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MHCTPYKLMA [TO MEJULIMHCKOMY TTPUMEHEHHMIO JIEKAPCTBEHHOI'O
ITIPETTIAPATA

®
3anuaun -Pexopaatu

Perucrpaumnonnsiii Homep: JIIT-000705
Toprosoe HaMmMeHOBaHHe: 3aHI/IL[I/IH®-PeK0pL[aTI/I
Me:kayHapoaHoe HeMATEHTOBAHHOe HAMMEHOBaHHUe: JIPKaHUAUIIUH

JlekapcTBenHnasi popma: TabJIeTKH, MOKPBIThIE MIJIEHOYHON 000JI0YKOMN

Cocras:

Opna TabneTka, MOKPhITasl MIIEHOYHOUW 000JI0YKON, CONCPKUT:

Oeticmeyroujee seuyecmeso. epkanuaununa ruapoxiaopus 10,0 mr unu 20,0 mr;
8cnomozamernvHole 8eujecmsa. JAKTO3bl MOHOTHUIIPAT, MEJTI003a MUKPOKPUCTAJUITMYECKas
(tun 101), xkapbokcumeTuiIKpaxmain HaTpus (Tum A), moBunoH-K30, maruaus creapar;
cocmaeg 060N0UKU:

no3upoBka 10 M — roToBo€ IMJIEHOYHOE MOKPBITHE [TUIIPOMEIIO3a, TAJIbK, TUTAHA JUOKCU]L
(E171), makporon-6000, kpacurtens xkemne3za okcun xentbiidi (E172)];

no3upoBka 20 M — rOTOBO€ IJIGHOYHOE MOKPBITHE [TUIIPOMEIIO3a, TAJIbK, TUTAHA JUOKCU]L

(E171), makporomn-6000, kpacutens xene3a okcul kpacHblil (E172)].

Onucanune

Jlozuposxa 10 me: Kpyrible TBOSKOBBINYKJIbIE TaOJETKH, MOKPHITHIE O0O0JIOYKOW CBETIIO-
JKEJITOTO I[BETa, C PUCKOM Ha OJTHOW CTOPOHE, Ha M3JIOME CBETJIO-)KEJITOrO IBETA.

Jlozuposexa 20 me: Kpyrible TBOSIKOBBIMYKIIbIe TAOJETKH, ITOKPBITHIE 000JI0YKON OT PO30BOI0

40 TEMHO-PO30BOI'0 IIBE€TA, C pHCKOfI Ha O)IHOﬁ CTOPOHE, HA U3JIOME CBETJIO-IKCJITOTO IIBLCTA.

(DapMaKOTepaneBaneCKaﬂ rpymnmna

BHOK&TOp CMCIJICHHBIX» KaJIbIHIUCBbBIX KaHAJIOB.
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Kon ATX: CO8CA13

dapmakoJ0rnyecKkne cCBoMcTBa

DapmaKkoounamuka.

JlepkaHUAMOUH - BBICOKOCEJEKTUBHBIA OJOKATOpP KAJbLMEBBIX KAHAJIOB TPYIIIbHI
muruaponupunria. OH  OnokupyeT TpaHCMeMOpaHHBI TOK HMOHOB  KalbLiMs B
IJIaJIKOMBIIIEYHbIE KJIETKU COCYJIUCTOM CTEHKH M KapAUOMHUOIUTHI. AHTUTHIIEPTEH3UBHBIN
b dexT nepkaHUAUNNHA OOYCIIOBIEH MPSIMBIM PEJaKCUPYIOUIUM BIUSHUEM Ha TIaJKYyIO

MYCKYJIaTypy COCYJIOB, YTO CHMIKAeT o0lIee neprudepruieckoe COpOTUBIICHHUE.

HecmoTpst Ha KOpPOTKHWI TMepUOJ| TONYBBIBEIACHHUS, JEPKAHUAUIUH 00JIafaeT IIUTeIbHON
AHTUTUTIEPTEH3UBHOM  AKTUBHOCTHIO,  OOYCJIOBJIEHHOH  BBICOKUM KO3 (hUIIMEHTOM
MeMOpaHHOTO pacmpezesneHusi. biarogapsi BBICOKOW CEJIEKTUBHOCTH B  OTHOIIEHUU
IJIAJKOMBILIEYHBIX KJIETOK COCYIHMCTOW CTEHKH, JIEPKAHUAWIINH JIUIIEH OTPULATEbHBIX

MHOTPONHBIX 3 (PEeKTOB.

Pacmmpenue cocynoB, BbI3BaHHOE NpUeMoM Tpenapata 3anuaun®-PexopaaT, mpoucxoauT
MOCTETIeHHO, TMO3TOMY OCTpasi apTepuayibHasi TUIIOTeH3UsI C PeQIeKTOPHON TaxuKapauen y
NaleHTOB C apTepualbHOW THUMepTeH3uel HaOoJaeTcss peako. AHTUTHIEpPTeH3WBHAs
AKTUBHOCTh JIEPKAHUJUIIMHA, KaK M JPYTUX aCUMMETPUUYHBIX 1,4-TUTHAPONUPUINHOB,
oOycnoBineHa ero (S)-sHantuoMepoM. DPPEKTUBHOCTh U OE30MaCHOCTh JIEPKAHUIUIIMHA B
no3e 10-20 Mr oauH pa3 B IeHb OLIEHUBAJIACh B ABOMHBIX CJIETIBIX MJ1aLe00-KOHTPOIUPYEMBIX
KJIMHAYECKUX HCCJIeJOBAHMSX, C yYacTHeM MalMeHTOB C MSTKOW, YMEPEHHOU M TshHKellon
apTepHallbHOM TUIEpPTEeH3Hel, a TaKKe C M30JUPOBAHHON CHCTONIMYECKOM TurepTeH3uen (B
TOM YHCIIe Y TIOKWIBIX TMalMeHTOB U TAIMEHTOB C CaxapHbIM IuabeToM), TMOJy4YaBIINX
JepKaHUIUNNH, KaK B MOHOTEpAIWH, Tak U B KoMOnHauuu ¢ u-All®, nuypernkamu miu 6eta-

aZpeHo0IoKaTopamu.

VY nanueHToB ¢ TSKeNoN apTepuaibHOi runepTensueit (cpeanee nuacronudeckoe AJl - 114,5
+ 3,7 MM PT.CT.), apTepuajbHOe AaBlieHHe HOpMalin30Baioch y 56% mnpu npueme mno 10 mr

npemnapara 3anuaun®-Pexopaatu oguH pa3 B AeHb u'y 40% npu npueme npenapara rno 20 mr.
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A 'y TMalueHTOB C U30JUPOBAHHOW CHCTOJMYECKOW THUIEePTEeH3Ued CHUCTOIMYEeCKOe
apTepuanbHoe AaBiieHne 3P HEeKTUBHO CHU3UIIOCH C UCXOAHBIX 3HaueHui 172,6 £ 5,6 MM pT.CT.

1o 140,2 £ 8,7 MM pr.cT.

Knunuueckue HCCIICAOBAaHU B HeI[HanquCKOﬁ HIOIYJIAIUN HE MPOBOAWUIIUCH.

Bcacwvieanue

Hcphaumu,mumn MMOJIHOCTBhIO  BCAChiBa€TCsA IiOCJI€ TIiprW€Ma B
KOHIIeHTpaIus B ma3me KpoBH (Cpax) JOCTHUTAETCS Yepes 1,5-3 vaca

Hr/MI U 7,66+ 5,90 Hr/min nocie npuema 10 u 20 Mr JIepKaHUIUIIMHA, COOTBETCTBEHHO.

Ob6a »HaHTHOMEpa JepKaHUIAWUNUHA JEMOHCTPUPYIOT CXOIHBIA (hapMaKOKMHETHIECKUH
npouiib: UMEIOT OJJMHAKOBOE BpeMs NOCTHKeHUs MakcuMabHOW KOHIEHTpauuu (TCpax),
onuHakoBeli mepuoxa noiyBbeiBeneHUs (T1,); 3HaueHUs Cpax M TUIOMAAM TIOJ KPUBOW —
«xoHleHTpauus-Bpemsi» (AUC) B 1,2 pasza Beime i (—)-S  »sHaHTHOMepa.

B3anmonpeBpallieHus 3JHAaHTHOMEPOB B YCIOBUSIX i7 Vivo He HaOI01aJIOCh.

B cBsi3u co 3HAUUTENBHBIM METa00IU3MOM NPU «IEPBUYHOM MPOXOKICHUN» Uepe3 MeUYeHb,
abcomoTHast OMOJOCTYTHOCT JIGpKAaHUAUIMHA Y NMallMeHTOB MpHU MprueMe BHYTPb MOCJIE e1bl
cocTaBisieT npuonau3uTenasHo 10 %; B TO ke BpeMsi pU NpueMe JiepKaHUAUINHA 30POBbIMU

100pOBOJIBIIAMH HATOIIAK OMOJAOCTYITHOCTh YMEHbIIaeTcs Ha 1/3.

[Ipy npueme nepkaHWIWNMHA HE IO3JHEE 2 YacoB IOCJIE IMpHeMa >KUPHOW NUIIU €ro
OMOJOCTYMHOCTh yBenuuuBaeTcs B 4 paza. B cBs3u ¢ atum npenapat 3anuaun®-Pexkopaatu

clielyeT MPUHUMATD JI0 €IIbI.
Pacnpeoenenue

Pacnipenenenuie u3 miaa3Mbl KPOBU B TKAHU M OPTaHbl MPOUCXOIUT OBICTPO U 001IHMpHO. CBA3b
c OenkaMu IUTa3Mbl KpoBU TpeBbimaeT 98%. Y manumeHToB C TSXKeNoW MOYeyHOU u/uiu
MEeYEHOYHON HEeJI0CTAaTOYHOCTBhIO M3-3a CHUIKEHMSI KOHIIEHTpalluu Oelika B Mia3Me KPOBH,

CBOJHas @paKHHH JICPKaHUIHUIINHA MOKET YBCIIMYUBATHCA.
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Memabonuszm

JlepkaHuAMNUH HMHTEHCUBHO MeTabonu3upyercs c¢ yuyactueM wuzopepmenta CYP3A4;
HEUM3MEeHEeHHOe JIeMCTBYIOIIee BELIECTBO HEe OOHApyKUBaeTcs HU B Moue, HU B Kaue. [Ipemapar

B OCHOBHOM IIpE€BPAIIaA€TCA B HCAKTUBHLIC MeTa0O0IUTHI.
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npuema 1o3bl 20 mr. bosee Toro, ucciaenoBaHusl J€KapCTBEHHBIX B3aUMOAECUCTBUM y JrOAeH
NOKa3zalld, YTO JIEPKAHWIWIHWH HE W3MEHseT IJIa3MeHHble KOHLIEHTpPAlWMW MHa30JaMa,
tunnyHoro cyocrpata CYP3A4, unu wmetonponona, tunuuHoro cybcrpara CYP2D6.
[ToaTomy UHTUOMPOBaHUS ouotpanchopmanuu JIEKapCTBEHHBIX CPEACTB,
MeTtabonuzupyeMbix ¢ yuactueM CYP3A4 u CYP2D6 npu npumMeHeHUHU JepKaHUIUIIMHA B

TepaneBTUYECKUX J103aX He 0KUIAeTCs.
Buviseoenue

DnuMUHALUS POUCXOIUT B OCHOBHOM myTeM OuoTpancpopmanuu. Okono 50% npunaToi
1036l BbIBOAWTCS noukaMu. CpenHee 3HaueHue T, cocraBiseT 8-10 yacos. JInuTenbHOCTH
TepaneBTHUYecKoro neicTBusi (24 dyaca) oOyciioBlieHa CBSI3bIBAaHWEM JIEpKaHUAWIIUHA C
IUNUAHBIMA MeMOpanamu. Kymynsiuuu JiepkaHUAUNKUHA TPU TTOBTOPHOM IIpHeMe BHYTPb He
HaOJII0AaeTCsl.

Jlunetinocmus/HenunetiHocms GapmakoKuHemuKu

@apMaKOKMHETHKA JIEpKAaHUUIINHA B AUANIa30HE TEPANleBTUUECKUX /103 HOCUT HEJIMHEHHBIN
xapaktep. [Ipu npueme nepkanuaununaa B go3ax 10 mr, 20 Mr u 40 mr Cpax B TIJ1a3Me KPOBU
omnpezensiack B cooTHoleHuHu 1:3:8 coorBercTBeHHO, 1 AUC — B cooTHomeHuu 1:4:18, uro
npejarnoiaraeT Mporpeccupyrollee HachIleHue MNpU «IIEPBUYHOM MPOXOXKIACHUN» Yepe3
nevyeHb. Takum 00pa3oM, OMOIOCTYIMHOCTD JIpKAaHUAUIMHA YBETUIUBACTCS C YBETUYCHUEM

MIPUHSATOMN JO3BI.
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Dapmarorkunemuka y ocoovix epynn nayueHmos

Ilooicunvie nayuenmot

beuto nmokazaHo, uTo (papMakOKMHETHKA JIEPKAHUAUINHA, Y MMOXKUIIBIX MAllUeHTOB CX0Xa C
(hapMaKOKMHETUKOM, KOTOpas HaOJtoAaeTcsl B 0011eil MOMyJIs1UU NalueHTOB.

Hapywenue ¢ynxyuu novex

beuto mokazaHo, 4To (apMaKOKMHETHKA JIEpKAaHUIUIIWHA, Y TNAlUEeHTOB C TOYEeUHOU
HEJIOCTATOYHOCTBIO JIETKOW M cpefHel crerneHu TsokecTH (kaupeHce kpeatuHuHa (KK)) 6omee
30 mu/mMuH) cxoxka ¢ (papMaKOKMHETHKOH, KoTopas HaOtomaeTcss B OOIIed MOMyJIsIuu
MalUeHTOB. Y MAaIlMEeHTOB ¢ TsHKeslor movyedHoi HegocTtaTouHocThio (KK Menee 12 mur/mun)
U y MalMeHTOB, HAaXOMSIINXCS HAa TeMOJHalIN3e, KOHUEHTPALUH JIEpKaHUIUINHA B IJIa3Me
KpOBH yBeln4unBaetcs nmpuMmepHo Ha 70 %.

Hapywenue ¢pynkyuu nevenu

beuto moka3zaHo, 4To (apMakOKMHETHKA JEpKaHUAWUIMHA Y TAIlMeHTOB C IeYeHOYHOU
HEJIOCTATOYHOCTBIO JIETKOW cTeneHu TshkecTu (kiacc A mo knaccudukanuu Yaitna-I1sio)
CX0Xa ¢ (papMaKOKMHETHKOH, KOoTopash HaOjromaercss B OOIIed MOMyJsluu MalueHToB. Y
NMalMeHTOB C IIEYeHOYHOW HEeJOCTATOYHOCTBhIO (OT cpemHeld 10 TsDKeNoil), CUCTEeMHas
OMOJOCTYITHOCTh JIEpKAHUJUIINHA, BEPOSITHO, YBEIUYUBAETCS, MOCKOJIbKY JIepKaHUIAUIUH

MeTa60nH3preTc;{ I''TaBHBIM 06p8.30M B IICUYCHU.

Iloka3anusa K NMPUMECHEHUIO

AprepuanbHas runeptensus [-11 cternenn y B3pociibIx NalMeHTOB.

IIpoTuBonokazanus
e ['MnepuyyBCTBUTENBHOCTh K JEHCTBYIOLIEMY BEIIECTBY, JPYTMM IMPOU3BOIAHBIM
TUTHIPOTIMPUIMHOBOTO Psifia WK JTFOOOMY U3 BCTIOMOTATEIbHBIX BEIIECTB;
e OOcTpyKIUs BBIHOCSIIETO TPaKTa JIEBOTO JKey104Ka;
e XpoHHUecKas cepJieyHas HeJI0CTaTOYHOCTh B CTAJIUH JIEKOMIIEHCALINY;

e HecrabunbpHas cTeHOKapaus;
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OcTpsiii MHAPKT MHOKapAa W Mepuoj B TedeHHWe | mecsiia mocie MepeHeCceHHOTO
nH(papKTa MUOKap/a;

Tsoxenas nedeHoYHass HEJOCTATOYHOCTD;

Tsoxenas modeunass HemoctaTodHocTh (CK® <30 mi/mMuH), BKIIOYas MaIlMEHTOB,
MPOXOISIINX JTHAIIN3,;

CoBMecTHBIM MTpUEM €O CIEAYIOUIMMHU MpenapaTamu:

o MolHbie uHruouTopsl CYP3 A4
O LUKJIOCHOPHUH

CoBMecTHBIN TTpUeM ¢ TpeindpyTOM UITU TPeUTPpyTOBBIM COKOM;

bepeMeHHOCTh 1 IepuoA IPyJHOTO BCKAPMJIMBAHMUS;

[IpimeHeHue y >KEHIIMH JAETOPOJHOIO BO3pacTa, HE MOJIb3YIOIIUXCA HaAEKHOMU
KOHTpAaLEILME;

Jerckuii Bo3pact 110 18 neT (3¢ heKTUBHOCTH U 0€3011aCHOCTh HE U3YYaIHCh);
Hedbuuut JIaKTa3bl, HENEPEHOCUMOCTh JIAKTO3BI, [JIFOKO30-TajlaKTO3Hast

MaibabcopOoIus.

C 0CTOPOKHOCTHIO

Cunzpom criabocTi CUHYCOBOTO y3ia (0e3 371eKTPOKapAUOCTUMYJISITOPA);
JuchyHKLMS T€BOTO KelyqouKa,

Nmemuyeckas 605ie3Hb cepla;

Hapymenust yHKIIMY TIeYeHH JIETKON U CpeiHel CTETIeHU TSHKEeCTH,

Hapyimenust yHKITUY TIOYeK JIETKON U Cpe/THel CTENEeH! TSKECTH;

IlepuToHEeanbHBIN AUAIU3;

OpnHoBpeMmeHHbINI npueM ¢ wuHAyKkTopamu/cyoctparamu CYP3A4, mupazonamom,
METOIPOJIOJIOM, JUTOKCUHOM;

XpoHuyeckas cepevuHasi HeJJOCTaATOYHOCTb;

[Toxxunou Bo3pacT.
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IIpumeHeHnune npu GepeMEeHHOCTH M B IEPUO/ IPYAHOI0 BCKAPMJIMBAHUSA

bepemennocmu

JlaHHBIE O TpPUMEHEeHWHM JepKaHWAWNUHA Y OepeMEeHHBIX KEHIIUH OTCYTCTBYIOT.
UccnenoBanusi y JKMBOTHBIX HE BBISIBUIM TepaTOreHHbIX d(PGeKToB, HO TaKOBbIE
HaOIIOIATTMCh MTPY TPUMEHEHUH APYTUX IUTHIPOTUPUANHOBBIX MPOU3BOAHBIX. [[puMeHeHne
JepKaHUAUIIMHA MPOTUBOIIOKA3aHO BO BpeMs OEpEeMEHHOCTH M Yy JKEHIIUH JETOPOJHOIO
BO3pacTa, He MOJIb3YIOIMXCS HAJIEKHOM KOHTPALICIIIUEH.

I pyonoe eckapmnusarue

[TockoNIbKY HET JaHHBIX 00 SKCKpEIHWH JIepKaHWUIWUIIMHA/ero MeTabOoJUTOB B MAaTePHHCKOE
MOJIOKO, PUCK JIJI1 HOBOPOXKIEHHBIX/MJIAJIEHIIeB He MOXKET ObITh UCKIItOYeH. JIepkaHuaunuH
MIPOTHUBOIIOKA3aH BO BPeMsI KOPMJICHUS TPYbIO.

Depmunvrocmos

KnuHudeckue naHHble B OTHOIIEHUM BIMSIHUS JIEPKAaHUAWIIMHA Ha PENpoOIyKTUBHYIO
byHKIMIO OTCYTCTBYIOT. Ha (oHe mpumeHeHUs OJOKaTOPOB «MEIJICHHBIX» KallbIIUEeBBIX
KaHAJIOB Y €IMHUYHBIX TMAIMEHTOB OBUIA 3aperucTPUpPOBaHbl OOpaTUMble OMOXUMHUYECKHUE
W3MEHEHHUs B TOJIOBKE CIIEpMATO30MJI0B, KOTOpPbIE MOTYT HapyllaTh OIUJIOAOTBOpeHue. B
Cly4dasix, KOrja IOBTOPHOE 3KCTPaKOpIoOpaibHOE OIJIOAOTBOpEHHE Oe3yCIeITHO M Korjaa
HEBO3MOXXHO HaWTHU Jpyroe OOBsSCHEHHE, B KadeCcTBe BO3MOXXHOW TMPUYUHBI CIEIyeT

PacCMOTPETh IPUMCHCHUE 6J'IOKaTOpOB CMCIJICHHBIX» KaJbIIHMCBBIX KaHAJIOB.

Cnoco0 npuMeHeHHUs U 103bl

Pexxum no3upoBanus

Banuaun®-Pexopatu Ha3HA4YarOT BHYTPh 10 MI OZIMH pa3 B IeHb KaK MEHMMYM 3a 15 MUHYT
70 eIbl, He pa3)KeBbIBasl, 3alKBasi JOCTATOYHBIM KOJMYECTBOM BOJIbI; /1032 MOXET OBITh

yBeaudeHa 10 20 Mr B 3aBUCUMOCTH OT aHTUTUIIEPTEH3UBHON 3(D(PEKTUBHOCTH.

VBenuueHue JO03bI JOJIKHO OBITH MOCTCIICHHBIM, ITIOCKOJIbKY N0 IMPOSABIICHUA MaKCUMAJIBHOT'O

AHTUTHUIEPTEH3UBHOTO 3 (PeKTa MOKeT MPOUTH OKOJIO 2 He/elb.
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Banuaun®-PexopaTy Heslb3sl 3aIMBaTh MPERTIYPYTOBBIM COKOM.

Banuaun®-PexopiaTd  MOXHO Ha3HayaTh B JOINOJNHEHHE K OeTa-aapeHo6I0KaTopam
(aTeHonon), auypeTukam (TUOPOXJOPOTHUA3UJ]) WIM  UHTUOUTOpaM  aHTMOTEH3WH-
npeBpailnarolero pepMenTa (KanTomnpui Wik SHAJANpUil) B cilydae HeJoCTaTOYHOro s dexra

OT UX IMPUMEHCHUI.

[TanMeHTHI MOXKKUIIOTO BO3pacTa: XOTs (papMaKOKMHETHUYECKHEe TaHHbIE U KIMHUYECKHUH OTbIT
CBUJIETENBCTBYIOT O TOM, YTO KOPPEKTHUPOBKM CYTOYHOW J03bl HE TpeOyeTcs, HauMHaTh
JedeHre y TIOKUIIBIX JTI0JIel HEe0OX0IUMO C OCTOPOKHOCTBIO.

[TanuenTsl JETCKOro Bo3pacTa: 0e30macHOCTh M 3(P(EKTHBHOCTL Ipenapara 3aHumuI"-

Pexopnaru y nereii B Bozpacte 10 18 et He uzydanacs.

[Tanmentsl ¢ HapymieHWeM GYHKIUMA TOYEK WM TEYEHU: CJeAyeT NPOSBIATH OCOOYIO
OCTOPOXHOCTB IIPH Havaje Je4eHUs MalMeHTOB ¢ MOYSeYHON MIIM NIeYeHOYHOU NuchyHKIei
JeTKOW WM CcpedHeill CcTemeHu TsHKeCcTH. XOTS OOBIYHbIE pPEeKOMEHAyeMbIe CXeMbl
JIO3UPOBaHUS MEPEHOCATCSl XOPOIIO B 3TUX MOATpyNmnax, K go3e 10 20 Mr B JieHb clieayer
MOJXOJUTh C OCTOPOKHOCTBIO. AHTUTHUIEPTEH3UBHBIA J(P(HEKT MOXKET YCUIIUBATHCS Y

MalilMCHTOB C HapyYICHHUEM (I)YHI(HI/II/I Ne4Y€HHu, CJIC€A0BaTCIIbHO, HYXHO pPaCcCMOTPETb

3annaun®-Pexopnatu MIPOTUBOIOKAa3aH mareHTaM c TSDKEIION [I€YEHOYHOU
HEJIOCTaTOYHOCTBIO WJIM TMallMeHTaM ¢ TshKesol modeyHoi HepocTaTodHOCThio (CK®D <30
MJI/MHH), BKJIFOUYas MAlMEHTOB, MPOXOAsmuX auaiu3 (cM. pazaen «lIpoTuBornokazanusy u

«Oco0ble yKazaHus»).

IToOGouyHOe aelicTBHE

00630p npoduiiss 6e300aCHOCTH

be3onacHocTh Nepkanuaunuaa B go3e 10-20 Mr onuH pa3 B JeHb OllEHUBAJIach B JIBOMHBIX

CJIeTIBIX MJTAle00-KOHTPOIUPYEMBIX KIMHUUYECKUX UCCIIe0OBAHMIX (TpyIa JepKaHUUITNHA -
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1200 maumenTtoB, rpynmna miamnebo- 603 manueHTa), a TakKe B KOHTPOJHUPYEMBIX U
HEKOHTPOJIMPYEMBIX MPOJOJIKUTENbHBIX KIMHUYECKUX UCCIIeI0BaHUSIX C ydacTUeM B o0Ien
cioxHocTd 3676 manueHTOB ¢ apTepuanbHOW runepreHsueid. Haumbornee uacTeiMu
HeXeJlaTeJIbHBIMU peaklMsIMU B KIMHUYECKUX HCCIENOBAaHUAX U NpH OOO0OIIEHUH AaHHBIX
MOCTMApPKETUHIOBOI'O OIbITa MPUMEHEHHS SIBISIOTCS clenytolue: nepudepuiyeckie OTeKu,
rojoBHasi 00Jb, IPUIMBbI, TAXUKAPUS U cepAlieOneHue.

HexenaTenbHbIe SIBJICHUS:

B npuBeneHHoli Hmke Tabnuile HeKenaTeNbHbIE PEaKLUHW, 3aperucTPUPOBaHHBIE B
KIIMHAYECKUX WCCIIeIOBAHUSX W TPU OOOOIIeHWH JaHHBIX TOCTMAPKETHHTOBOTO OIIBITa
NPUMEHEHHS, IS KOTOPBIX CYIIECTBYeT OOOCHOBaHHas NMPUYMHHO-CJICJACTBEHHAs CBS3b,
nepevyrciIeHbl o KinaccaM cucteMm opranoB MedDRA u wactore: oueHb yacto (>1/10); yacto
(ot >1/100 mo <1/10); neuacto (ot >1/1000 mo <1/100); peaxo (ot >1/10000 no <1/1000);
oueHb penko (<1/10000), HenzBecTHO (He MOAAETCS OIlEHKE MO MMEIOIIUMCS JaHHBIM). B

Ka)KJI0M 4acTOTHOM Ipymie HexenaTellbHble peaklMM Mpe/ICTAaBIEHbl B MOpsAKe yObIBaHUS

CCPBE3HOCTH.
CHCTEeMHO-0praHHbIii Yacro Heuacto Peako HeusBecTHO
kjacc MedDRA
Hapyenus co cTopoHsl I'unepuyBCTBUTEIBLHOCTD
UMMYHHOM CUCTEMBI
Hapymenus co croponsl | ['onosHas 601b ["onoBokpyxkeHue CoHnMBOCTh
HEpPBHOI CUCTEMBI ObMopok
Hapywenus co ctoponsl | Taxukapaus CreHokapaus WHpapkT muokapna
cepaua CepnuebueHme VBennyeHne YacTOThI,
HpOAOIKHTCIbHOCTH #
TSHKECTH NPUCTYIOB Y
MaLeHTOB co
CTEHOKapauen
Hapymenus co ctoponst | [TpuiuBsl AprepuanbHas
COCYJI0B TUNOTEH3Us
Hapymenus co cTopoHsl Hucnencus PBoTta I'maruBanbHas
ey IOYHO-KUIIEYHOT O TouHoTa Huapes aucriasus’
TpakTa Bbonb B BepxHeii MyTHBbIi
4acTH XKUBOTA HNEPUTOHEAIIbHBIH
3Kccynar !
HapymeHus co CTOpOoHbI VYBenuyeHue  ypoBHs
NEYEHH U TpaHCaMHUHA3bI B
JKEJTYEBBIBOIAILMX ITyTEH ChIBOpOTKE!
Hapy1ieHnus co cTopoHsl KosxHas cplnb KpanusHuia AHTMOHEBPOTUYECKU
KOKU M MOJKOKHBIX KosHblii 3y 11 orek!
TKaHeH
Hapyenus co cTopoHsl Muasnrus
CKEJIETHOM MYCKYJIaTypbl
U COEAMHUTEIbHON TKaHU
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Hapy1ieHus co cTOpoHsl [onuypus VyaiueHHoe

NOYEK ¥ MOYEBBIBOAAIINX MOUYEHCIyCKaHHe

nyTei

OcnoxxHeHNs 00IIero [epudeprmaeckmii AcTeHus Bonsb B rpyaun

XapakTepa U peakluu B OTeK IToBbilIeHHAs

MECTC BBCIACHUA YTOMJIAEMOCTD

! HexesaTesbHbIE p€akuru U3 CIIOHTAaHHBIX COOOILEHHUI B MHUPOBOM MOCTMAPKETUHIOBOM OIIBITE

(V)
TTIXAAQATIITIA TTAAAATIOMATIT ITT TY AANTATTITITY

N
wviivivanvi© rC/nCJialCJibrblA PUARLIYIYL

m1ae00-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIEJI0BAHMUIX YacToTa NepU(peprUuecKuX

mianebo. Dta 4dactora jgocturia 2% B 0OIIed MOMyJSIIAM IMAIlMEHTOB, BKIIOYCHHBIX B
KJIMHUYECKUEe UCCIIeIOBaHUS, B T.4. B JOJTOCPOYHBIE.

HepKaHI/II[I/IHI/IH HE BJIMACT Ha KOHIOCHTPAIUIO I'NTFOKO3bI U JIMITUAOB IJIa3MbI KPOBHU.

IlepenosupoBka

B nocTmMapkeTMHroBOM ONbITeé NPUMEHEHHUS JepKaHUIAUIMHA COOOLIANIOCh O Clyyasx
nepeno3upoBku B nuanazoHe ot 30-40 mr mo 800 mr, Bkitouasi COOOIIEHUS O MOMBITKE
camoyOuiicTBa.

Cumnmomuvi

Kak uw B ciayyae ¢ JpyruMu JUTHIAPONMPUIMHOBBIMU OJIOKATOpaMU «MEIJIEHHBIX)»
KaJIbLIMEBBIX KAaHAJIOB, TEPEeAO3UPOBKA JIEPKAHUIUIIMHA NPUBOAUT K UYpPE3MEPHOMY
pacumpeHno neprudepruyecknx COCyZOB C BBIPKEHHOW apTepHalbHOW THIIOTEH3WEH u
pedrekTopHoil Taxukapauei. OpHAKO MpPU OYEHb BBICOKMX J03axX nepudepuyeckas
CEJIEKTUBHOCTh MOXKET OBITh IMOTEpsiHA, C pPa3BUTHEM OpaJuKapAUd W OTPULIATEIHLHOTO
uHoTpornHoro 3Qdekra. Haubosiee pacnpocTpaHEeHHBIMU HeXeJaTeIbHbBIMUA pPEeaKlUsIMU,
CBS3aHHBIMM CO  CllydyassMd  [epelo3UpOBKH, ObUIM  apTephalibHas  TUMOTEeH3Us,
rOJIOBOKPYeHHe, ToJI0BHas 0011 U cep/iednueHue.

Jleuenue

KnuHnuecku 3HauMMas apTepraibHasi TUIIOTeH3Us TpeOyeT akTUBHON MOIEPIKKHU CepIeUHO-
COCYIUCTOM CHCTEMbI: MOHUTOPUHT CEPACYHON M JbIXaTeIbHOW (DYHKINH, MOJHEM HIDKHUX

KOHG‘—IHOCTCIZ, KOHTPOJIb o0beMa LII/IpKyJ'II/IpyIOH_[eﬁ KpOBU U OUYpE3a. BBI/II[y JJIATCIIBHOT'O
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dapmakosorudeckoro 3dderra JepKaHUAUIMHA Ba)XXHO, YTOOBI CepIeYHO-COCYIUCTHIN
cTaTyc MaluyeHTa ¢ apTepuaNbHON TUIIOTEH3MeH KOHTPOJIMPOBAJICS KaAK MUHUMYM B TE€UCHUE
24 gacos. [lockonbKy mpenapar UMeeT BRICOKYIO CTeTIeHb CBS3BIBAHUS C OeIKaMu, TUan3 He
sa¢dekTuBeH. [TaneHTsI ¢ yMepeHHOU WK TSOKeJION MepeJo3UpOBKOM TOMKHBI HAOIIOaThCsI

B YCJIOBUAX OTACIICHUA WHTEHCUBHOM TCpaIruu.

B3anmopeiicTBue ¢ IPYrHMH JIeKAPCTBEHHbIMH CpeICTBAMH

Hpomueonoxamnu;l K oduoepemermomv NPpUMEHEHUI0

Narndurtopst CYP3A4

N3BecTHO, 4uTO nepkaHununuH wmetabonusupyercs (epmentom CYP3A4, u mnostomy
naruoutopel CYP3A4, mnpumensiemble OJHOBPEMEHHO, MOTYT B3aWMOJICHWCTBOBATH C
MeTaboJIM3MOM U 3JIMMUHALMEN JIepKaHWJIWIKWHA. BbpUIO MoKa3aHO, YTO OJAHOBPEMEHHOE
npuMeHeHue ¢ MoIIHbIM HHruouTOpoM CYP3 A4, keTOKOHA30J10M, MTOBBIIIIAET KOHIIEHTPALIUIO
JepKaHuaunuHa B uasme KpoBu (15-kpatHoe yBennuenne AUC u 8-kpaTHoe yBelnHueHHe
Chnax JUTSI DHAHTUOMEpA S-TIEpKaHUIUITNHA).

Cnenyet nz0eraTh OJJHOBpEMEHHOTO Ha3HAYEHUs JiepKkaHuAUNHA ¢ uHruoutopamu CYP3A4
(HampuMep, KETOKOHA30JI, WTPAKOHA30Jl, PUTOHABUP, 3IPUTPOMUIIMH, TPOJICAHIOMUIIUH,
KJIApUTPOMHUILIUH) (cM. paznen «IIpoTuBomoKa3aHus» ).

[Hukocrmopusa

IMocre ogHOBpEeMEHHOTO TipuMeHeHus: HabJi0Aa/IiCh TIOBbIilIEHHbIE KOHIEHTPALWN B TJia3Me
KPOBM Kak JIepKaHUJWIIMHA, TaK W LUKIocnopuHa. MccrnemoBanue y MOJIOIBIX 3A0POBBIX
T0OPOBOJIBLICB TTOKA3aJI0, YTO NP MPUMEHEHUH LIMKJIOCIIOpHHA Yepe3 3 yaca 1mocje npuemMa
JepKaHUUNMHA TJIa3MEeHHbIe KOHIIEHTPALUU JIEpKaHUIUIMHA He U3MEHWINCh, B TO BpeMs
kak AUC uwukiocnopuHa moBbicunack Ha 27%. OpHako COBMECTHOE MpUMEHEHHE
JEepKaHUAUINMHA C LUKJIOCIOPMHOM BbI3BAJO 3-KpaTHOE YyBelWYeHHWE KOHIEHTpalui
JepKaHUAUNMHA B 11a3me KpoBH U 21% noseimienne AUC nukiiocrnopuHa.

L[I/IKJ'IOCHOPI/IH n JICPKAHUIUIIMH HE CJICAYCT MNPUMEHATH COBMECTHO (CM. pasaein

«IIpoTuBomnokazaHus).
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['peiindpyT viu rpedndpyToBbIi COK

JlepkaHUIUTIMH HE CIieAyeT NMPUHUMATh C IpelnndpyToM HUiu rpelndpyTOBBIM COKOM, T.K.
OTHOBPEMEHHBI TIpUeM MOXXeT TMPUBECTH K YBEJIMYSHUIO CHUCTEMHOW OCTYITHOCTHU
mpenapata M YBEJIWYEHHIO  aHTUTUINEpPTEeH3WBHOro  sddekra  (cM.  pasnen
«IIpoTuBOTIOKA3aHU).

CoemecmHnoe npUMEHEeHUe He pekomem)vemc;l

Hanykropel CYP3A4

K coBMecTHOMYy npuMeHeHMIO JepkaHuaunuHa ¢ uHaykropamu CYP3A4, takumu kak
IIPOTUBOCYIOPOXKHBIE CpeAcTBa (Hampumep, (heHuToHH, (heHobapOuTan, KapOaMa3enuH) U
pubaMnuiH, cleayeT MOIXOJUTh C OCTOPOKHOCTBIO, MOCKOJBKY aHTUTUIIEPTEH3WBHBIN
abdexT MoXeT OBITh CHW)XKEH, a KOHTPOJIb apTEepHaJbHOTO JIaBJIEHUS JIOJDKEH
OCYILIECTBIISITHCS B 3TOM cllydae yaile, 4yeM 00bIYHO (cM. pazzaes «C 0CTOPOKHOCTHIOR).

Dranoua (AJIKOroJb)

IIpu nmpueme cocyaopaclIMPSIONIMX AaHTUTUIIEPTEH3UBHBIX MpenapaToB cienyeT u3berarb
ynoTpeOIeHus aJIKoroJisl, MOCKOJIbKY OH MOXET YCUJIMBATh UX JeHCTBUE.

Mepolt npedocmopoIHCHOCMU, 6KIAIOYUAA KOPDEeKMUDPOBKY 003bl

Cyo6ctparel CYP3A4

Cnenyer coOnroaTh OCTOPOKHOCTH MPU OJHOBPEMEHHOM Ha3HAYEHUU JIepKaHUIUINHA C

npyrumu cyoctpatamu CYP3A4, takumu kak TepdeHaanH, acTeMU30, aHTHAPUTMUIECKHE

Mwuazojiam

[Ipu ogHOBpeMeHHOM Ha3zHaudeHWW 20 MT MUJa30jamMa BHYTPb, Y MOXKHIBIX JOOPOBOJIBIEB
abcopOLMs JIepKaHUIUNMHA yBeauduBaiach (mpumepHo Ha 40%), a cKOpocTh abcopOuu
CHUKaNACh (tmax OBLTO oTCpoueHo ¢ 1,75 go 3 yacoB) (CM. pazgen «C OCTOPOKHOCTBION).
Konnentpanuu Munazonama He N3MEHSITUCH.

MeTonpoyoa

[Ipy coBMecTHOM TmpueMe JepKaHUAWIMHA C MeTomnposioioM (OeTa-aapeHoboKaTop,
KOTOpPBIIi B OCHOBHOM MeTaOONM3HPYyeTCsl B IMEYeHH), OMOAOCTYIMHOCTh METOINpOoJoja He

U3MEHsIach, TOTIa KaKk OMOJIOCTYIHOCTD JIepKaHUUIIMHA CHIKanack Ha 50%. D1oT addekr
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MOXeT OBITh CBsSI3aH C yMEHBIIEHHWEM I[I€YEHOYHOTO KpPOBOTOKA, BBI3BAaHHBIM [3-
aZpeHo0IoKaTopaMu, U MOKET BCTpeuaTbcs MpH MpUueMe IPYrux MpenapaToB 3TOro Kiacca.
CrnenosarelibHO, JIEPKAHUIAUIIMH MOXKHO 0O€30MacHO MPHUMEHATh C T[pernapaTamu,
OJIOKUPYIOIIMMU [-aIpeHOPEIeNTOPbl, HO MOXKET MOTPeOoBaThCsI KOPPEKTUPOBKA 110361 (CM.
pazzaen «C ocTOPOKHOCTBION ).

Jlurokcux

[Ipu coBMecTHOM IprMeHeHUH JiepkaHuaunuaa (20 Mr) ¢ JUTOKCHHOM, He OBLIO BBISIBJICHO
PU3HAKOB (PapMaKOKWHETUYECKOro B3auMozeicTBus. OpHako HaOMOAanoch cpeaHee
yBenuueHne Cpax AMrokcuHa Ha 33%, B To Bpemsi kak AUC 1 moveuHbli KITMPEHC U3MEHSIIUCH
He3HauuTedbHO. Takum oOpazoM, MalMeHThl, MOJy4alolllhe COMYTCTBYIOIEe JieUueHUe
TUTOKCUHOM, JOJDKHBI HaXOJWTHCS TOJ] HaOMOJeHWeM Ha TMpeAMeT IUTUTAIUCHOU
nHTokcukauu (Cum. pazzaen «C oCTOPOKHOCTHIOR ).

CoemecmHuoe npUMeHeHUue ¢ OpYy2uUMU JIeKaApCMEEeHHbIMU CPeOCmEamu

DnyokceTnH

UccnenoBanue BzaumoneiictBusi ¢ (ayokcetuHoMm (unruoutopom CYP2D6 u CYP3A4),
poBeJieHHOe Y 00poBoIbLEB B Bo3pacTe 65 + 7 neT (cpennee 3Hadenue = CO), He BBIIBUIIO
KIIMHUYECKH 3HAUUMbIX U3MEHEeHUN (hapMaKOKUHETHKH JIEpKaHUIUITHHA.

! lI/IMeTI/Ig!I/IH

OnHoBpeMeHHBIN TpueM ruMeTuarHa (800 Mr/m) He BBI3BIBAET 3HAYUTENBHBIX U3MEHEHUN B

IPOSIBIISITH OCTOPOKHOCTh, MOCKOJBKY OMOJOCTYMHOCTh M aHTUTMIIEPTEH3UBHBIA 3 dexT
JEpKaHUAUIIMHA MOTYT YBEJIMUUTHCSI.

CuMBacCTaTHH

IIpu noBTOpHOM Npreme 1036l 20 Mr epkaHuaunuHa copMecTHo ¢ 40 mr cumBactatuHa AUC
JEepKAaHUAUINIMHA CYIIECTBEHHO He u3MeHsulacb, B TO Bpems kak AUC cumBacTaTuMHa
yBenuuuiach Ha 56%, a AUC ero akTUBHOro 6eTa-ruipOKCUKUIMPOBAHHOIO MeTaboInTa Ha
28%. ManoBeposiTHO, YTO TaKMe U3MEHEHNsI UMEIOT KIIMHUYecKoe 3HadeHrne. OnHako, Koraa
IpUeM JIEpKaHUJIUIIMHA IIEPeHOCAT Ha YTPEHHHE 4Yachl, a CHMBAacTaTMHA Ha BE4YEpHHUE,

JIEKapCTBEHHBIX B3aUMOCHCTBUM He HAOIIOaeTCs.
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Bapdapuu

CoBmecTHOe npuMeHeHre 20 Mr JIepKaHUIUIIMHA Y 370POBBIX TOOPOBOJIBIIEB HATOIIAK HE

U3MEHsUI0 (hapMaKOKMHETHKY BapdapuHa.

Jlnypetuku 1 uaruouropsl AI1D

JlepkaHUIUTIH MOKET OJJHOBPEMEHHO PUMEHSATHCS C AUypeTUKamMu 1 uHruouropamu Al1D.

I[DVFI/IG JCKAPCTBCHHBIC IIPpCIapaThbl, BIUAIONINMEC HA APpTCPUAJIBHOC AABJIICHUC

Ycunenve aHTUTUNEPTEH3UBHOIO 3(deKTa MOXKEeT HaONI0AaThCs TPU OJHOBPEMEHHOM
npueme JIepKaHUIUTTHA C anb(ha-apeHodI0KaTopamu, TPULUKINYECKUMHU
aHTHUJeNpeccaHTaMy, HelponenTukamMu. HampoTuB, CHIKEHHE aHTUTHIIEPTEH3UBHOTO
s dexra MOXEeT HaOMoAaThCs npu OJIHOBPEMEHHOM MPUMEHEHUN C

TNITOKOKOPTHKOCTECPOUAaMHU.

Oco0ble ykazaHus

CI/IH,[[DOM c1ab0CTH CHUHYCOBOI'O Y3Jia

VY nanueHToB ¢ CHHAPOMOM CJIa00CTH CHHYCOBOTO y3ia (0e3 3eKTpOKapAUOCTUMYJISITOpa)
JepKaHUJUIIUH ClleyeT Ha3Ha4yaTh ¢ OCTOPOKHOCTBIO.

JIcYHKIMS JIEBOTO KEIYI0YKA

XOTS KOHTpOJIMpYEeMble HCCIEAOBaHUS HE BbBISIBWIA HapyUIeHWH (QYHKUMU JIEBOTO
KeTyJ0ouKa, HEOOXOMMO MPOSIBISITH OCTOPOKHOCTh y MAIlMEHTOB C YK€ CYLIECTBYIOLIEH
IUCQYHKIIMEH JIeBOro JKelyJouKa.

HMinemuyeckast 00JI€3Hb cepaia

[IpeamnonaraeTcsi, 4TO HEKOTOPbIE IUTHUAPONMUPHUANHBI KOPOTKOTO IEHCTBUS MOTYT OBITh
CBSI3aHbl C TOBBILIEHHBIM CEPAEYHO-COCYIUCTHIM PHUCKOM Yy MAlMEHTOB C HILIEMUYECKON
Oomne3Hpl0 cepaua. XOoTs JIEpKaHUIUIHUH 00JiajaeT MPOJOHTUPOBAHHBIM JEHCTBUEM, IMPU
JIeYeHUH TaKWX TMaIlMeHTOB HEOOXOAWMO TMpPOSBIATH OCTOpOXXKHOCTh. Ha Qone mpuema
HEKOTOPBIX IpernaparoB Kjacca ITUTHAPONUPHUIMHOB MOTYT HaOmoAaThCcsi 00U B rpyJIHON
KJIeTKE MO TUNy CcTeHokapauu. OyeHb peaKo y MAalMeHTOB C YK€ CYLIeCTBYIOLIEH

CTeHOKapIIHeﬁ MOXET Ha6.HI-OI[aTI>CSI YBCIIMYCHUE YaCTOThI, IIPOJOJDKHUTEIbHOCTU WU
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CTETIEHH TSDKECTH 3THUX NPUCTYNOB. MOTyT HaONIOAAThCS €IUHUYHBIC CIIyYal Pa3BUTHS
nHdapkTa Muokapaa (cMm. pazaen «I[lobouHoe nelicTBUEY ).

AODTaJIBHBII;'I CTEHO3/ MUTpPAJIbHBIN CTEHO3/ FI/IHCDTDOd)I/I‘-IeCKaSI O6CTDVKTI/IBHaSI

KapaAnoOMHUOIIaTuA

Kak u gpyrue nexkapcTBeHHBbIE CpeACTBa, OOJajalollre Ba30JUIATUPYIOUIUM JeHCTBUEM,
JEPKaHUAUIUH CJeAyeT ¢ 0COO0N OCTOPOKHOCTBIO MPUMEHSTh Y MallMEHTOB C a0PTaJbHbIM
CTEHO30M, MUTpPaJIbHBIM CTEHO30M AN runepTpodudeckoi 0OCTpYKTUBHOM
KapJIHOMHUOIIaTHEH. Y MalMeHTOB ¢ TeMOJAMHAMUYECKH 3HAUUMOM OOCTPYKIIMEH BBIHOCSIIIETO
TpakTa JIEBOro Keayaodka (HampuMmep, MpH TIXKEJIOM aopTalbHOM CTEHO3€) MpUMEHEeHHe
JIEpKaHUIUIMHA TPOTUBOITOKA3aHO.

XpoHu4yecKas cepAaeuHasi HeIOCTaTOYHOCTh

VY nauveHToB ¢ XPOHUYECKOW CepAeYHOM HEeNOCTAaTOYHOCTBIO JIEPKAHWAWIMNH ClieayeT
MPUMEHSITh ¢ 0c000H OCTOpPOXXKHOCTBIO. Jlo Hayana mpuUMeHeHHUs Tpernapara HeoOXOoauMO
JOCTUYb KOMITIEHCAIlUA XPOHUYECKON cepAedHON HeJOCTaTOUYHOCTH.

HecTabunabHas CTeHOKaD)II/IH/I/IHd)aDKT MHUOKapaa

OnpIT KJIMHUYECKOTO MPUMEHEHUs JepKaHUIUIUHA MPU OCTPOM HH(apKTe MHUOKapja U
HecTaOWJIbHOM CTEHOKapJAWM OTCYTCTBYET, B CBSI3M C 4UeM MpUMEHEeHue mpernapara MNpu
yKa3aHHBIX 3a00JIeBaHUSIX MPOTUBOIIOKA3aHO.

HDI/IMGHGHI/IG opu MMOYE€YHOM WJIM N€YEeHOYHOMU HEJOCTATOYHOCTH

CrnenyeT mposiBiisiTh 0CO0YIO OCTOPOKHOCTH B Hadajie jeueHus y MaiueHTOB C HapyIleHHeM
(GYHKIUY MOYEK JIETKON WM CpellHed CTeNeHU TAXeCTH. XOTs OObIYHbIe peKOMEHAyeMble
1036l 10 Mr, Kak npaBuiI0, NAUMEHTHI IEPEHOCAT XOPOLIO, K YBEJIMYEHUIO CYTOYHOM A03bI 10
20 Mr ciieryeT NOAXOOUTh C OCTOPOXKHOCTBIO.

AHTUTUTIEPTEH3UBHBIA 3 ()EKT MOXKET yCUIIUBATHCS Y MALMEHTOB C HapylIeHueM (YHKIIUH
MeYEHU YMEPEHHOH CTEeNEeHU TSHKECTH; ClIeJOBAaTENbHO, HY>)KHO PACCMOTPETh HE0OOXOAUMOCTh
KOPPEKTUPOBKH J103.

HepKaHI/IIIHHI/IH IMPOTUBOIIOKAa3aH IHalUE€HTaM C TSDKEJIOM II€Y€HOYHOU HEJOCTAaTOYHOCTBIO

WK TspKelod mouyeyHo HemoctaTodHocThio (CK® <30 mu/MuH), a Takke NaldeHTaM,
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npoxonsmuM — remomuanmu3  (cM. pasmen «Crmoco® mpuUMeHeHWS U O3B U
«ITpoTrBOTIOKA3AHUSDY ).

IlepuTOoHEaILHBIN IUAIN3

VY nauueHToOB, HaXOISIIUXCS HAa MEPUTOHEATHHOM AWaNIN3e, MOXKET HaOJoAaThCs MYTHBIN
NepUTOHEATbHBIH  SKCCyaaT, 4To  OOYCJOBJIEHO  TOBBIIICEHHOW  KOHIEHTpaluei
TPUTIULEPUAOB. XOTS MEXaHU3M HEHW3BECTEeH, MYTHOCTh JKCCyJaTa HMMEET TEeHAEHLMUIO
pa3peliarbcsi BCKOpe Mocjie OTMEHbI JIepKaHUAUIIMHA. DTO BaXKHO MTOMHUTb, TaK KaK MyTHbBIN
NEPUTOHEATBHBIM JKCCyJaT MOXET OBbITh OIIMOOYHO NPHUHSIT 3a OJAMH U3 CUMIITOMOB
WHGEKIIMOHHOTO TIEPUTOHWUTA C TOCIEAYIOIMed TOCMUTAIN3alued W JIMIUPUIECKUM

BBCIACHHNECM AHTUOMOTHKOB.

Huanykropel CYP3A4

Nunykropsl CYP3A4, Takre kak IpOTHBOCYAOPOXKHBIE MpernapaThl (Hanpumep, peHUTOuH,
KapbamazenuH) U pupaMIUlrH, MOTYT CHUKATh KOHUEHTPAIMIO JepKaHUAUNNHA B TUIa3Me
KPOBH; clieZIoBaTeIbHO, 3P(PEKTUBHOCTH JIEPKAaHUAUIINHA MOXKET OBITh CHI)KEHA.

AJIKOrosib

Crnenyetr n30eraTb ynoTpeOJieHHsSI alKOIoJsl, MOCKOJbKY OH MOJKET yCWJIMBATh JeicTBHE
COCYJOPACIIMPSIOIINX aHTUTUIIEPTEH3UBHBIX TPenapaTos.

JlakTo3a

[IpenapaT comepKHUT JaKTO3y, MO3TOMY €ro MpHMEHEHHe Yy NalUUeHTOB C peaKou
HeMepeHOCHUMOCThIO JIaKTO3bl, ACPHUIMUTOM JiaKTa3bl WIH CHHIPOMOM

[JIFOKO30-TaJIaKTO3HOM MaJ'IBa6COp6I_II/II/I IMPOTHUBOIIOKA3aHO.

Biausinue Ha clIOCOOHOCTDH YupaBJisiTb TPAHCIIOPTHBIMH CpEeACTBAMH U MEXaHHU3IMaMH

HepKaHI/IIII/IHI/IH OKa3bIBaeT HE3HAYHUTEJIbHOE BIHMAHHE Ha CIIOCOOHOCTH YIOPAaBJIATH
TPAHCIIOPTHBIMU CpPE€ACTBAMU W MCXaHU3MaMUH. Tem He MECHEC, CJIICAYET IMIPOSABIIATH
OCTOPOXHOCTDB, ITOCKOJIBKY Ha (bOHe [mpueMa MOIr'yT BO3HUKATb TI'OJIOBOKPYKCHHUEC, aCTCHUSI,

YCTAJIOCTh U pEAKO COHJIMBOCTD.
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®opma BbINIyCKA

TabneTku, MOKPHITHIE TUIEHOUYHOU 000J109KOM, 10 Mr, 20 Mmr.

I[To 7, 10, 14, 15, 20, 25, 28, 30 Ttabnerok B Onuctep wu3 HempospauHoir [IBX
MJICHKW/aTFOMUHUEBOU (POJIBru.

[lo1,2,3,4,5, 6,7 6auctepoB ¢ UHCTPYKIIMEH 1O TPUMEHEHHIO B KAPTOHHOM MayKe.

YcaoBusi XxpaHeHust
XpaHuth Opu TemnepaTtype He Boile 25 °C.

XpaHUTh B HEIOCTYITHOM 151 IeTEN MecTe.

Cpok roaHoctu
3 rona.

He MMPUMCHATD 110 UCTCUCHUU CPOKA 'OAHOCTH.

YcioBus ornycka

OTnyckaroT 1o perentry.

HaunmeHnoBaHue wu aapec HWOPHAHYECCKOro Juma, Ha HMA KOTOpOro BblAaHO

perucTpamuoHHOe YA0CTOBEpEeHHE

Paxun3 Uct, Punrackunnu, Ko. Kopk, Mpnanaus
Recordati Ireland Ltd.
Raheens East, Ringaskiddy, Co. Cork, Ireland

IIpoussoaurenn

Pexopnatu Xummnueckas u ®@apmanestudeckas Muaycrpus C..A.
Bua Matteo UuBuranu 1, 20148 Munan, Mtanus

Recordati Industria Chimica e Farmaceutica S.p.A.

Via Matteo Civitali 1, 20148 Milan, Italy
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WITH
Pexopnatu Mnau Canaiin Be Tumxapet A.ILL

OprannzoBaHHas npoMmblilieHHas 30Ha Yepkeskéid, Kapaarau, yi. AtaTiopka, 1.36, palioH
Kanaxkmsl, npounius Texupaar, Typrus

Recordati Ilac Sanayi ve Ticaret A.S.

Cerkezkoy Organized Industrial Site, Karaagac Settlement, Ataturk Street, No: 36,
Kapakli/Tekirdag/Turkey

Opranusanus, NPUHAMAIOIIAS IPETEH3HH

000 «Pychur»

123610, Poccusi, MockBa, KpacHonpecHeHnckas HaO., 1. 12, moxa. 7, oT. 6, mom. TAXK
ten.: +7 (495) 225-80-01

daxc: +7 (495) 258-20-07

E-mail: info@rusfic.com



