKapaus/nadapkT MUOKapaa

OnbIT KIMHUYECKOTO NPUMEHEHMs JIepKaHUAMIIMHA TPH OCTPOM HH(pApKTe MUOKapia U
HECTaOUJIbHOW CTEHOKapAWU OTCYTCTBYET, B CBS3M C 4YeM IpPUMEHEHHE Ipernapara Mpu
yKa3aHHbIX 3a00JIEBAHUAX MPOTHUBOIOKA3aHO.

[IpuMeHeHNE IPY TOYEYHOM M1 NeUYCHOYHOM HEIOCTaTOYHOCTH

CJ'IC,Z[YCT MPOABJIATH OCO6YIO OCTOPO’KHOCTHb B HAYAJIC JICUCHUSA Y IMALIMCHTOB C HAPYHICHUCM

(GYHKIMH TTOYEK JIETKOW WM CpeTHEH CTETICHHU THKECTH. XOTsS OOBIYHBIC PEKOMEHIYEMBIE JT03bI
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CJIeTyeT MOAXOIUThH C OCTOPOKHOCTBIO.

AHTUTHIIEPTEH3UBHBIN 3(DPEKT MOXKET YCHUIMBATHCS Yy MAIMEHTOB C HapylleHHeM (QyHKIHUH
MCYCHH YMEPEHHOH CTEIEHHW TSDKECTH; CIIEAO0BATEIbHO, HYXKHO PACCMOTPETh HEOOXOIMMOCTH
KOPPEKTHPOBKH J103.

JlepkaHUIUTIMH MPOTHUBOIIOKA3aH TMAIIMCHTAM C TSKEJION IMeUYEHOYHOM HETOCTATOYHOCTHIO WIIH
TsDKEJION ouedHol HenocTaTo9HOCThIO (CK® < 30 mi/MuH), a TakKe HMaMeHTaM, IPOXO IS IIHM
remouaiu3 (cM. pasnaen «Crocod npuMeHeHHUs U J103b1» U «[IpoTHBOIIOKA3aHUS» ).

IlepuTOoHEAILHBIN THATN3

Yy NMaUCHTOB, HaXOAAIIUXCA Ha IMICPUTOHCAJIBHOM JUAIN3C, MOXKET Ha6JIIOI[aTLCSI MYTHBIﬁ
NEPUTOHEATBHBIA 3KCCY/AT, YTO OOYCIIOBIEHO MOBBIIICHHONH KOHIEHTpAaLUEH TPHUIIIULEPHIIOB.
XO0Td MEXaHU3M HEU3BECTEH, MYTHOCTh HKCCyJaTa MUMEET TEHJEHIMIO pa3pelaTbcst BCKOpE
[I0CJIE OTMEHBI JIEPKAaHUAMIIMHA. OTO Ba)KHO IIOMHHUTBH, TaK KaK MYTHBIA IEpUTOHEAIbHBIN
9KCCydaT MOXKET OBITH OIINOOYHO IIPUHAT 3a OJUH U3 CUMIITOMOB I/IH(i)CKIII/IOHHOFO MEPUTOHUTA
C MocJenyIoLed rocnuTaiu3aniueil 1 SMOMPUYECKUM BBEJICHUEM aHTUOMOTUKOB.

Hunykropsl CYP3A4

Uunykropsr CYP3A4, Takue kak MPOTUBOCYIOPOXKHBIE Mpenaparbl (Hampumep, (HeHUTOHH,
KapOamazenuH) U pUPaMIUIIH, MOTYT CHHKATh KOHIICHTPAIMIO JICPKAHUIWIIMHA B ILIA3ME
KPOBH; CIIEZIOBATEIHHO, 3PPEKTUBHOCTH JICPKAHUIUITHHA MOKET OBITh CHIDKEHA.

AJIKOTOJIb

Cnenyer wu3beraTh YNOTpeOJCHUS aJKOTOJIA, MOCKOIBKY OH MOET YCUJIMBAaTh JEWCTBUE
COCYAOPACIITUPSIIOIINX aHTUTUIIEPTCH3UBHBIX TPEIIapaToB.

JlakTo3a

[IpemapaT COOEPKUT JAKTO3y, I[OITOMY €ro TMpPUMEHEHHWE Yy TMAalUeHTOB C pPEeaKon
HACJIEICTBEHHOW HETIEPEHOCUMOCTHIO JIAKTO3bI, NEPUIIUTOM JIAKTa3bl WU CHHAPOMOM TITFOKO30-
TraJIaKTO3HON MababCOPOIIMK MPOTUBOIIOKA3aHO.

Biansinne Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMH CpPeACTBAMH M padoTaTth ¢
MeXaHU3MaMHu

JlepkaHUIUTIMH ~ OKAa3bIBAeT HE3HAUMTEIbHOE BIUSHHE HAa  CIOCOOHOCTh  YIPABIATH
TPAHCTIIOPTHBIMU  CpPEACTBAMH H MeXaHU3MaMu. TeM He MeHee, CleQyeT MpPOsBIATh
OCTOPOXHOCTB, IMOCKOJIBKY Ha (DOHE TpHeMa MOTYT BO3HUKATH TOJIOBOKPYXKEHHE, ACTCHHSI,
YCTAJIOCTh U PEJIKO COHITUBOCTb.

dopMa BbINTYCKa

TabneTku, MOKPHITHIE MIEHOYHOM 000104K0#, 10 Mr, 20 MT.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 08.04.2022 N= 7765

Ilo 7, 10, 14, 28 TabiaeTok B KOHIYpHYIO '@g'e_ﬁﬂg@;ﬁ“§ﬁﬂb T U0 e

HNOJMBUHUIXJIOPUIHON U (PONBIH aTFOMHUHUEBOM M€YaTHON JIAKUPOBAHHOM.

ITo 1, 2, 3, 4 xoHTYypHBIC sYCiiKOBBIE ymakoBku mo 7, 10, 14, 28 rtabmerok wmm 1mo 5, 6
KOHTYPHBIX SYEHKOBBIX yHakoBOK Mo 10 TabieTok BMecTe ¢ MHCTPYKIHEH MO MPUMEHEHUIO
MOMEIIAIOT B AUKy U3 KapTOHA.

YciaoBust XxpaHeHUs

[Tpu Temneparype He Bbime 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTe.

Cpox rogHocTu

3 rona.

He npuMeHsaTh M0 HCTEYEHUU CPOKa TOAHOCTH, YKA3aHHOTO HA YIAKOBKE.

YcaoBus ornycka

OTIycKarT 1O peuenty.

IIpousBoaurenn

AO «AJINYM», Poccus.

MockoBckas 00:1., 1.0. Cepriyxos, . O6oneHck, Tep. Kaptan A, 1. 2.

Buvinyckarowuii konmpons kauecmaa

MockoBckas 00:1., T.0. Ceprryxos, . O6omneHck, Tep. Kapran A, 1. 2, ctp. 1.

Baanesienn perncTpaiMoOHHOrO0 yJI0CTOBEepeHUs1/ OpraHu3anusi, NPUHUMAONIAs NPeTeH3Hu
nmoTpeounTeIsl

AO «AJIMYM», Poccus.

142279, MockoBckas 00i1., T. CepryxoB, . O0oseHck, Tep. KBapran A, a. 2.

Temn.: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru
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