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CNEPTHOMY OTYHETY

JJEKAPCTBEHHOI O IIPEITAPATA

Jepaukop®

PervcrpainioHHBII HOMeEp:

T oprosoe HaumeHoBaHUe

Jlepauxop®

MexyHapo/HOe HellaTeHTOBAHHOe HaMeHOBaHHe

Jlepkanuaunua

JlekapcrBeHHasn gopma

TabeTKH, MOKPHITHIC TUICHOYHOM 0000 UKOM

CocraB

1 mabremxa codepacum:

oeticmeyonyee 6eujecmeo: epKaHuAUIHHA rHIpoxsopu 10 mr/20 wr;

6cnoMozamenibHuie  6ejecmea; LeJUI0I03a MHUKPOKPUCTAJUIMYeCKasi, JIAKTO3bl MOHOTHpAT,
KapOOKCUMETHUIIKpaxXMaJll HaTpusl (HaTpHsI KpaxMmaiia TJIMKoJsT), noBuaoH K30, maruus creapar,
6CNOMO2aMeNbHbIE 6EUECEA ONA ODONOUKU!

ona oosuposku 10 m2: TOTOBas CMecCh /Ul IUIGHOUHOM 000I04kHM JKenTast (CIUPT
IIOJINBUHUJIOBBIN, TUTAHA TUOKCH]], MAKpOToJl (OJUATWICHIJINKOJIb ), TAJIbK, AJIFOMUHUEBBIHN JIaK
Ha OCHOBE KpAacUTeJIs1 XMHOJIMHOBOTO JKEJITOT0, KPaCHUTeb JKeJle3a OKCH/T KpacHBIN);

ona oosuposku 20 me: TOTOBas CMeCh JUI1 IUIGHOUYHOM 0O00JIOUKM pozoBasi (CIUPT
IIOJINBUHMJIOBBIN, TUTAHA JTHOKCH]], MaKpOroJI (IIOJU3THISHIJIUKOJIb ), TAJIBK, AJIFOMHHHEBBIH JIaK
Ha OCHOBE KpacHTeJIsI 049apOBaTeJbHOTO KPACHOTO, AJIFOMHHHMEBBIH JIAK Ha OCHOBE KpacHTeNd
COJIHEUHBIH 3aKaT JKeJIThIM, aTFOMUHUEBBIH JIaK HAa OCHOBE KpAcHTeNIs a30pyOHHA).

Onucanue

Hozupoexa 10 me: Kpyrible JBOSIKOBBIMYKIIbIE TaOJETKH, MOKPHIThIE TUICHOYHOW 0O0OJIOUKOM
JKEJITOTO IIBETA.

Hosuposka 20 me: Kpyrjble JIBOSKOBBITYKJIbIe TaOJIeTKH, MOKPHITHIE IUICHOYHOH 000JI0YKOH
PO30BOTO IIBETA.

Ha TIOIICPCYHOM pa3pcsc TabIeTOK 000HX AO3HPOBOK, AJAPO CBCTJIO-KCJITOTO IBCTA.
PdapmakoTepaneBTHHeCKAa TPyIIa

biokaTop «MeJIeHHBIX» KaJIbIIHEBBIX KaHAJIOB

Kox ATX: CO8CA13
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G MOCNEND
PdapmakoOrHiecKue cBoiicTBa (MOCNEACE
d)apmakodunamuka
JlepkaHUUIIKH —  BBICOKOCEJICKTUBHBIN 6JIOKaT0p KaJIbIIUEeBBIX  KAHAJIOB  IPYIIIBI

puruAponupuanHa. OH GJI0KHpyeT TpaHCMEMOpaHHBIN TOK HOHOB KaJIbIIHUS B IJ1a/IKOMBITIICYHbIS
KJISTKH COCYJUCTOU CTEHKHU U KapJAHOMHOIIUTEI.

AHTUTHIIEPTCH3UBHBIH H(QeKT JepKaHUIUNMHA OOYCIOBICH TPSMBIM PpeIaKCHPYIOUIHM
BIUSHHUEM Ha [JIAJKYI0O MYCKYJIATypy COCYAOB, UTO CHIDKaeT oOmee nepudepudeckoe
COIIPOTHUBIICHHE.

HecMoTpsi Ha KOpOTKHH TMepuod TMOJNYBHIBEACHUS, JIGPKAHWIUIUH oO0JaJaeT JUIMTEIbHOU
AHTUTUIICPTCH3UBHOM aKTUBHOCTHIO, OOYCIIOBICHHOW BHICOKUM KO3 (PUIIMEHTOM MeMOpPaHHOTO
pacnpeaeneHus.. biaarogapsi BLICOKOM CEJIGKTUBHOCTH B OTHOIICHUHU TJIAJKOMBIIIEUHBIX KJIETOK
COCYAMCTOMN CTCHKH, JICPKAHH/IUIIHUH JIMIICH OTPUIATEIBHBIX HHOTPOIHBIX S (PeKTOBR.
Pacmupenre cocy/ioB, BEI3BAHHOE NpHEMOM TipenapaTa JIepHHKOP®, MPOMCXOJUT IOCTEIIHHO,
MO3TOMY OCTpasi apTepHalibHAasl THIOTCH3US ¢ pedUIeKTOPHOM TaxuKapauel y TaIUeHTOB ¢
apTepHAIbHON TUNepTeH3Wed HaOmogaeTcs peako. AHTHUTHICPTCH3WBHAS — aKTUBHOCTH
JICpKaHWU/IUIIMHA, KaK U JIPYTUX ACUMMETPHUUHBIX 1,4-TUTHAPONUPUIUHOB, 00yCcIoBIeHA ero (S)-
SHaHTUOMEpOM. DP(PEeKTUBHOCTL U 6e30MaCHOCTS JIepKaHUAUIINHA B Joze 10-20 Mr ouH pa3 B
JeHb  OIGHWBAJach B  JBOMHBIX  CJEMBIX  IU1a1e00-KOHTPOIUPYEMBIX  KJIMHHUYESCKUX
UCCIICIOBAHUSAX, ¢ YYacTHEM I[IallUeHTOB ¢ MATKOM, YMEpPEHHOM M TSDKEIOW apTepHaJIbHON
TUINIEPTEeH3HUEH, a TakKe ¢ H30JIMPOBAHHOM CHCTOJIMYECKOM THUIEpTeH3HEeH (B TOM 4YHCIE Y
MOJKUJIBIX TAIHSHTOR M MAITHSHTOB ¢ CaXapHbIM JHA0eTOM), MOJTyUYaBIINX JICPKAHHU/IUIIUH, KaK B
MOHOTEpaINuu, Tak U B komMOuHaiuu ¢ u-All®, nuypetukamu win 6eTa-apeHOOIOKATOpaMHU.

VY nmanueHTOB ¢ TSDKEJION apTepUalibHOM TUNepTeH3UeH (cpeauee nuactoandeckoe AJl — 1145 +
3,7 MM pT.CT.), apTepHajbHOE JaBJIeHHEe HOPMAIM30BAIOCh yV 56 % mnpu npueme mo 10 mr
npemapata Jlepaukop® oguH paz B JeHb M y 40 % mpu mpHeme mpemapata mo 20 M.
A y TIAIUEHTOB ¢ U3OJIMPOBAHHON CUCTOJIUYSCKOHN TUMIEPTSH3UEH CUCTOINYESCKOS apTepHAIbHOS
napyieHue 3G eKTUBHO CHU3UIIOCH ¢ UCXOAHBIX 3HAUeHUH 172,6 + 5,6 MM pt.cT. 10 140,2 + 8,7
MM PT.CT.

Knuaudeckue uccieJoBaHMs B e TUATPUYECKON MTOMYJISIIUK HE IIPOBOIUIIUCE.
Dapmaxokunemuxka

AbGcopOuug

JlepkaHUIUIIUH MOJHOCTHIO BCACHIBACTCS MOCIE IIpHeMa BHYTph. MakcuMaiibHasi KOHIIEHTpAIUs
B mwiazMe KpoBH (Cmax) JocTHTaeTes uepes 1,5-3 waca u coctasmsiet 3,3 + 2,09 ur/mia u 7,66 +

5,90 ur/mn nocsne npuema 10 u 20 Mr JiepKaHHTUITHHA COOTBETCTBEHHO.
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O0Ca »oHaHTHOMepa JIepKAHHUIUIIHHA JEMO C'Iplzlpy}'&U:' %QE%I%“T@M@;{E%QEQ&KHFI

mpoduiIb: UMEIOT OJHHAKOBOS BpeMS JOCTHIKCHHS MakCHMalbHOM KOHIEHTparuu (TCmax),
OJIMHAKOBBIM mepuoja nosyBeiBeAeHUs (T1/2); 3HaueHUA Cpax W IUIOMAAM TOJ KPHUBOH —
«koHreHTpaiuss — Bpemsi» (AUC) B 1,2 paza Beime il (—)-S dHaHTHOMEpA.
BzaumornipeBpaleHUsI SHAHTHOMEPOB B YCIIOBHSIX i71 Vivo He HaOIIOAaJIOCh.

B cBsi3M cO 3HAUMTENHHBIM META0OIU3MOM TPHU «IICPBUYHOM TPOXONKISHHH» Uepe3 TCUeHb,
abcomoTHast OMOAOCTYITHOCTh JISpKAHUIUINHMHA Y TAI[UCHTOB MPH TpHeMe BHYTPH IOCTE &JIbI
coctapisieT npubmuzureabHo 10 %; B To ke BpeMs IpH IpHeMe JISpKaHUJAUIHMHA 3J0POBBIMHU
T0OpOBOJIbIITAMH HATOIAK OHOJOCTYITHOCTh YMEHbINaeTes Ha 1/3.

IIpu mnpueme nepkaHHWIUINHMHA HE IIO3/IHEE 2 4YACOB IIOCJE MpHUEeMa >KUPHOMW IIHUIIU €ro
GHOIOCTYIHOCTh yBeNHUMBaeTcd B 4 paza. B cesasm ¢ ostuM mpemapar Jleprukop® cremyer
MPUHUMATH IO €/IbI.

Pacnpenenenue

Pacnipenienienue u3 mia3Mel KpOBU B TKAHU U OPTaHBI IPOUCXOJUT ObICTpO U oOmupHO. CBs3b ¢
OelKaMM TUTa3Mbl KpPOBHW TpeBbImaeT 98 %. VY NaIlUeHTOB ¢ TSOKEJIOW MMOYSUHOW W/WIH
MCYCHOYHONH HEeOCTAaTOUYHOCTHIO H3-3a CHIDKEHHS KOHIGHTpaluu Oejika B IUIa3Me KpPOBH,
cBoHAs (ppaKiius JIepKaAHUIUITHHA MOKET YBEJIHUUBATHCS.

BHO’I‘DaHCd)ODMaIII/IH

JlepkaHUUIIUH HWHTEHCUBHO MeTaboim3upyercs ¢ yuactueM wuzopepmenta CYP3A4;
HeU3MEHEHHOE JISUCTBYIONIEE BENECTBO He OOHapy)KUBaeTCsl HU B Moue, HU B kayie. [Ipemapat B
OCHOBHOM TIpEBpAIaeTCsl B HEAKTUBHBIE METAOOIUTHI.

UccnenoBanus «in vitroy ¢ MUKpOCOMaMHU IEUYSHHU HYeJIOBEKA MOKA3AJIM, YTO JICPKAHUIUIIUH B
HeKoTopo# cteneHu uHrHOUpyeT pepmerThl CYP3A4 u CYP2D6 B konneHTparusx, B 160 u 40
pas COOTBETCTBEHHO MPEBBIMAIONMX MAKCUMAIbHBIC IJIA3MEHHbIC KOHIICHTPAIIMHU TTOCIIE TIpUeMa
no3bl 20 Mr. bBoJsiee Toro, HMcciie/IoBaHUsA JISKAPCTBEHHBIX B3aMMOJICHCTBUM Y JIIOJIed ITOKa3aliy,
YTO JISpKAHWJUIHMH HE U3MEHSCT IUIA3MEHHbIE KOHIEHTPALlMM MHJa30jlaMa, TUIIMYHOTO
cyoerpara CYP3 A4, uinu meTonposofia, THOHIHOTO cydcTpaTta CYP2D6.

[TosToMy HHTHOHpOBaHUS GHOTpaHCHOPMAITHH JICKAPCTBEHHBIX CPEJCTB, META0OIU3UPYEMBIX C
yuactueM CYP3A4 u CYP2D6, npu npuMeHeHUN JIepKaHUUIIMHA B TePAlleBTUYSCKHUX JI03aX He
0)KM/IAeTCSL.

DJIMMUHAIHSA

DIUMHUHAIS TIPOUCXOTUT B OCHOBHOM myTeM OuotpaHchopmariuu. Oxono 50 % mnpunsTon
J1o3bl BBIBOJMTCA INMoukamu. CpenHee 3HaueHwe T, cocrtaBisieT 8—10 wacop. [[uTesbHOCTH

TepameBTHUSCKOTO JeHicTBust (24 uaca) oOycioBiieHa CBSI3bIBAHHEM JIepKAaHUUIHHA C
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HaOJII0ae TCSL.

Junetinocmuv/Henunetinocms

GapMakoKWHETHKA JISpKAHWIMIIMHA B JIMAa30HE TEPANeBTUUESCKUX 103 HOCHUT HEJIWHSHHBIN
xapakrep. llpu npueme nepkanuaunuda B go3ax 10 mr, 20 mMr u 40 Mr Cpax B TUIa3Me KpOBH
ompeaesuiack B cootHomeHuu 1:3:8 coorBeTcTBeHHO, 1 AUC — B cooTHomenuun 1:4:18, gyto
MpeAnoaraeT MPOrPeCCUpYIONlee HACBIIMECHUE NIPU «IIEPBUYHOM IPOXOIKISHUN» depe3 MeUeHb.
Takum oOpazom, GHOJOCTYIMHOCTh JISPKAHUIUIHMHA YBEJIUUUBACTCS C YBEJIHUCHHEM MPHHITOU
JIO3BI.

(I)aDMaKOKI/IHeTHKa V. 0CO0BIX I'DVIIII ITIAIMUCHTOB

I ooicunvie nayuenmol
Beino mokaszaHo, 9To (apMaKOKMHETHKA JISpKAHHUIUNHHA V MOXKWIBIX MAlUeHTOB CXOXKa C
(apMaKOKHHETUKOH, KoTopasi HabroJaeTesi B 00l MOy ISIIUY MAllHEeHTOB.
Hapyuienue gynxyuu nouex
Beito mokazaHo, dYTO (apMaKOKHHETHKA JIEpKAHHUJUIHHA Y TAIHeHTOB ¢ MMOYSYHOU
HEJIOCTATOYHOCTHIO JIETKOW U CpeJIHEeH cTeneHu TsokecTH (kiupeHne kpearunuHa (KK) Gonee 30
MJI/MHH) cXoa ¢ (apMaKOKHHETHKOH, KOoTopasi HaboaeTes B oOmel Momysisiiiui MaiueHTOB.
VY marueHToB ¢ TSDKEJIOH MmovYeuHol HeocTaTouHoCThI0 (KK MeHee 12 MJI/MUH) B Y TIAITHCHTOB,
HaXO/SAIUXCS Ha TeMOHAIIN3E, KOHIEHTpAIUs JIPKAHU/IUIIMHA B IUIa3Me KPOBU YBEJIMUMBASTCS
npumepHo Ha 70 %.
Hapyuienue ynxyuu neueHu
Beito mokazaHo, 9To (apMaKOKMHETHKA JIpKAHWIMIIMHA VY TMAlUSeHTOR ¢ MEeYCHOUHOU
HETOCTATOYHOCTBIO JISTKOM CTENeHH TshKeCTH (Kiace A mo kiaccudukaiuu Yainn-11ei0) cxoxka
¢ dapMaKOKHHETHKOU, KoTopas HabmogaeTest B oOMmel MOmyJIsSIiy MAIUeHTOB. Y MAlUeHTOR C
MICYCHOYHOH HEJOCTATOYHOCTBIO (OT CpeaHeH 10 TSDKEJIOW) CHCTeMHas OHOJOCTYITHOCTh
JICPKAHU/UTIUHA, BEPOSITHO, YBEJIMUUBACTCS, IOCKOJIBKY JISPKAHUIUIIUH METaOOIU3UPYeTCA
[JIaBHBIM 00pa30M B TICUCHH.
IHokazaHu K IPpUMeHEeHHMIO
AprepuanbHas runiepTensus [-1I crenenu y B3pocibIx NalUSHTOB.
IIpoTuBonIOKA3aAHMSA

e ['unepuyBCTBUTENBHOCTL K JCHCTBYIONIEMY  BEIIECTBY, JPYIHM  IIPOM3BOJIHBIM

JUTHIPOTIUPHIMHOBOTO psi/ia WK JTFOOOMY U3 BCTIOMOTATEJIHHBIX BeIeCTB;
e OOCTPYKIIHS BRIHOCSIIETO TPAKTa JIGBOTO JKEITyI0UKa,
e XpOHHYECKas cepAeUHasi HeJOCTaTOYHOCTD B CTAUU JICKOMIICHCALIUH;

e HecTabHIbHAA CTCHOKap UL,
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uH(papKTa MHOKAP/IA,
TSpKesIasl IIeYeHOYHAsI HeJOCTATOYHOCTE,
TspKenmad moueuHas HegocrarouHocTh (CK® <30 mu/MuH), BKIIIOUYAs TAI[HCHTOB,
MPOXO/ISIMUX THATIU3;
COBMECTHBIN IIPUEM €O CJICYIOIMMUMU MperapaTaMu:
o MorHble HHTUOHTOPEI CYP3 A4,
O IUKJIOCIOPHH,
COBMECTHBIH MpUEM C TPEHIIPPYTOM WITH TPEHTIPPYTOBBIM COKOM;
OepeMEeHHOCTh H MEePHO/] TPYTHOTO BCKAPMIIMBAHUST,
NMpUMEHEHUE Y JKCHIMHH JSTOPOJHOTO BO3pacTa, HE TMOJIb3YIOMHUXCS HAJASHKHON
KOHTpaIleIIIHeH;
JeTckuii BozpacT 710 18 neT (3¢ heKTHBHOCT B G6e30MaCHOCTh HEe H3YUYAIUCh);

I[eq)I/II_[I/IT JIAaKTa3bl, HCIICPECHOCUMOCTD JIAKTO3BI, IJIFOKO30-TaJIaKTO3HAasI MaJ'IBaGCOI)GI_IHSI.

C OCTOPOKHOCTBIO

Cunapom c1aboCcTH CHHYCOBOTO y3i1a (6e3 BJIeKTPOKapIMOCTUMYIISITOPA),

JUCYHKIUS JEBOTO JKEJTyJ0UKa,

umeMmuueckast 60JIe3Hb cep/La;

HapyIIeHUs PYHKIHMH IEUSHH JISTKOH M CpeHEeH CTeTICHU TSDKECTH,

HapyIIeHUs! QYHKIHH TOYCK JISTKOU U CpeIHEeH CTeTICHH TSDKECTH,

IIePUTOHEAJIbHBIN THAIIN3,

OJIHOBPEMEHHBIH TipueM ¢ uHAykTopamu/cyOctpatamu CYP3A4, mugazonamowm,
METOIIPOJIOJIOM, JTUTOKCHHOM;

XpOHHYECKAs cep/ieyHast He/IOCTATOUHOCTH;

TTOSKHIIOH BO3pacT.

IIpumeHeHIe IPHU GepeMEHHOCTH M B TI€PHO/I TPYAHOT 0 BCKAPMJIMBAHUSA

BepemMeHHOCTD

,Z[aHHBIe O MMPUMCHCHHUH JICpPKAHUAUIIHHA Y 6epeMeHHLIX SKCHIIHUH OTCYTCTBYIOT. HUccnegopanus

Y JKHBOTHBIX HE BBISIBUWIM TEPaTOICHHLIX S(b(l)eKTOB, HO TaKOBBIC HaGJ'II-OIlaJ'IHCL Ipu

MIPpUMEHCHUHU [JpYyTUX JUTHAPOIIUPHUIAHWHOBBIX IIPOU3BOJHBIX. HpHMeHeHHe JICpKaHUAUIIHHA

MMPpOTHBOIIOKA3aHO BO BpPEMiL 6epeMeHHOCTI/I H Yy SKCHIIUH ACTOPOAHOI0 BO3pacTa, HE

MOJIB3YIOMUXCS HAJIS)KHOU KOHTpAISIIIHEH.
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JlakTanusa

CNEPTHOMY OTYETY

HOCKOHBKy HECT JaHHBIX 06 SKCKpPCIUH J'IepKaHI/IZ[I/IHPIHa/eFO MeTaboJIHTOB B MAaTCPpHHCKOC
MOJIOKO, pHCK I HOBOpO)ICI[eHHbIX/MHa,Z[eHHeB HEe MOJKET OBIThL HCKJIIOYEH. .HepKaHHI[I/IIIHH
IMPOTHUBOIIOKAa3aH BO BPEM:A KOPMJICHHUA I'PYABIO.

DepTHILHOCTE

KimHuueckue JaHHBIC B OTHOLISHUH BIMSHHUSA JIepKaHHIUINHA HA PEIPOSYKTHBHYIO (PYHKIIHIO
oTcyTeTBYIOT. Ha ¢Qone mnpumeHeHHs] OJOKATOPOB «MEICHHBIX» KaJIbITUEBBIX KaHAJIOB Yy
¢/IMHUYHBIX TallUeHTOB OBLIN 3apeTUCTPUpPOBaHbI oOpaTHMble OHOXUMHUSCKHE HU3MEHCHHS B
TOJIOBKE CIIEPMATO30MIOB, KOTOpBIE MOTYT HapymiaTh OIUIOOTBOpeHHe. B ciyuasx, korjga
MOBTOPHOE SKCTPAKOPIOPATHHOE OIUIONOTBOpeHHE OS3yCHeNIHO W KOTJa HeBO3MOXKHO HaWTH
Apyroe OObBSICHEHHe, B Ka4eCTBE BO3MOXKHOW NPHUUMHBI CIEAYST PACCMOTPETh NMpPHUMEHCHHE
GJIOKATOPOB «Me/VICHHBIX» KaJILI[UEBBIX KaHAJIOB.

Cnioco6 npyuMeHeHHs M 103bI

PexxyM JT03HUpOBaHUS

Jlepuuxop® HazHauaroT BHYTph 10 MT OJIMH pa3 B JeHb KaK MHHMMYM 3a 15 MHHYT 10 e/Ibl, He
pazKeBbIBas, 3alMBasl JOCTATOYHBIM KOJIMYECTBOM BOJBI; /103a MOKET OBITh yBeauueHa 10 20 Mmr
B 3aBUCHUMOCTH OT aHTHUTUIIEPTEH3UBHON ((PEKTUBHOCTH.

YBenuueHue A03bI JOJDKHO OBITH IOCTEICHHBIM, MOCKOJBKY O TPOSIBICHUS MaKCHMAaJIbHOIO
AHTUTUIEPTEH3UBHOTO 3(phekTa MOKET IPOUTH OKOJIO 2 He/leJb.

Jlepaukop® Helb3s 3aIIMBATH TPEUTIPPYTOBBIM COKOM.

Jlepuukop® MOXKHO Ha3HauaTh B JIOTIOJHEeHHe K GeTa-afpeHoGiIoKaTopaM (aTeHOJON),
JUypeTHKaM (THAPOXJIOPOTHA3K) WM MHIHOMTOpaM aHTHOTeH3UH-TIpEeBpallaiomero gepMeHTa
(KanTOIpUJI WM SHAJIATIPUIT) B CIIydae HeJTOCTaTOUHOro 3 deKTa OT UX IPUMEHEHHUSI.

Oco0ble TPYIIBI TAIHEHTOB

I ayuenmor nosicunoco eozpacma: XoTd (PapMaKOKHHETHYSCKHES JTAHHbIC M KJIMHUYSCKHH OTIBIT
CBH/ICTEJILCTBYIOT O TOM, UTO KOPPEKTHPOBKH CYTOUHOM JTO3BI He TpeOyeTCs, HAUWHATD JICUSHHES
y TIOKHIBIX JIFOJIeH HEOOXOTUMO ¢ OCTOPOIKHOCTHIO.

Hayuenmur demcroeo ozpacma: GezomnacHocTh U >PdeKTUBHOCTL npenaparta Jlepuukop® y
JleTed B Bo3pacte 10 18 jieT He u3yuasach.

Hayuenmol ¢ Hapyuienuem QyHKyunu nouyex: ClieAyeT MPOSBIATh 0COOYI0 OCTOPOXKHOCTH TIpH
Hayajie JIeUSHHUs MAIUCHTOB ¢ MOYeYHOW WJIH TMEeUSeHOUHOH NuchyHKIUEH JeTKoW WM cpeTHel
CTeTICHH TSDKECTH. XOTSI OOBITHBIC PEKOMEHIyeMble CXeMbI JIOZUPOBAHUS MIEPEHOCATCS XOPOIIIO

B 5THUX NOATPpYIIIIaX, K 103¢€ JO 20 Mr B ACHb CJICAYET IMOAXOAUTE C OCTOPOIKHOCTLIO.
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Hayuenmor ¢

HapyuieHueM  QyHKyuu  nedeHu:

CNEPTHOMY OTYETY

atrtfrEptet o

VCHJIMBATLCS Y TAIMCHTOB ¢ HapymIeHHeM (YHKIIHH TICUCHH, CJISJOBATSIIBHO HYKHO
pPaccMOTpeTh HEOOXOTUMOCTh KOPPEKTHPOBKH JO3BI.

Jlepuuxop® NpPOTHBONIOKA3aH TAIMEHTAM ¢ TSDKEIOH TNeYeHOUHOM HeJM0CTATOYHOCTHIO HIIH
MAalUeHTaM ¢ TSDKeJIOoH moueuHoW HegocTatouHocThio (CK® <30 wmu/mMuH), BKIOUYAS
MAIMEHTOB, MPOXO/SIHX JHATH3 (cM. pazfen «lIpoTuBonokazanus» U «OcoOble yKazaHUD)).
I1o0ounoe aelicTeHE

O630p npoduig 6€30MACHOCTH

bezomacHocTh JepkanugunuHa B go3e 10-20 mMr oawH pa3 B JieHb OIICHUBAIACH B JBOMHBIX
CIeNbIX MIANEO0-KOHTPOJIUPYEMBIX KIMHUISCKUX HCCIICTOBAHMIX (TpYINa JISpKAHUIUIIMHA —
1200 manmentoB, rpymnmna mmianebo — 603 mamweHTa), a TaKKe B KOHTPOJUPYEMBIX H
HEKOHTPOJIHUPYEMBIX MPOAOIKUTEIBHBIX KIMHUUSCKUX HCCIICTOBAHUSIX C ydacTHeM B oOmei
CIOKHOCTH 3676 TManMeHTOB ¢ apTepHalibHOW runepteH3ued. Hambonee wacThiMu
HEIKEJIATSIbHBIMA PEaklUSIMU B KIMHUYSCKUX HCCIETOBAHUSX W TMpH 0OOOOICHHUH JIAaHHBIX
[IOCTMApKETUHTOBOTO OIBITA TPUMEHEHMS SIBJISIIOTCS CIISAYIONUE: TNepudepruueckue OTeKH,
roJIOBHAsI 00JIb, IPUJIMBBL, TAXUKAPAUS U cepaLieOueHHeE.

HexenaTeanbHble peakIIiu:

B npuseenHol Hike TabauIle He)KeNaTeIbHbIE PEAKITUH, 3apeTUCTPUPOBAHHBIC B KIIMHHYECKHUX
HUCCIICIOBAHUSIX M TMPH OOOOMICHHH JAaHHBIX TMOCTMAPKETHHTOBOTO OMBITA TPUMEHEHHS, IS
KOTOPBIX CYIIECTBYET 0OO0CHOBAHHAS IPHUYUHHO-CIIC/ICTBEHHAS CBSI3b, ISPESUNCIICHBI TIO KJIaccaM
cuctem opraHoe MedDRA u uactore: ouens uacto (= 1/10); wacto (ot = 1/100 go < 1/10);
Heyacto (o1 = 1/1000 mo < 1/100); peako (ot = 1/10000 go < 1/1000); ouens peako (< 1/10000),
HEHW3BECTHO (HE I0JAeTCsl OLICHKE IO HMMEIONUMCS JaHHBIM). B KaJ oW 4YacTOTHOMW rpymmne

HEKEJIATCJIBHBIC PCAKIIUHU ITPCACTABJICHBI B IIOPAAKE Y6I>IBaHI/I$I CCPBE3HOCTH.

CucreMHoO- YacTto HeuacTto Penxo HeunzBecTHo

OpraHHbIH KJjacc

MedDRA

Hapymenns co ['mmepuyBCTBHTENBHOCTD

CTOPOHBI UMMy HHOM

CHCTEMBI

Hapymenns co T'onorras 6onb T'onoBoxpy:xenne | CoHNMBOCTD

CTOPOHEI HEPBHOM O6MOpOK

CHCTEMBI

Hapymenns co Taxukapanus CreHokapnnus WUndapxkr  muokapaa

CTOPOHEL CepaIp CepaedueHie YBenmueHne 4acToTH,
MIPOJOKHTEIEHOCTH
1 TSDKECTH TPHCTYTIOB
y  TAIHEHTOB  CO
CTeHOKapaue

Hapymenns co [IpunuBe AprepuanbHas

CTOPOHEI COCYZIOB TUTIOTEH3UA




COOTBETCTBYET KCNEPTHOMY OTYETY
ot 08.12.2022 N= 28450
Hapymenns co Jucrencus Pabra’ -~ [EEA TEN B futyeaneras' = |
CTOPOHBL TomHoTa Jnapes JHCTIIA3MT
JKe Iy TOTHO- Bomy B Bepxmeit MyTHBIH
KHITIEUHOTO TpaKTa YacTH KHUBOTA TIepUTOHEANLHBIH
skceymatt
Hapymenns co YBenwdueHne ypoBHA
CTOPOHEI NIEUEHN 1 TpaHCaMITHa3HI B
e TIEBBIBOASIIIX CBIBOPOTKE!
myTeit
Hapymenns co Koxnas crimb Kpanuenuia AHTHOHEBPOTHUECKUH
CTOPOHBI KOKH 1 Koxnbiii 3ya oTex!
TIOZIKOKHBIX TKaHeH
Hapymenns co Muanrus
CTOPOHBI CKENETHON
MYCKYJIaTyphl 1
COEIMHNUTEIbHOH
TKaHI
Hapymenns co ITommypus YuaieHHoe
CTOPOHSBI NTOYEK 1 MOYEHCIIy CKaHHE
MOYEBHIBOAAIINX
yTeit
OcnoxHeHII Tepudeprueckuii | AcreHms Bons B rpyan
o01II1ero Xxapakrepa 1 | oTex IlopsimenHas
PeaKIliii B MecTe YTOMILSIEMOCTh
BBEICHIS

1 HCEXKCJIATCJIBHBIC pECAaKIIUH U3 CIIOHTAHHBIX COO6IJ.[6HPII>1 B MHUPOBOM IIOCTMAPKETUHIOBOM OIIBITE

Onrcanne HeXeIaTeAbHBIX PEaKIUI

B mare6o-KOHTPOIMPYEMBbIX KIMHUYSCKUX HCCIICTOBAHUSAX YacToTa NMepUu(epruuIecKuX OTEKOB
cocrapuia 0,9 % npu npueme JepkanugunuHa B go3e 10-20 mr u 0,83 % npu npueme 1uiainedo.
OTa yacToTa JocTUIa 2 % B OOmeH MOMyJISIHHA TMAlHSHTOB, BKJIIOUCHHBIX B KIHHHYCSCKUE
WCCJICJIOBAHUS, B T. U. B JJOJTOCPOYHBIC.

JlepkaHUUNIUH He BJIMSAET HAa KOHIIGHTPAIUIO TJIIOKO3bI U JIUIUIOB IJ1a3Mbl KPOBH.
Ilepeno3upoBka

B mocTMapkeTMHTOBOM OMBITE MPUMEHEHHS JIEpKaHWIHIHHA COOOMANIOChH O CIydasx
nepeno3upoBku B Auanazone ot 30-40 mr go 800 Mr, BrIrouass COOOMICHUSI O TOMBITKE
caMoyOHHCTBA.

Cumnmonul

Kak u B ciiydae ¢ ApyTUMH JUTHIPOTHPHIAHOBHIMU OJIOKATOPAMH «MEJIICHHBIX» KaJIbIUEBBIX
KaHAJIOB, TMepeJo3UpPOBKAa JIEPKAHWJUIIMHA TPUBOJUT K UPE3MEPHOMY  PACHIUPECHHIO
nepupepruIecKuX COCYJIOB C BBIPAKECHHOH apTepHAIbHOM THIIOTCH3HEH U pedJIeKTOpHOM
Taxukapuen. OHaKO MPH OUEHb BHICOKHX J03aX Nepudepuueckast CeJIeKTUBHOCTh MOKET ObITh
MOTepsiHA, C Pa3BHTHEM OpaJUKapIUH M OTPHIATESILHOTO HHOTpomHOTo >(pdekra. HanGosee
pacrpoCcTpaHSHHBIMHU HEKeJIATSIbHBIMU PEAKIUSAMHU, CBA3AHHBIMH CO CIYUYasAMH MEpPeJ03UPOBKH,

ObLIIN apTepUaJibHAsI TUITOTEH3US, TOJIOBOKPYIKSHHE, TOJIOBHAs 00JIb U cepleOneHue.



COOTBETCTBYET 3KI(
ot 08.12.

(MOCNENOBATENLHOCTS 0003)

Jeuenue

Kinunudeckn 3HauMMasi apTepHaibHasl THMIOTeH3UsI TpeOyeT aKTUBHOM MOJJIEPIKKHU CepedHO-
COCYJIUCTOH CHCTeMbl: MOHUTOPHMHI CEpJCUHOM W JbIXaTeJIbHOH (PYHKIUH, MOJBEM HIKHHX
KOHEUHOCTeH, KOHTpOJIb O0beMa LHUPKYJHpPYIONMEH KpOBH M AWype3a. BBuAY UIMTENBHOTO
dapmakostorudeckoro >dexra JepkaHHIUIMHA BAKHO, YTOOBI CepeUHO-COCYAUCTBIN CTaTyC
HAIUeHTa ¢ apTepHAJILHOM T'HIIOTeH3HEeH KOHTPOJMPOBAJICA KaK MUHUMYM B TeueHHe 24 4acoB.
[TockombKy IpenapaT UMeeT BHICOKYIO CTeTIeHb CBSI3BIBAHMS ¢ OeIKaMu, JUain3 He 2 PeKTUBEH.
[TarueHTHI ¢ YMEpPeHHOW WIIM TSDKEJIOH IMEpeTo3UPOBKOM JTOJDKHBI HAOMIONATHCS B YCIOBMSIX
OT/IeJICHUS] UHTEHCUBHOM TepaIyH.

BzammoneiicTBHe ¢ IPYrUMU JIeKaPCTBeHHBIMHU CpeAcTBaAMU

Ipomusonokasanus K 00H06peMeHH oMY RPUMEHeHUIO

Harubutopsr CYP3A4

UzpecTHO, dUTO JepkaHWIUNUH MeTtabonmusupyerca ¢epmentom CYP3A4, u mostomy
uaruburoper CYP3A4, mnpumeHsiemMble OJHOBpEMEHHO, MOTYT B3aHMOJICHCTBOBATh ¢
MeTaboIM3MOM U HJIMMHHALIMEH JIepKaHWUNHMHA. DpUIO TMOKa3aHO, 4YTO OJHOBPEMEHHOE
MpUMEHEeHHE ¢ MOIIHBIM HHTUOUTOpoM CYP3 A4, KeTOKOHA30JI0M, TOBHINMIACT KOHI[CHTPAIHIO
JIepKaHUJUINHA B TU1azMe KpoBH (15-kpaTtHoe yBennueHne AUC u 8-kpaTtHOoe yBennueHUE Cax
JUISL SHAHTHOMEpa S-JICpKAHU/IUTINHA).

Crnenyer uzberaTh OJHOBPEMEHHOTO HazHAUeHHUs JepKaHUAUNHMHa ¢ uHruOuropamu CYP3A4
(HampuMep, KETOKOHA30JI, WTPAKOHA30Jl, PUTOHABHUD, DPUTPOMHUIIUH, TPOJICAHTOMMIIUH,
KJIapuUTpOMHUITUH) (cM. pazen «lIpoTtuBonokazanusi»).

[{uksIocIOpUH

[Tocrne ogHOBpEeMEHHOTO MPUMEHEHHS] HAOIOAMCh MOBBINICHHbIE KOHIICHTPAIUH B ILJIa3Me
KpOBH KaK JIepKaHWIHWIINHA, TaK M IUKJIocnopuHa. HccieqoBaHue y MOJOJBIX 3J0POBBIX
TOOpOBOJIBICE MOKA3aJl0, YTO MPH MPUMEHEHUH MHUKIOCIOpHHA 4epe3 3 daca MOC/E MpUeMa
JICPKAHU/UTINHA TJIa3MEHHbIE KOHIICHTPAIMH JISPKAHUIUTIIMHA HE U3MEHWINUCH, B TO BpeMs KakK
AUC nukiocnopuHa moseicuiachk Ha 27 %. OJHaKO COBMECTHOE IIPUMEHEHHE JISPKAHU/IUIIHHA C
IUKJIOCIIOPUHOM BBI3BAJIO 3-KpaTHOE YBEJIMYEHHE KOHIICHTPAIMM JIepKAaHWIMIIMHA B ILIa3Me
kpoBH U 21 % noBbimenne AUC MUKJIOCIIOpUHA.

[MuknocmopuH H  JIGpKAaHUJUIIMH HE CJIeAyeT NPUMEHSThH COBMECTHO (CM. pazjen
«IIpoTBOMOKA3AHUSY ).

I'pettndpyT wiu rpedndpyTOBLIN COK
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OJIHOBPEMEHHBIH IIPUEM MOJKET IIPUBECTH K YBEJIMYSHUIO CUCTEMHOMU JIOCTYIIHOCTH IIperapara u
VBEJIMUEHHUIO aHTUTUIIEPTEH3UBHOTO P dexTa (eM. pazaen «IIpoTuBonokazanus»).
Cosmecmroe npumeHene He peKoMeHdyemcs

Hnanvkroper CYP3A4

K coBMmecTHOMY TmpUMeHeHHUIO JepkaHuaunuHa ¢ wuHAyKTopamMu CYP3A4, Takumu Kak
MIPOTHBOCYJIOPOIKHBIE cpeAcTBa (Hampumep, ¢eHuTowH, (eHoOGapOuTan, kKapbaMaszenmwH) U
pudaMIHUIUH, CIeAyeT MOAXOJUTh ¢ OCTOPOXKHOCTBIO, IOCKOJIBKY aHTUTHUIEPTEH3UBHBIN
3¢ deKT MOKeT OBITH CHHIKEH, 2 KOHTPOJIb apTePHAIIBHOTO JABJICHHS TOJIKSH OCYIECTBIATLCS B
ATOM CJIydae garie, 4eM oObIIHO (cM. pazaest «C OCTOPOKHOCTBION ).

DT1aHoJ (AJIKOT0JIb)

[Ipu mnpueMe COCYTOPACHIMPSIONIAX AHTHTHICPTEH3UBHBIX TIPEMapaToB CileayeT Hu30erathb
yHOTpeONIeHUST AJTKOT OIS, IIOCKOJIBKY OH MOJKET YCHJIMBATh UX JICHCTBHE.

Meput npedocmopoxcHocmu, K04 A KOPPEKMUPOSKY 00361

Cvyberpatel CYP3A4

Crnengyer cob6io/laTh OCTOPOJKHOCTH TPH OJHOBPEMEHHOM HA3HAUCHUM JICpKAHUJUIMHA C
apyrumu cyoctpatamu CYP3A4, takumu kak TepdeHaaHH, acTEMH30J, AHTHAPUTMHUUSCKHE
npenapathl kiacca I1l, Takue kak aMuojapoH, coTaio (cM. pazjieda «C 0CTOPOKHOCTHION ).
Munazonam

IIpu ogHOBpeMeHHOM HaszHadeHHH 20 MI MHUJa30jaMa BHYTPb, V TOXKHIBIX JOOPOBOJBICB
abcopOuus JIepKaHWIWIHHA YyBeluuuBaiach (mpumepHo Ha 40 %), a ckopocTh abcopOuuu
CHHIKAJACh (tmax OBbLIO oTcpoueHo ¢ 1,75 nmo 3 wacoB) (cM. pasmenn «C OCTOPOIKHOCTHION).
KoHnenTpanuu Myu1azonama He H3MEHSUIUCH.

MeTonposno

[Ipu copMecTHOM TpHUeMe JIpKaHHIUIIHHA ¢ METOTIPoIIosioM (6eTa-aipeHOoOI0KaTOp, KOTOPHIH B
OCHOBHOM MeTaOOJIM3UPYETCA B MEUSHH), OUOJOCTYITHOCTh METOIPOJIOJIa HE U3MEHSJIACh, TOT/Ia
Kak OHOJOCTYIMHOCTh JICPKAaHUIUIINHA CHIKaNach Ha 50 %. OT1oT 3¢ dekT MokeT ObITh CBS3aH C
VMEHBIIEHUEM [€YSHOYHOTO KpPOBOTOKA, BHI3BAHHBIM [3-a/ipeHOOIOKATOpaMH, U MOXKET
BCTpEUAThCS IIPH IIPUEMe JIPYTUX IPerapaToB 3TOro Kiacca.

CrnefopatenibHO,  JISPKAHWJMIIMH ~ MOXHO  0O€30MacHO  HPUMEHSITh ¢  IIperapaTaMu,
OJIOKUPYIOIUMH  [-aJpeHOPELENITOPEI, HO MOMKET MOTpeOGOBaThCS KOPPEKTUPOBKA JO3BI
(cMm. pazgent «C oCTOPOIKHOCTHION).

JIUrokcun

[Ipu coBMecTHOM NpUMEHEHHUH JiepKaHUAUNUHA (20 Mr) ¢ JUTOKCHHOM, HE ObUIO BBISIBJICHO

IIPpU3HAKOB q)apMaKOKI/IHeTI/IIIeCKOI"O BSaHMOﬂeﬁCTBHﬂ. O,[[HaKO Ha6J'IIO£[aJ'IOCB CpeaHee
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COOTBETCTBYET KCNEPTHOMY OTYETY
ot 08.12.2022 N= 28450

yBeJnYeHUe Cmax JUTOKCHHA Ha 33 %, B TO BpgMs Kak K564 %%:?ﬁbqg%ﬁéﬁcTﬁﬁi&%gnhn%

He3HAUMTEeJIbHO. TakuMm o0pa3oM, MAIMeHTHI, I[OJyYalOIMe CONMYTCTBYIOIMee JICUCHHE
JUTOKCHHOM, JIOJDKHBI HAXOJMThCs 1o HaOMIOJeHHeM Ha MpeaIMeT JUTHTAIUCHOU
MHTOKCHUKAIUH (CM. pazjen «C 0oCTOPOKHOCTHION).

Coeryecmroe npumeHene ¢ 0PV2MMM JACKAPCIECHHbBIMU cpeocmeamu

DIYOKCETUH

Hccnemopanne BzaumMojewcTeusi ¢ ¢uyokcetuHoMm (uHruburopom CYP2D6 u CYP3A4),
MPOBEJIeHHOE V JOOPOBOIBIER B Bo3pacTe 65 + 7 meT (cpennee 3HaueHue £ CQO), He BBISIBUIO
KJIMHUYECKH 3HAYUMBIX U3MEHEHUH (PapMaKOKUHETHKH JICPKAHUTUTTHHA.

[{umeTHANH

OpuoBpemMeHHBIN npueM nuMeTuauHa (800 MI/7) He BBI3BIBACT 3HAUMTESILHBIX W3MEHEHUH B
KOHI[CHTpAIIUK JIEpKAaHWIUIINHA B IUIa3Me KPOBH, HO IpHU GoJiee BHICOKHX J103aX HEOOXOJIUMO
HPOSIBJIAATE  OCTOPOIKHOCTh, IOCKOJIBKY OHOMOCTYIMHOCTh M AHTUTHUIICPTCH3UBHBIH »dekT
JICPKAHU/IUTIMHA MOTYT YBEJIMUUTHCS.

CumMBacTaTuH

[Ipu moBTOopHOM mpueme 03kl 20 Mr JepkaHugunuHa coBMecTHo ¢ 40 mr cumBactatuHa AUC
JICPKAHUUIIUHA CYIIECTBEHHO HE M3MEHsulach, B To Bpemsi kak AUC cumMBacTaTHHA
yBenuumiack Ha 56 %, a AUC ero akTHBHOTO OeTa-THIPOKCHKHIMPOBAHHOTO MeTabOJIMTa Ha
28 %. ManoBeposiTHO, YTO TaKMe M3MEHEHHUsI UMEIOT KJIMHHMYeCKoe 3HaueHHe. OpHako, Korjaa
MpUeM JISpKaHWJIWIUHA TEePEeHOCAT Ha YTPeHHHE Yachl, a CHMBACTaTHHA Ha BEUYSpHHE,
JICKapCTBEHHBIX B3aUMO/ICHCTBUM He HaOIIoMaeTCs.

Bapdapun

CoBmecTHOoe mpumMeHeHue 20 Mr JIepKaHWIMIIHHA Y 3J0POBBIX JOOPOBOJIbIICB HATOMIAK He
HU3MEHSUIO (papMaKOKUHETHKY BapdapHuHa.

JluypeTuky U uHruouTopsl AIID

JlepkaHUIUIIUH MOKET OJHOBPEMEHHO NMPUMEHSTHCS ¢ AUYpeTHKaMU B uHruoutopamu AIIO.

Jpvrue JiekapCTBEHHBIE NIPENApaThl, BIMSIIONINE Ha apTEpHAILHOE JIAaBJICHHUE

YcuneHue aHTUTHICPTEH3UBHOTO AP (deKTa MOKET HAOII0OJaThCA MPH OJTHOBPEMEHHOM IPUEME
JepKaHUIHUIUHA ¢  anb(da-aJpeHoOI0OKaTOpaMH, TPHUITUKIHYSCKHMH  aHTHICTIPECCAHTAMH,
HelipormenTukamMu. HammpoTHB, CHUJKEHHE aHTHUTHICPTCH3UBHOTO »ddeKkTa MOoKeT HaOI0IaThCs
IPH OTHOBPEMEHHOM MPHUMEHEHHH C TIFOKOKOPTHKOCTSPOHTAMH.

Oco0ble ykazaHu s

CHHHDOM cJ1abocTH CHHVCOBOI'O V3Jia

VY ManueHTOB ¢ CHHAPOMOM ¢Ia00CTH CHHYCOBOTO y3ia (6e3 »JIeKTpOoKapIHOCTHMYJISITOPA)

JICPKAHHUJIHUIIHUH CIICAYCT HasHAYaTh € OCTOPOIKHOCTLIO.
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COOTBETCTBYET 3K(

ot 08.12.2022 N= 28450

(NOCNEACBATENBEHOCTL 0003)

CNEPTHOMY OTYETY

JIucVHKITHS JISBOTO JKEIVI0UKA

XOTSI KOHTPOJIMPYEMbIe HUCCICAOBAHUS HE BHISIBHUJIM HapyIIeHUH (QYHKIHH JICBOTO JKEITyT0YKa,
HEOOXOIUMO TIPOSIBJISITH OCTOPOIKHOCTh Y MAIUEHTOB ¢ YK€ CYIIECTBYIOMEH auchyHKIUeH
JICBOTO JKeJIY0UKA.

HUmemudeckast 60JIe3Hb cep/Iiia

[IpenmonaraeTcs, 9TO HEKOTOpPhIC TUTHIPOMUPHIUHBI KOPOTKOTO JEHCTBHSI MOTYT OBITh
CBSI3aHBI C TIOBBIMICHHBIM CEPJCYHO-COCYIUCTBIM PHUCKOM Y TMAIHSHTOB ¢ HMIIEMHYSCKOU
Oone3HpI0 cep/ra. XOTS JISPKAaHWIAHIHH OO0JagaeT TPOJOHTHPOBAHHBIM JSHCTBUEM, TIpH
JICUCHUH TAaKWX TMAIUSHTOB HEOOXOJMMO MpOSBIAThL OCTOpoxHOCTh. Ha d¢oHe mnpuema
HEKOTOPBIX TpenapaToB Kjiacca JUTHAPONHPUIANHOB MOTYT HabmogaThesi 0ol B TpyaHOU
KJISTKE 110 THITY cTeHoKapauu. O4eHb peIKo Y MAlUeHTOB ¢ yIKe CYIMECTBYIONMEeH cTeHoKapauen
MOJKeT HaOIIOJaThCsl YBEIHUYSHHES YaCTOTHI, MPOJOJDKUTEIILHOCTH WM CTCTICHH TSDKECTH HTHX
npucTymoB. MoryT HaOmOAaThesl ©IMHWYHBIE CIyYad pa3sBUTHS HWHQapKTa MHOKapaa
(em. paznen «IloGounoe meHCTBHEY ).

AODT&HBHLIﬁ CT@HOS/MHTD&]'[LHLIﬁ CTGHOB/FHHGDTDOd)I/I‘IeCKa)I OGCTDVKTI/IBHZUI KapAuOMHOIIaTHA

Kak u japyrue mekapcTBeHHbIE CpeICTBa, OOJAJAONIHe BA3OJWJIATHPYIOMIUM JISHCTBHEM,
JICPKAHUJIUIIAH CIieIyeT ¢ 0COO0H OCTOPOIKHOCTHIO NMPUMEHSTh Y MAIUSHTOB € aopTaJIbHBIM
CTEHO30M, MHUTPAJIBbHBIM CTEHO30M HJIH THIEPTPOPHUUISCKON OOCTPYKTUBHON KapIUOMHOTIATHEH.
Y TDanUeHToB ¢ TeMOJWHAMHYECKH 3HAUYUMOM OOCTPYKIIHEH BBIHOCSIIETO TpaKTa JIEBOTO
JKeTyAouka (HApUMep, MpH TSDKEJIOM AOpTAIBHOM CTEHO3€) NPUMEHEHHUE JISpKAHUIUIIMHA
IIPOTUBOIOKA3AHO.

XpoHHUESCKasl cepAeuHasi HeIOCTATOUHOCTD

Y [anMeHTOB ¢ XpOHHUYECKOM CepAeYHOM HEJOCTATOYHOCTBIO JIEPKAHHWIUIIMH CJIeyeT
IPUMEHATh ¢ 0co0oM ocTopoxkHOCThIO. Jlo Hayajla NpUMEHeHHs IpemapaTa HeOoOXO0JIUMO
JIOCTHYb KOMIICHCAIIUH XpPOHUYECKOH Cep/IeUHON HEJOCTaTOYHOCTH.

HecTabunnHast creHoKapaust/ uHGapkT MHOKApa

OILIT KJIMHAYECKOTI'O MMPUMCHCHHA JICpKAaHHUJHUIIHHA IIpH OCTPOM I’IH(l)apKTe MHOKapla H
HeCTaOWILHOMH CTCHOKApAHH OTCYTCTBYCT, B CBA3M C UYUCM IIPUMCHCHHC IIpcliapara IIpH
YKa3aHHBIX 3a60/IeBAaHUSIX MIPOTHUBOIIOKA3aHO.

IIpuMeHEeHHE TPH NMTOYSUHOW HJIM MEUSHOUYHON HeTOCTATOUHOCTH

Cne,uye’r MMpOsBJBITH 0006y1~0 OCTOPOXKHOCTh B HAaYAJIC JICUCHUS Y IMAIUCHTOB ¢ HApYHICHUCM

(bYHKHHH MOYeK JISTKOH HMIIH CpeﬂHeﬁ CTEIICHH TDKECTH. XOTA OOLIYHbBIE PEKOMEHAYCMBIC TO3bI
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COOTBETCTBYET 3K(
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10 Mr, Kak MpaBUJIO, MAIUEHTHI MEPEHOCAT XOPOIIIO, K'%%ﬁﬁjé%'bgfmﬁo .::ﬁogﬁi ‘}[(')':'éé) MT

CNEPTHOMY OTYETY

CIeAYET MOJIXOUTh C OCTOPOIKHOCTBIO.
AHTUTUNIEPTCH3UBHBIM >(PPEKT MOKET YCHUIMBATHCA yV TAIUEHTOB ¢ HapymeHHeM (QYHKIUH
MICYCHH YMEPESHHOH CTCNCHH TSDKECTH, CJISOBATEIIFHO, HYXKHO PacCMOTPeTh HEOOXOIUMOCTh
KOPPEKTHUPOBKH J103.

JlepkaHUUNIMH TMPOTUBOMOKA3aH MALIMEHTAM C TSDKEJIOW MEYSHOYHOW HETOCTATOUYHOCTHIO WM
TSDKEJION MOoUeTHON HeTocTaTouHOCThI0 (CK® < 30 Mi/MUH), a TakKe TMAIlHSHTaM, TIPOXOISIIHM
remoauains (cM. pazaen «Crnocod mpuMeHeHus U J103b» U «[IpoTHBOTIOKaZaHU ).

IlepuTOoHEATBHBIN JUATIN3

Y manueHToOB, HAXO/SNIUXCA Ha TEPUTOHECATHLHOM JIMAlM3e, MOXKET HaOIIOaThCS MYTHBIH
MEPUTOHSATBHBIH DKCCYAT, YTO OOYCIOBJICHO HMOBHINIEHHOW KOHICHTpAlUeH TPHUTIMLICPH/IOB.
XOTsI MeXaHHU3M HEW3BECTeH, MYTHOCTb DKCCyJaTa HMMeeT TeHJ/SHIMIO pa3pellaThesl BCKOpE
[0cjie OTMEHbI JISpKAaHWJMIIMHA. DTO BaKHO IIOMHHUTh, TaK KaK MYTHBIM IepHUTOHEAJbHBIH
HKCCYaT MOXKET OBITh OMUOOYHO MPHHSIT 3a OJUH U3 CUMITOMOB MH(EKIIMOHHOTO NEPUTOHUTA
¢ TMOCHIeAYIOMEH rocuTaIN3alue M SMIMPUISCKUM BBEICHUEM aHTHOHOTHKOB.

Hunvkroper CYP3A4

HUupyxropel CYP3A4, TakMe Kak IpOTUBOCYJOPOXKHBIE Ipenaparbl (Hampumep, (PeHUTOUH,
kapOaMazenMH) ¥ pUpAMIHMIMH, MOTYT CHHXKATh KOHIEHTPALUIO JIEpKaHWJUIHMHA B IUIA3Me
KPOBH; CJISI0OBATENILHO, 2P PEeKTUBHOCTH JIePKAHUIUITHHA MOKET OBITh CHUIKEHA.

AJIKOT0JIb

Cnenyer mu3beraTh yHOTpeOJSICHUS AJKOTOJSI, IOCKOJIBKY OH MOXKET YCHWJIHBATh JIeHCTBHE
COCYAOPACIIUPSIIOINX AHTUTHIIEPTEH3UBHBIX IIPENIapaToB.

JlakTo3a

IIpemapaT cCOJEpKHUT JIAKTO3Yy, I[O3TOMY €ro IpUMEHeHHWe Yy [allUeHTOB ¢ PpeJKOH
HACJIe/ICTBeHHON HeNepEeHOCUMOCTBIO JIAKTO3bL, Je(UIUTOM JIAKTa3bl MU CHHPOMOM IJIFOKO30-
raJJakTO3HOHM MaJIbabcopOLUU IPOTUBOTIOKA3AHO.

Bmisinne Ha CIoOcOOHOCTH YNPABJIATH TPAHCIIOPTHBIMU CpeAcTBaMH M padoTarh ¢
MeXaHH3MaMU

JlepkaHUIMIIUH ~ OKa3bIBaeT HE3HAUMUTEIbHOE  BIMSHHE Ha  CIOCOOHOCTH  YIPAaBIIATH
TPAaHCIIOPTHBIMH CpeJCTBAMH M MeXaHW3MaMH. TeM He MeHee, CleyeT MpOsBIAThH
OCTOPOKHOCTh, HOCKOJIBbKY Ha (poHe IpHemMa MOTYT BO3HHKATh TOJIOBOKPY)KSHHE, ACTCHHSL
YCTaJIOCTh U PEIKO COHJIUBOCTD.

Popma BbIIYCKa

TabeTKH, MOKPHITHIC TUICHOYHOM 000J109K0#, 10 Mr, 20 M.
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ITo 7, 10, 14, 28 Tabmerok B KOHIYPHYIO '%‘&E%&'“;ﬂb%': T V0l

MTOJTUBHHUIXJIOPHTHON U (hOJIBTH ATIOMHHHECBOH MEUYATHOH JTAKUPOBAHHOM.

ITo 1, 2, 3, 4 koHTypHbIE siuelKoBble ymakopku mo 7, 10, 14, 28 rtabnerok wimm mo 5, 6
KOHTYPHBIX SIUEHKOBBIX YMakoBOK mo 10 TabieTok BMecTe ¢ HMHCTPYKIUEH MO NMPUMEHEHHIO
MIOMENIAIOT B MMAYKy U3 KapTOHA.

Y ciaoBus XpaHeHUs

IIpu Temnepatype He BbimIe 25 °C.

XPpaHUTD B HEJTOCTYITHOM JIJIS1 JIeTeH MecTe.

Cpoxk rogHocTH

3 rona.

He npuMeHSITH 110 UCTCUSHUH CpOKa T'OJTHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

Y coBus oTnycka

OTnyckaroT 10 pelentTy.

IIpomzBomuTe IH

AO «AJIUYM», Poccus.

Mockosckas 0611, 1.0. Cepmyxos, n. O6oneHck, Tep. Kpapran A, 1. 2.

Buinyckaowuii konmpons kauecmsa

Mockosckas 0011., 1.0. Cepmnyxos, m. O6oneHck, Tep. Kpapran A, 1. 2, c1p. 1.

Bianeseny permcTpaliMoOHHOrO yJIOCTOBepeHHsl/ OPraHM3aLUsA, IIPUHUMAIOIIAA TIPeTeH3HU
TMOTpeoHTe I

AO «AJIUNY My, Poccus.

142279, Mockosckas oo, T. Cepnyxos, m. OGoseHck, Tep. Kpaptan A, 1. 2.

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

E-mail: info@binnopharmgroup.ru
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