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MHH3IPAB POCCHH
1010272

MUWHUCTEPCTBO 3JIPABOOXPAHEHUST POCCUMCKON ®EJIEPALIMU
COTJACOBAHOD

MHCTPYKIUA
[10 MEJUITUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

dmiepenon-Tesa

Perncrpanuonnsiii Homep:

Toproeoe HanmenoBanue: DiuiepeHoH-TeBa

MexayHapoaHoe HENATeHTOBAHHOE W/IH IPYIIIIHPOBOYHOE HAHMEHOBAHHE: SIUICPECHOH
JlekaperBennasi popma: TabieTku, MOKPBITHIE TUIEHOYHONH 00010YKOM

CocraB

1 TabneTka conepkut: deucmeyroujee ewyecmso smuieperon 25,00 mr/50,00 mr; ecnomozamensuvie
seujecmea (a0po): naxkrosel MoHorugapar 38,20 mr/76,40 mr, nemwono3a MHKPOKpHCTAJLTHYEC-
kag (101) 19,60 mr/39,20 mr, kpocnoBumon (tun A) 2,55 mr/5,10 mr, Hatpus naypuicyibdar
0,85 mr/1,70 wmr, Tanek 0,85 mr/1,70 mr, maruus creapar 0,45 mr/0,90 mr; eécnomozamenvheie
sewecmea (naemounasa obonouka): Omnangpait 11 85F23987 opamxessni 3,00 mr/6,00 mr
(monmuBHHMIOBBIHA cupT 1,20 Mr/2,40 mr, Tutana anokeun (E 171) 0,6522 mr/1,3044 mr, makporosi-
3350 0,606 wmr/1,212 wmr, tamek 0,444 wmr/0,888 wmr, kpacuTennb jKeie3a OKCHJI IKEITHIHA
(E 172) 0,093 mr/0,186 mr, kpacureins xeine3a okcu kpacusiii (E 172) 0,0048 mr/0,0096 mr).
Onucanue

Ho3zuposra 25 mz. PoMOOBHIHEIE IBOSIKOBBIITYK/IbIE TaOICTKH, TOKPHITHIE IUIEHOYHOM 000JI09KO0MH OT
JKEJITOTO JI0 KOPHYHEBATO-XKEJITOr0 1[BETa, ¢ rpaBHpoBKOi «E25» Ha 01HOI U3 CTOPOH.

Ho3suposka 50 m2. PoMOOBHIHEIE IBOSKOBBITYKIIbIE TaOIETKH, TOKPBITHIE IUIEHOYHOM 000I0YKOI OT
KEJITOrO JI0 KOPHYHEBATO-)KEJITOIO 1BETA, ¢ rpaBHpoBKoi «ES50» Ha oHO# U3 cTOpOH.
dapmakoTepaneBTHYECKAs IPYNNA: JHypeTHYECKOE KanuiicOeperaroree CpecTBo

Koax ATX: CO3DA04

dapmako/I0rHyecKne cBoiicTBa

Dapmaxkoounamuxa

OnnepeHoH -  KanuiicOeperalomuii  IHYpPeTHK, AHTArOHHCT AIBJOCTEPOHA, C  BBICOKOIf
CEIIEKTHBHOCTBIO CBS3BIBAECTCS ¢ MUHEPATOKOPTHKOMIHBIME perentopamu. [IpakTuiecku He BiauseT
Ha TJIOKOKOPTHKOMIHBEIE, ITPOTECTEPOHOBBIE M AHAPOTEHHBIE pelenTopsl. [IpensrcrByer
CBA3BIBAHHIO MUHEPAIOKOPTHKOMIHBIX PELENTOPOB C &IBJOCTEPOHOM - KIIFOYEBBIM TOPMOHOM
PEHHH-aHTHOTEH3HH-AIBA0CTepOHOBOM cHcTeMbl (PAAC), KOTOpbIi ydacTByeT B pEryJslUH

apTepuanbHoro aasiaeHus (AJl) U natorenese cepeUHO-COCYUCTRIX 3a00IeBaHHH.
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OIIEpEHOH BHI3BIBAET CTOHKOE YBEIHYECHHE KOHIICHTPAIIUH PEHHHA B IJIa3Me KPOBH H alIbJ0CTEPOHA
B CHIBOPOTKE KpOBHU. BriocieicTBHU ceKpelys peHHHA [0JaBIseTCs alIbI0CTEPOHOM IO MEXaHU3MY
oOpatHo# cBs3u. [Ipu 3TOM NOBBIIEHHE AKTHBHOCTH PEHHHA HITH KOHLIEHTPALUH IHPKYIHPYIOIIEro
a/Ib/IOCTEPOHA He BIUSAET Ha 3()(EeKThI AIIePEHOHA.

CnocobeH ymMeHbIIAaTh TUIEPTPOQUIO JTEBOTO JKEITYJ0UKA H €T0 AUCHYHKIIUIO Y JTUIL ¢ KTHHHYECKAMHU
IPU3HAKaMH CepCYHOM HEI0CTAaTOYHOCTH.

Onexkmpoxapouozpaghus

OIIepeHOH HE OKa3blBaeT BIMsSHHE Ha 4YacToTy cepaeuHblx cokpameHuil (UCC), m3MeHeHus
qmatensHocTH uHTepBasioB QRS, PR wm QT He BHIABICHBI.

Dapmarkokunemuxa

Bcacwvisanue u pacnpedenenue

AbcomoTHas GHOIOCTYIHOCTh dIIepeHOHa cocTtasiseT 69% mnocie npuema 100 Mr smiepeHoHa
BHYTPb B BHe TabneTok. MaxkcumaibHas KOHIEHTpauus B riasMe KpoBH (Cmax) HOCTHraeTcs
npuMepHo uepe3 2 daca. Cmax M IUI0mMAAs 1moj papmakokunetndeckoit kpusoit (AUC) nuneiino
3aBUCAT OT 1103bl B Auanaszone or 10 1o 100 mr u Henuueiino - B 1o3e 6osee 100 mr. PaBHoBecHoe
COCTOSIHHE JIOCTUTaeTcs B Tedenue 2 quei. [Ipuem numu He BiauseT Ha abcopOumio npenapara.
OmnepeHoH npuMmepHo Ha 50% cBs3bBaeTcs ¢ OenkaMM IIa3Mbl KPOBH, IPEHMYIIECTBEHHO C
anb(al-KHCI0THOH TPyNNoH IIIMKONPOoTeHHOB. PacueTHbIil 00BeM pacrpesie/ieH s B paBHOBECHOM
cocTosiHuH cocTaBisgeT (50 £7) 1. DIuIepeHOH He CBA3BIBAETCS C IPUTPOLIUTAMH.

Memabonusm u evisedenue

Metabou3m sriepeHOHa OCYIIECTBIACTCS B OCHOBHOM 10j jaeiictBueM u3opepmenta CYP3A4.
AKTHBHBIE METAOOJIHTEI 3IUIEPEHOHA B IIa3Me KPOBH YeJIOBEKa He HACHTH(HIIHPOBAHEI.

B Hen3MeHEeHHOM BHJIE Yepe3 MOYKH U KHIIEYHHK BBIBOAMTCS MeHee 5% /1035l a1uiepenona. Ilocie
OZHOKPAaTHOTO IpHEMa BHYTPb MEYEHOrO SIIEPEHOHA, OK0i10 32% /03Bl BBIBOAHIOCH Yepe3s
KUIIEYHHK U 0KOJI0 67% - uepe3 noukH. [lepuo/1 nosyBeIBeICHUS SIUIEPEHOHA COCTABIIAET OKOJIO
3-5 4acoB, KJIMPEHC U3 IUIa3MbI KPOBH - mpuMepHO 10 j1/4.

Ocobwle 2pynnsl nayueHmos

Bospacm, non u paca: hapMakoKHHETHKa 31UIepeHoHa B o3¢ 100 Mr o[iHH pa3s B CyTKH H3ydasach y
HOXKHIIBIX ITAIUEHTOB (CTapiie 65 J1eT), MyKYHH M KEHIIHH, a TAKXKE y NAIUECHTOB HETPOUIHOMN Packl.
DapMaKkoKHHETHKA JIJIEPEHOHA CYIIECTBEHHO He OTIHYAIACh Y MY)KYHH H XKEHIINH. B paBHOBECHOM
COCTOSIHHH Y TOXKHMIIBIX MaUeHTOB Cmax B AUC ObutH cooTBeTCTBEHHO Ha 22% 1 45% BBILIE, YeM Y
MOJI0bIX MarueHToB (18-45 ner). PaBnoBecHsle nokaszarenu Cmax # AUC y nanmeHTOB HErPOUIHOM

pachl ObLTH CHHYKEHBI COOTBETCTBEHHO Ha 19% u 26%.




Ioueunas nedocmamoynocmsp

dapMakOKHHETHKY 3IUICPEHOHA U3YYald y NMAIHEHTOB € MMOYEYHON HEJ0CTAaTOYHOCTBIO Pa3IMYHOM
CTENEeHH TSKECTH, a TaKKe Yy MAlHeHTOB, Haxojsdluumxcs Ha remoauanuse. [lo cpaBHeHHIO €
HalieHTaMH KOHTPOJIBHOW TPYNIbl y TMAIHeHTOB C TSDKETOH NOYEeYHOH HEI0CTaTOYHOCTBIO
oTMeuanoch yBeudenne paBHoBecHBIX Mokazareneil AUC u Crax Ha 38% 1 24% COOTBETCTBEHHO, a
y TMALHEeHTOB, HAXOAAIIMUXCS HA FeMOJHAIN3e, - HX CHIDKeHHe Ha 26% u 3%. Koppemsuun Mexmy
KJIHPEHCOM JIIEPEHOHA B IJIa3Me KPOBH U KIIHPEHCOM KpeaTHHHHA He 0OHapykeHO. DIIEPEHOH He
yAaIseTCs IIPU TeMOIHATH3E.

Ileuenoynas nedocmamoyHocmo

®apMakOKHHETHKY 3IUIepeHoHa B Jio3e 400 MI cpaBHUBAIM y MAIMEHTOB ¢ HApyIIeHHEM (YHKIHHA
neueHu cpemHeit cremenu TsokecTH (kiace B mo kmaccmduxammu Yaitna-ITe0) ¥ 370poBBIX
nobposoiblieB. PaBHOBecHBIE nokazaTed Cmax # AUC snnepeHona ObutH yBenndeHs! Ha 3,6% u
42% CcOOTBETCTBEHHO. Y MALMEHTOB C TSUKEIOH NEYeHOYHOH HEIOCTAaTOYHOCTBIO JIUIEPEHOH He
H3y4ascs, 0ITOMY €ro IIPHMEHEHHE B 3TOH IpyIINe MAllHeHTOB He ITOKAa3aHo.

Cepoeunasn HedocmamouHocms

QapMakKOKHHETHUKY SIUIEPEHOHA B J103¢ S0 MT H3y4alii y NAalHEHTOB C CEPACUHOM HeOCTATOYHOCTEIO
(II-1V ®K). PaBnoBecusie nokazatean AUC u Cmax Y MALIMEHTOB C CepAEYHON HEI0CTATOYHOCTHIO
Obun cooTBeTcTBeHHO Ha 38% u 30% BBIIE, YeM Yy 3/10POBHIX A0OPOBOJIBIEB, MOAOOPAHHBIX 110
BO3pacTy, Macce Tena u noxy. Knupene smiepeHoHa y MAllHEHTOB ¢ CEPeYHOM HEI0CTATOYHOCTHIO
CXO/ICH € TAKOBBIM Y 3/10POBbIX MOXKUIIBIX JIOJICH.

IToxkazanusi K NpIMEHEHHIO

- Hudapkr mMmHOKapaa: B JIONOJHEHHE K CTAaHJAPTHOH TEpamHH C IEJIbI0 CHIDKEHHS pHCKa
CEep/IeYHO-COCYTUCTOH CMEPTHOCTH M 3a00/IeBaeMOCTH Y TAlMEHTOB CO CTaOMIBHOMN
muchyHKIHEeH 1eBoro xemyaouka (ppaxuus Beidpoca < 40%) ¥ KINHHYECKAMHA NPH3HAKAMH
Cep/IeYHO He0CTaTOYHOCTH I10CTIe NEPEHECEHHOT0 HH(papKTa MHOKap/Ia.

- Xponuyeckas cepjiedHas HeJIOCTaTOYHOCTh: B JOMOJIHEHHE K CTaHIapTHOH TeparuH ¢ Iejbio
CHHJKCHHSI PHCKA CEPACYHO-COCYAUCTOH CMEPTHOCTH H 3a00JIeBaeMOCTH Yy MAIMEHTOB C
XPOHHYECKOH cepeunoii HeroctarouHocThIO II pyHKIIHOHATBEHOTO KiTacca 1o KiaccH(pHKauy
NYHA, npu nucdynkunu jeBoro xemyaouxa (¢ppaxmus Beiopoca < 35%).

IIporuBonoka3zanus
e [loBplneHHas 4YyBCTBHTEIBHOCTD K 3IUIEPEHOHY HIIM JIPYTHM KOMIIOHEHTaM Iperapara;
o KimHHYeCKH 3HAYMMAas THIIEPKATHEMHS;
e KoHUeHTpalus Kaaus B CBIBOPOTKE KPOBH B Hayase JedeHus > 5,0 MMoIIb/11;
e Jloueunas HEIOCTATOYHOCTH TSKETIOH cTeneHH (CKOpPOCcTh KiTyOoukoBoii GuasTparuu [CKD]
< 30 mur/mun/1,73 Mm%
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e [leyeHounas HexOCTATOYHOCTH TsDKeno crenmeHd (kmacc C  mo  KiIaccupHKaMH
Yaiina-I1s10);

e OHOBpeMEeHHBIH MpUeM KaTuicOeperaoumx JHypeTHKOB, IPEnapaToB KaIus WIH MOIIHBIX
uHrudburopoB  m3zodepmenra CYP3A4, Hanpumep, HTpakoHa30a, KETOKOHA30.a,
pPHUTOHABHpA, HeI(PUHABHPA, KIAPUTPOMHUIIMHA, TETUTPOMHUIIMHA U Heda3oa0Ha (CM. pasjesn
«B3aumozeiicTBHE ¢ IPYTrHMHU JIE€KApPCTBEHHBIMH CPEICTBAMHUY);

e OnHOBpeMeHHOE NpPHMEHEHHE ¢ HMHIHOMTOpAaMHM aHTHOTEH3HHIIpeBpaliaoumero (GpepMenta
(AII®) u anTaronucramu peuentopos anrnorensusa Il (APA II);

e Peakas HacleICTBEHHAs HEIEPEHOCHMOCTh TallakKTO3bl, ACQHIUT IJIAKTa3bl, CHHIPOM
[IIIOK030-TallakTO3HOH Maibabcopduuu (cM. paszen «Ocolble ykazaHua»);

OmnblTa IpUMEHEHHUS Npenaparta y JeTed B Bo3pacrte 10 18 et Her, mo3ToMy €ro Ha3HaueHHE

NalnueHTaM 3TOH BO3pacTHOMN IPYIIIbl HE PEKOMEHYeTCS.

C 0CTOpPOKHOCTHIO

o (Caxapubni auabet 2 Tuna U MUKpoatbOyMuHypHs (M. pasaen «Ocobbie yka3zaHusm»);

e [loxunoit Bozpact;

e Hapymenus ¢pynkuun novyek (KK menee 50 mi/mun);

e  OaHOBpeMEHHOE MPUMEHEHHE JIUICPEHOHA H:

- MOIIHBIX HHAYKTOpOB H3odepmenta CYP3A4;

- IIpenapaTosB, COAEpIKALINX JTUTHII;

- IUKJIOCIIOPHHA WJIM TAKPOIHMYCa;

- JMIoKCHHa H Bap(apuHa B 103aX, OJM3KHX K MAKCHMAIbHBIM TEPANIEBTUYECKUM (CM.
pazaens «OcoOble ykazaHus» H «B3auMOJEHCTBHE C JPYyrHMH JI€KapCTBEHHBIMH
CpEeACTBAMHU ).

IIpumenenne npu GepeMeHHOCTH H B IEPHO/ I'PY/IHOTO BCKADMJIHBAHHS

bepemennocmeo

Ceezennii 0 npuMeHeHHH npenapara OmiepeHoH-TeBa y OepemeHHBIX HeT. MccrnemosaHus Ha
JKHBOTHBIX HE BBIABHJIH IIPAMOrO HJIH KOCBEHHOrO MOOOYHOTO JeHCTBHS B OTHOLICHHH
OepeMEHHOCTH, YMOPHOHAILHOTO Pa3BUTH, POJOB U MOCIEPOAOBOTO pa3BuTus. IIpenapar cienyer
OPUMEHATH ¢ OCTOPOKHOCTBIO M TOJIBKO B TeX CIydasx, KOTAa OXHAaeMmas IoJb3a Ui MaTepH
3HAYUTEILHO IPEBBIIIACT BO3MOIKHBIH PUCK A TU101a/pebeHKa.

Ilepuoo epyonozo eckapmiusanus

Caenennil 0 BHIBEIGHHH 3IUIEPEHOHA I10CTIe MIPHEMa BHYTPh C TPYAHBIM MOJIOKOM HeT. OaHako, B
JOK/IHHUYECKHX HCCIIEI0BAHUAX 110KA3aHO, YTO IUIEPEHOH H/HIH €ro MeTabOHTHI TPUCYTCTBYIOT B

TPYHOM MOJIOKE KPBIC.
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ITockonbKy HeKenaTelbHBIE SBICHHS IUIEPEHOHA Y HOBOPOJKIACHHBIX, HAXOALIMXCSA Ha TPYIHOM
BCKapMJIMBAaHUH, HE M3y4YCHBI, PELICHHE O NPEKpalleHHH I'PYAHOr0 BCKAPMIIHBAHHSA MM OTMEHE
JIEKapCTBEHHOTO Ipenapara A0DKHO OBITh IPHHATO B 3aBHCHMOCTH OT Ba)KHOCTH 3TOTO Ipernapara
JUISL MaTEpH.

DepmunvHocmy

B noxnmHUYECKHX HCCIIeIOBAHUAX Takke OBIJIO MOoKa3aHo, 4yTo B J03ax A0 300 Mr/kr Bo3jeHcTBUS
SIJIEPeHOHAa Ha (PepTHILHOCTEL IMOJOBO3PENbIX KphIC He oOHapyxkeHo. KimHuueckue JaHHBIE O
BO3/ICHCTBUH Ha PENPOAYKTHBHYIO (PYHKIIHIO Y YeJIOBEKa OTCYTCTBYIOT.

Cnocob npuvMeHeHHs H 103b1

BayTpb.

TabneTkn npuHUMAIOT HETHKOM, 3aruBas O0IBIINM KOJTHYECTBOM BOBL. [IpreM muiiu He BIUsSeT Ha
BCAChIBaHHUE IpenapaTa JIiepeHoH-Tesa.

MaxkcumanpHas 103a s1epeHoHa cocrasisier S0 Mr B cyTkH. J{718 HHAUBHIYAIBHOTO OAGOPa 1035
MOryT OBITH HCITOJIB30BaHBI 103UPOBKH 25 Mr u 50 mr.

Hugpapxm muoxapoa

Tepanuio smepeHOHOM OOBIMHO CiIeyeT HAYMHATH B T€UEHHE MepBHIX 3-14 jHeil mociie ocTporo
uHpapkra muokapaa (UM).

Jleyenue ciaeayeT HaYMHATB C 036l 25 MI OJIHH pa3 B CyTKH U YBEITHYHBATh ee 10 SO Mr oJIMH pa3 B
CYTKM uepe3 4 HelelH C Y4eTOM KOHIEHTpalMH Kaiusi B CHIBOPOTKE KpoBH (cM. Tabm. 1).
Pexomenayemast momaepxuBaromas 703a mnpenapara coctaBisgeT S0 Mr OJHH pa3 B CyTKH.
Xponuueckaa cepoeynas neoocmamounocms Il @K no knaccugpuxayuu NYHA

JleyeHnue Tax:ke caexyeT HaUUHATH C 103bI 25 MI' O/IMH pa3 B CYTKH H yBEeJIHYHBATh ee 10 50 Mr o/1uH
pa3 B CYTKH 4yepe3 4 HeJIeIH ¢ y4eTOM KOHUEHTPALUH Kalisl B CBIBOPOTKE KPOBH (CM. Tabi.1).
ITarmenTaM ¢ KOHIEHTpaAHeH KajIHs B CHIBOPOTKE KPOBH > 5,0 MMOJIB/TT HE Clle/lyeT HaYMHATh TIPUEM
srieperona (cm. pasaen «lIpotuBonokazanusy). Cojepikanne Kalusd B CHIBOPOTKE KPOBH CIIE/YET
H3MEPSATH 10 Hayalla TepaIuy SIUIEPEHOHOM, B TeUEHHE I1€PBOi HEJIeNIH | Yepe3 MecsIl II0cIIe Hayaa
JIeYeH s MK KoppeKiuu 1035l [locne sToro ciaemyer mepHoandecku OnpeielisTh KOHIEHTPAIIHIO
KaJIisl B CBIBOPOTKE KPOBH 10 Mepe HEOOXOIHMOCTH.

Tabnuua 1. IToobop 00361 noce Ha4ana neveHus

Konuentpanus kanus
B CbIBOPOTKE KPOBH JeiicTBHe H3menenne 10361
(MMmo.1B/i1)
<5,0 VYBenuueHue 10361 | ¢ 25 MT uepe3 JeHb 10 25 MT OJIHH pa3 B CYyTKH
¢ 25 Mr ouH pa3 B cyTKH 10 50 Mr oJuH pas B
CYTKH
5,0-5.4 [TonepxkuBaroinas Jlo3a octaetcs npexHei
J103a




6

5,5-5,9 CHmxenue 10361 | ¢ 50 Mr OJHH pa3 B CyTKH 0 25 MT OJIMH pa3 B
CYTKH

C 25 Mr O/IMH pa3 B CYTKH 10 25 MT uepe3 JeHb
¢ 25 Mr d4epe3 JeHb - BpEMEHHas OTMEHa
npernapara

>6,0 OTmeHa npenapara He npumeHnmMo

ITocsie BpeMeHHOro IpeKpalleHus pueMa npenapara JIUlepeHOH-TeBa B CBA3U C NOBBIIIEHHEM
KOHLIEHTPALMH KaJIus B CHIBOPOTKE KpoBU > 6,0 MMOJIB/JI Tepamuio MOKHO BO30OHOBHTH B J103€
25 Mr uepe3 JIeHb, KOTIa KOHIIEHTPALIUs KaTHs B CBIBOPOTKE KPOBH cOCTaBHT < 5,0 MMOJIB/JI.
Obwue pexomenoayuu

KonnenTpauuio kxamusi B CBIBOPOTKE KPOBH CIIEAYeT OIpEeAeniaTh A0 Ha3HA4YeHHs Iperapara
Omepenon-Tesa, B TedeHue mnepBoil Hedenu M uyepe3 | mecsl rocie Havyana TEpalud WIH HPH
H3MEHEHHH J103bl NIpenapara. B nanpHelimeM Takke HEOOXOAMMO MEPHOAMYECKH KOHTPOJIMPOBATEH
KOHLIEHTPALIMIO KaJIUsl B CBIBOPOTKE KPOBH.

Hooicunvie nayuenmuot

Koppeknun crapToBOif 7031 y INMOXKHIBIX IMAMEHTOB He Tpedyercs. B cBA3HM ¢ BO3pacTHBIM
CHH)KEHHEM (DYHKIIUH MOYEK Y IOJKHIIBIX MTAIIHEHTOB MOBBIIACTCS PHCK PA3BHTHS FHIIEPKATHEMHH,
0COOEHHO TpM HATMYMH  CONYTCTBYIOUIMX 3a00JIeBaHU#, CIIOCOOCTBYIOIINX — YBEIHYCHHIO
KOHIIEHTPALIUH JIUIEPEHOHA B CHIBOPOTKE KPOBH, B YACTHOCTH, IIPH HApYIIEHHH (YHKIIHH IIEYEHH OT
JIETKOH /10 Cpe/THEH CTEeNeHH TSKeCTH. PexoMenTyeTcst NepHOAMYEeCKH ONpe/IeNiaTh KOHIEHTPALIHIO
KaJIid B CEIBOPOTKE KpOBH (M. pasjen «Ocolble yKazaHus»).

Hapywenue ¢hynkyuu novex

VYV nanMeHToB € JIETKOH CTENEHbIO HApyIIeHUs (DYHKIHH IOYeK KOPPEKIIMH HAYalIbHOM 03Bl He
Tpedyercs. PekoMeHIyeTcs eprHoANYeCKH ONpeieNTh CO/IepKaHue Kalus B CBIBOPOTKE KPOBH (CM.
Tabmn. 1).

V nmanmeHToB ¢ HapymeHueMm (yHKuuu mouek cpexaseii cremenn Tskectd (KK 30-60 mu/mumn)
Clie/lyeT HAyMHATh TEPamuio ¢ J03bl 25 Mr uepe3 JeHb C HOCIEAYIOIIeH KOppeKuued 1036l B
3aBHCHMOCTH OT COJEPIKAHHUS KaJlisl B CBIBOPOTKE KpOBH (cM. Tabm. 1).

OTcyTcTBYyeT ONBIT NPHMEHEHHS OJIUIEPEHOHA Yy IMAUMEHTOB C XPOHHYECKOHW CepieydHOl
HEJI0CTaTOYHOCTBIO, nocie nepenecenHoro MM u KK < 50 ma/mun. [Tostomy y TakuxX maipeHToB
npenapar clielyeT IPHMEHATh ¢ OCTOPOKHOCTEIO.

VY namuentos ¢ KK < 50 mu/mun npuMeHeHne sriepeHoHa B 103€ Beime 25 Mr 1 pa3s B CYTKH He
HceaenoBanoch (Takxke M. pasaens! «[IpotuBonokaszanmsi» u «Ocobble yKazaHusa»).

DIUIepEeHOH He MOIaeTCs IHan3y.

Hapywenue ¢ynkyuu nevenu

Koppexkius cTapToBoii 03Bl y MAlUEHTOB C HapylleHHeM (YHKIHH NEYEHH JIETKOW H CpejHeit

creneHu TsokecTH (kmaccel A M B mo kmaccmduxanmn Yaina-ITero) ne TpeGyercs. YuuTeisas




YBEJIMUYECHHE KOHLEHTPALMU OJIUIEPEHOHA Y TaKHX IAUHUEHTOB, PEKOMEHIYETCS PperyIspHO
KOHTPOJIHPOBATh KOHIIEHTPAILIUIO KATHs B CBIBOPOTKE KPOBH, OCOOCHHO Y MOXKHIIBIX MAIHEHTOB (CM.
pazgzen «OcoOble ykazaHusi»). [lpumenenme mpenapara DiulepeHOH-TeBa y MAlMEHTOB C
HapyleHHeM (pyHKIIUH NeYeHH TSDKENIOH CTeNeHH IPOTHBOMOKA3aHO.

Conymcmsylowas mepanus

[Ipyn o1HOBpeMEHHOM NIPUMEHEHUH IPENapaToB, OKa3bIBAIOIINX C1ab0e WIH YMEPEHHO BBIPAKEHHOE
uHrubupylomee neiicreue Ha uzodpepment CYP3A4, nanpumep: SpHTPOMHIIMHA, CAKBUHABHPA,
aMHO/apoHa, JWITHa3eMa, BepanaMuia u (aykoHa3ona, - JeYeHHe IpenapaTtoM DIiepeHoH-TeBa
MOKHO Ha4aTh € JI03bI 25 MTI' OJIMH pa3 B CYTKH, IIPH 3TOM 71032 MOCJIEHET0 HE J0JIKHA IPEBLIIATh
25 Mr ojiuH pa3 B CyTKH (cM. pasaen «B3aumoieiicTBHE ¢ IPYTHMH JIEKApPCTBEHHBIMH CPEACTBAME ).
Jlemu

be3onacHOCTh 1 3¢ PeKTHBHOCTD IPHMEHEHUs IpenapaTa DIulepeHoH-1eBa y JeTeil B Bo3pacTe J10
18 net He ycTanosiensl. JlocTaTouHOE KOJIMYECTBO JJAHHBIX OTCYTCTBYET.

ITo6ounoe neiicTBHe

Hesxenarenbnbie spnenus (H) nepeuncienst B COOTBETCTBHH C CUCTEMHO-OPraHHBIM KJIacCOM H
abCoIOTHOM YacTOTOH X BOSHUKHOBEHHS.

YacToTa onpeznensiercs ciaeayomum obpazoM: odeHnb yacto (>1/10); wacto (ot >1/100 mo <1/10);
Hevacto (ot >1/1000 mo <1/100); peaxo (ot >1/10000 mo <1/1000), ouens peaxo (< 1/10000);
gactora HewspecTHa (HS B mocrpermcrtpanmonnom nepuone; HS He Moker ObITh OlleHEHA IO

HMEIOLIUMCS JAHHBIM ).

CHeTeMHO-0praHHbIH KiIace Yacrora HesxenaTeabHble IBJICHHS
Hugpexyuonnvie u  napasumapnwie | Heacto ITuenonedpur, papunrur
3abonesanus
Hapywenus co cmoponvt kposu u | Hewacto Do3uHOpHIHSL

numghamuyeckoil cucmemvl

Hapywenus co cmoponwl anooxpunnoi | Hedacto ['unotupeos
cucmembl
Hapywenuss co cmoponsi obmena | Yacto ['unepkanueMusi, rUTIEPXOJIECTEPUHEMHS,
eewjecms u NUMAaHuA THIEPTPUIITHIEPHIEMHS
Heuacto Jlerunparanus, THIOHATPHEMHS
Hapywenus ncuxuxu Heuacto becconnnna
Hapywenus co cmoponer nepenoii | Yacto ['onoBokpyxenue, 06MOpox
cucmemul Heuacto ['onoBras 6ok, runecre3ns

Hapywenus co cmoponer cepoya Yacto Wudapxt muokapaa




Heuacro JleBokenyiouKOBask  HEIOCTATOYHOCTb,
bubpuutanus npeacepaui
Hapywenus co cmoponwl cocyoos Yacto Cumxenue AJ]
Hewacto OprtocTaTHueckas THIIOTEH3HS, TPOMOO03
apTepUi HIJKHUX KOHEYHOCTEH
Hapywenus co cmopoHnwt | Yacto Kamens
ObIXAMEeNbHOU — CUCMEMbl,  OP2AHO8
2PYOHOI KIemKU U CPeo0OoCmeHus
Hapywenusa co cmoponwt smcenyoourno- | Hacto Juapes, TomHoTa, 3a10p
KUWLEYHO020 MPAaKma Heuacto Merteopu3sm, pBoTa
Hapywenus co cmoponvi nevenu u | Hewacto XONeHCTHT
JHceN4esbl800AUUX nymell
Hapywenus co cmoponvr xoxcu u | Yacto KoxHpIi 3y, KOXKHAs CHIITb
NOOKONACHBIX MKAHET Heuacto ['unepruspos
Yactora AHTHOHEBPOTUYECKUH OTEK
HEH3BECTHA
Hapywenus co cmoponwvt ckenemmno- | Yacto Cynopors B MKPOHOKHBIX MBIIIIAX HOT,
MbIULEHHOU U COCOUHUMENLHOU MKAHU MBIILIEYHO-CKesIeTHas 00J1b
Heuacto Boins B ciune
Hapywenua co cmoponsr nouvex u | Hacto Hapymenne QpyHKIHH IOYeK
MOUYeBbI800AWUX Nymell
Hapywenua co cmoponvt nonoseix | Heuacto ['maexomacTus
0p2ano06 U MOJIOYHOTU Jicene3vl
Obwue paccmpoiicmea u Hapywenus ¢ | Heuacto AcTeHus, HeJOMOTaHHE
Mmecme 66e0eHuUs
Jlabopamopnuvie u | Yacto [ToBbInIeHHE KOHIIEHTPAIIUH OCTATOYHOTO
UHCMPYMEeHmManvHvle OaHHbLe a30Ta MOYEBHHBI B CEIBOPOTKE KPOBU
Heuacto [ToBbIIeHHE KOHIIEHTPAIIMK KpeaTHHHHA,

CHHIXCHHE OKCIIPECCHH penenropa

AMUAEPMATEHOTO daxkTopa  pocra,
NOBLINECHNE KOHIEHTPAIMH TIIIOKO3Bl B

CBIBOPOTKE KPOBH




Ilepeno3npoBka

CiygaeB TmepelO3MpOBKH OJIUIEPEHOHAa Yy 4dejoBeka He omucaHo. Hambosiee BepoSTHBIME
NPOSIBICHUAMH TEPE03UPOBKH MOTrYT ObITh cHIKeHHe AJl W runepkamueMus. DIUIEPEHOH He
yaalseTrcs Ipd reMoauann3e. YCTaHOBIEHO, YTO OJIUIEPEHOH aKTHBHO CBS3BIBACTCS C
aKTUBUPOBaHHBIM  yrieM. [Ipu BelpakeHHOM cHKeHHH AJ] HeoOXOaHMMO HA3HAYHTH
NoJ/IepKUBatoIIlee JeueHne. B ciryuae pa3BUTHS rHIepKaMEMHH 1TOKa3aHa CTAHIapTHAS TepaITHsl.
B3anmoaeiicTBae ¢ APYrHMH JIeKaPCTBEHHBIMH CPEJICTBAMH

DapmakoduHamuyeckue 83aumooelcmsus

Kanuiicbepezaiowyue ouypemuxu u npenapamst Kanus

VYuuThIBasg MOBBIIEHHBI PHCK Pa3BUTHS THIEPKAIHEMHH, STUICPEHOH HE CIEAyeT Ha3HayaTh
NalueHTaM, IOJIyYaloluM KanuicOeperaromue JUypeTHKH H Ipenaparbl Kaaus (CM. paszen
«ITpotuBonoxa3zanus»). Kanuiicbeperaroouue IuypeTHKH MOTYT YCHIHTh 3()(EKThl THIIOTEH3UBHBIX
CPEJ/ICTB H APYTHX JTUYPETHKOB.

IIpenapamul, codeporcawyue numuil

B3anmozeiicTBue smuiepeHOHa C TpernapataMH JMTHA He u3y4anoch. OJHAKO y MNaIlHEeHTOB,
MOJIy4aBOIAX IIpEnapaThl JIHTHA B COUYETAHHH C JAuMypeTHKamu H uHruOurtopamu AIID, omucansr
CIIydad TIOBBIIIEHHS KOHLEHTPAlMH M HHTOKCHKAanuH juTHeM. Ecimum mopoOHas komOuHAIms
HeoOxoamMa, 1enecoobpasHo KOHTPOJIHPOBATH KOHIEHTPALMH JIATHS B IUIa3Me KPOBH (CM. pasjern
«OcoO0ple yKazaHHs»).

Luxnocnopun, makpoaumyc

[{MKJIOCIOPHH M TaKpOJIMMYC MOIYT BbI3BaTh HapylleHHe (YHKIHHM IOYEK M IOBLICHTH PHCK
pa3Butus runepkamuemMud. Creayer uszberaTtb OJHOBPEMEHHOrO NPHMEHEHHS OJIUIEPEHOHA H
IIMKJIOCTIOPHHA WK TakpoiuMyca. Eciu Bo BpeMst j1edueHHs SIUIepeHOHOM NOTpedyeTcs: Ha3HaYeH e
[IMKJIOCIIOPHHA WIJIM TaKpOJIMUMYcCa, PEKOMEHIYeTCs TIATEJIbHO KOHTPOJIMPOBATH KOHIEHTPAIHIO
KaJIusi B CBIBOPOTKE KPOBH U (DYHKIHIO 1Touek (eM. pazzen «Ocolble yKazaHus»).

Hecmepouonvie npomueosocnarumenvruole npenapamot (HIIBII)

Jlewenne HIIBII MoxeT mnpuBecTH K OCTpOH NOYEYHOH HEJIOCTATOYHOCTH 3@ CYET MPSMOTo
MOAaBIeHUS KIIyOO4YKOBOH (MiIbTpanuu, OCOOEHHO Y MAIMEHTOB TIPYNIBI pHCKA (HOXKHIIBIE
MALMEeHTH! H/WIK MalUeHTsl ¢ Aeruaparanueit). [Ipy cOBMECTHOM IMPUMEHEHHH 3THX CPE/ICTB 0
Hayajla M BO BpeMs JIeUeHHS HeoOXoauMo obecreuynBaTh aJeKBATHBIH BOJHBIH DPEKHM H
KOHTPOJIUPOBATh (PYHKITHIO MTOYEK.

Tpumemonpum

OHOBpeMEHHOE INPHMEHEHHE TPUMETONPHMA C SIUIEPEHOHOM IIOBBIIAET PHCK Pa3BHTHA
THIIEpKATHEMHH. PekoMeHIyeTcss KOHTPOJIUPOBATh KOHIEHTPAILHIO KaTHS B CHIBOPOTKE KPOBH H

(I)yHKI.IH}O IIOYCK, 0coOeHHO Yy NAaIMUeHTOB C II0OYE€YHOH HEJ0CTAaTOYHOCTEIO U Y IOXHITBIX TIOJICH.
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Hneubumopwr AII® u anmazonucmol peyenmopoé anzuomenzuna Il

IIpn npumenenun osiulepeHoHa ¢ uHruOuTopamMu AIID WM aHTArOHHCTaMH pELENTOPOB
anruorensuHa Il cieayer TmarenbHO KOHTPOIMPOBATH YPOBEHB KATHs CHIBOPOTKH KpoBH. [To100Has
KOMOHHAIMS MOJXET NPHUBECTH K YBEJIHYEHHIO PHCKA Pa3BHTHS THIEPKATHEMHH, OCOOEHHO Y
NALMEHTOB C HapymeHHeM (yHKIUH TOYeK, B T.4. Yy MOXKHIBIX mojel. [IpumeHeHne TpoiHOM
KoMmOuHaiuu (3rutepenoH + uarudburop AII® + APA II) npotusomnoka3zano;
Anvgpal-aopenobrokamoput (npazosun, anegyzozun)

IIpn oxHOBpEeMeHHOM IpHMeHEeHHH anbdal-aapeHo0I0KaTOPOB ¢ MIEPEHOHOM MOJKET YCHIIHTHCS
THIIOTEH3UBHOE JCHCTBHE HW/HIIM YBEIUYHUTHCS PHCK Pa3BUTHS OPTOCTATHYECKOH T'HIIOTEH3WH, B
CBSI3H C YE€M PEKOMEH/IyeTCsl KOHTPOIUpoBaTh A/l npu nepemMeHe mojoKeHus Tea.
Tpuyurnuveckue anmuoenpeccanmsl, HeUPOIenMUKU, aMugpocmuH, baxkiogpen

IIpy OZHOBPEMEHHOM MPUMEHEHHH J3THX CpPEACTB C J3IUICPEHOHOM MOXKET YCHIIUTHCA
AQHTUTHIIEPTEH3UBHBIA 3Q(EKT HIIH YBETHYHTHCS PHCK PA3BUTHS OPTOCTATHYECKOMH THIIOTEH3HH.

1 moxoxkopmuxoudsl, mempaxko3axmuo

OHOBpEMEHHOE IIPUMEHEHHE ITHX CPEZCTB C AILICPEHOHOM MOKET MPHBECTH K 3a/IEPIKKE HATPHUS H
JKHIKOCTH.

DapmakoxuHemuyeckue 63aumo0eticmeaus

UccneoBanus in vitro CBHACTENLCTBYIOT O TOM, YTO JIUIEPEHOH He HHrHOHpyeT H30()epMeHTHI
CYPIA2, CYP2C19, CYP2C9, CYP2D6 u CYP3A4. DnnepeHoH He SBISETCS CyOCTpaToM HITH
HHTHOUTOPOM TIIMKOTIpoTenHa P.

Hueoxcun: AUC TUroKCHHA IPH OJHOBPEMEHHOM IPUMEHEHHH C SIUICPEHOHOM YBEJIMYHBAETCS HA
16% (90% JIN: 4% - 30%). Heobxommumo cobmoaaTh 0CTOPOKHOCTE, €CITH JUTOKCHH IPHMEHSETCS
B J103aX, OJIM3KHX K MAKCHMA/IbHBIM TE€PANeBTHYCCKUM.

Bappapun: xnmHUYECKH 3HAYUMOT0 (hapMaKOKHHETHYECKOTO B3aUMOJICUCTBHS ¢ Bap(hapHHOM HE
BBLIBIIEHO. HeoOxoaumo cobmoath 0CTOPOIKHOCTD, €CITH BaphapruH IPUMEHACTCS B 103aX, OJIH3KHX
K MaKCHMAaJIbHBIM TE€PANeBTHYECKHM.

Cyocmpamer  uzogpepmenma  CYP344: B CHENMAIBHBIX  MCCJIEHOBAHHAX  IPHU3HAKOB
(apMaKOKMHETHYECKOTO B3aUMOJEHCTBHS SIUIepeHOHa ¢ cyOctparamu u3odepmenta CYP3A4,
HaNpHMep, MUIA301aMOM H LU3AIPH/IOM, BBISBIECHO He OBLIO.

Hueubumoper uzogpepmenma CYP3A4: mownvie uneubumopwr uszogpepmenma CYP3A4 - npu
NPUMEHEHHH SIIJIEPEHOHa €O cpezicTBaMu, HHruOupyomumu uzodpepmertr CYP3A4, Bo3MOKHO
3Ha4YnMoe (apMakOKHHETHUeCKoe B3auMozeicTBie. Momublii uarudutop nzodepmenta CYP3A4
(xkeroxonazon 200 Mr naBa pasa B cyTku) BeI3biBan yBenuueHne AUC smiepenona Ha 441%.
OaHoBpeMeHHOE MPHMEHEHHE JIUIEPEHOHA ¢ MOIMHBIMH HHruOntopamu uszodepmenta CYP3A4,

TaKUMH  KaK: KETOKOHA30Jl, MWTPAaKOHA30], pPHUTOHABUP, HeA(DHUHABUP, KIAPHTPOMHUIHH,
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TETUTPOMUIMH U He(}aszo0H, - MPOTHBOMOKa3aHo (cM. pasaen «IIpoTuBonoka3anus»); crabvie u
ymepennvie  uHeubumoper  usogpepmenma CYP344 - OIHOBPEMEHHOE IIPHMEHEHHE C
SPUTPOMHIIMHOM, CAKBHHABUPOM, aMHOJAPOHOM, AHITHA3€MOM, BeparnaMHIoOM H (IyKOHA3010M
COINPOBOXKAAIOCH 3HAYUMBIM (HapMAKOKHHETHYECKHM B3aHMOJCHCTBHEM (CTENEHb YBEITHYCHHS
AUC BapeupoBanma ot 98% no 187%). Ilpu oxHOBpeMEHHOM NPUMEHEHHH 3THX CPEACTB C
SIJIEPEHOHOM /1032 IIOCIEIHEro He J0/DKHA MpeBbImath 25 Mr (eM. paszaen «Crocol npuMeHeHus 1
JI03B1»).

Hruoyxkmopwr usogpepmernma CYP3A4

OnHOBpeMEHHBIH MpHEM TIpenaparoB, COJAEpKauMX 3BepoOOH MpOALIPABICHHBIA (MOIIHBIH
unaykrop uzopepmenta CYP3A4), ¢ snnepernonom Boi3eiBai cHikenne AUC nocieaaero na 30%.
[Tpun npumenenun Gosee MoImHBIX HHAYKTOPOB H30(pepmenta CYP3A4, Takux kak pudaMIHInH,
BO3MOXKHO Ooiiee BbIpaxkeHHoe cHHKeHHe AUC smiepeHoHa. YUHTHIBask BO3MOXKHOE CHHIKEHHE
3} dexkTHBHOCTH SIUIEpeHOHA, OJHOBPEMEHHOE NPHMEHEHHE MOIIHBIX HHIYKTOPOB H30(epMeHTa
CYP3A4 (pudpamnununa, kapbamazenuna, Gpenuronna, Gpenodapdburana, npenaparon, CoAeprKallHxX
3Bepo0oit npoAbIPsBIEHHBII) He pekoMeHIyeTcs (cM. paszzen «Ocobble yKazaHHs»).

Anmayuows: B3aNMOIEHCTBHS AHTAIU/IOB € SIUIEPEHOHOM IPH HX OHOBPEMEHHOM NPHMEHEHHH He
IpeanosaraeTcs.

Oco0b1e ykazanus

TI'unepxanuemus

Ilpn se4eHHH OSIUIEPEHOHOM MOXKET pPa3BUTHCS TIHIEPKAIHEMHS, KOTOpas oOyCIIOBIEHA €ro
MEXaHU3MOM JIeHCTBHS. B Havase jiedeHHs U NpH M3MEHEHHH JI03bl Nperapara y BceX IallueHTOB
CllelyeT KOHTPOJMPOBAaTh KOHLEHTPAMIO KajlMsl B CHIBOPOTKE KpOBH. B  jnanbHeiiniem
HNEPHOAMYECKHH KOHTPOJIb KOHUEHTPAIMH Kadusd pPEKOMEHIYETCS IPOBOAHTH MAIlHEHTaM C
MOBBLIIIEHHBIM PUCKOM Pa3sBUTHS IMIIEPKATHEMHUH, HAlpUMED, TOKHUIBIM, MAIlHEHTaM C T0YeYHOM
HEJI0CTaTOYHOCTBIO (cM. paszzen «Crnocod npuMeHeHHs U 03b1») H cCaXapHbIM 1Ha0eTOM. Y YHThIBas
NOBBIIICHHBIH PHCK pa3BHUTHS THIIEPKATHEMHH, Ha3HAuUCHHE IIpPernapaToB KaaHs IIOCIe Havaia
JIeYEHHUs SIIJIEPEHOHOM He pekoMenayercsi. CHHXKEeHHE J103bl AMIEPEHOHA IPUBOIUT K CHIDKEHHIO
KOHIIEHTPAIIMHU KaJIUs B CBIBOPOTKE KPOBH.

Hapywenue ¢hynkyuu novex

V nanueHToB ¢ HapymeHueM (pyHKIHH IOYeK, B TOM Yuciie JHabeTHYecKoi MHKpOTbOyMUHYpHEid,
PEKOMEH/IYeTCsl PEeryJIipHO KOHTPOJIMPOBATH KOHIIEHTPALMIO KAl B CHIBOPOTKE KpOBH. Puck
Pa3BHTHS IHIIEPKATHEMHH YBEIHUHBACTCS NIPH CHUKEHUH (QYHKIIMHU MoYeK. XOTs YHCIIO MAllHeHTOB
C caxapHbIM JiHabeToM 2 THIIa 1 MHKPOATLOyMHUHYpHEH B HCCIIEI0BAHUAX ObUIO OrpaHHYEHHBIM, TEM

HE MCHEC, OBLIO OTMEYEHO YBEIHYCHHE YaCTOThlI TI'HIICPKATHCMHH. B cBsa3u ¢ atuM Y TaxKux
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MALHEHTOB JIEYCHHE CJIeAyeT IPOBOJANTH C OCTOPOJKHOCTBIO. DIUIEPEHOH HE YyIAIseTcs IpH
remozauanuse. s gononHuTebHON HHGOpManK Taioke cM. paszaen «IIpotnBonokasaHus».
Hapywenue ¢ynxyuu nevenu

V nanueHToB ¢ HapyImeHHeM (YHKIMH IeYEeHH JISTKOH WIIH CpeIHeH CTENEeHH TsHKECTH (KIacchl A U
B no xmaccupukammm Yaitna-ITpro) yBenuueHHs KOHIEHTPAlMHM Kaius B CBIBOPOTKE KpPOBH
> 5,5 MMOJIB/JT BBISIBIIEHO HE ObUIO. Y TAaKUX MALMEHTOB CIEIyeT KOHTPOJIMPOBATh KOHLEHTPALHIO
aneKTpoauToB. [IpuMeHeHne npenapara DrulepeHOH-TeBa y MalMEeHTOB ¢ HapyIIeHHeM (YHKIHU
NIEYCHHU TSUKENIOH CTeNeHH NPOTHUBOIOKa3aHo (cM. paszaen «[IpoTHBOnmOKa3aHus»).

Huoyxkmopwr uzogpepmenma CYP3A4

OpnHOBpeMEHHOE IIPUMEHEHHE JIUIEPEHOHAa ¢ MOIIHBIMU HHAYKTOpamMu u3opepmenta CYP3A4 ne
pekomenayercs (cM. paszen «B3auMoieiicTBHE ¢ APYTHMH JIEKapCTBEHHBIMH CPEICTBAMUY).
Luxnocnopun, maxpoaumye, npenapamsi, cooepicaujue 1umuil

Bo Bpems sieueHHs SIuIepeHOHOM cleayeT Hu30eraTh Ha3HAUeHHs STHX CPEACTB (CM. pasjen
«B3aumojeiicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMHY).

Bcnomozamenvhvie eewjecmsa

Ilpenapar Omuiepenon-TeBa comepkHT 1akTo3bl  MoHormapar. [lanmentaM ¢ peako
BCTPEYaKOIIUMHCS HACIEJICTBEHHBIMHU 3a00/I€BAaHUSAMH, TAKUMH KaK HENEePeHOCHMOCTh TalaKTO3bl,
HETEPEHOCUMOCTD JIAaKTO3bl BCIIEJCTBHE Ae(UIATA JIAKTa3bl HIH CHHIPOM IIIHOKO30-TalaKTO3HOM
MasibabcopOnuy, He ciaeayeT IPUHAMATE JaHHBIH JIeKapCTBEHHBIH Mpernapar.

Jlanublii npenapat cogepkut Menee 1 Mmosts (23 Mr) HaTpust Ha OIHY TabJIeTKy, TO €CThb 110 CYTH, He
COZEPIKUT HATPHSL.

Bangnue Ha crioco0HOCTH YIPABJISTH TPAHCHOPTHBIMH CPEICTBAMH H MEXaAHH3MAMH
OddekxTr! s1IepeHOHA HAa CIOCOOHOCTH YIPABIISATH ABTOMOOHIEM HIIH T10JIB30BaTHCA TEXHUKOH HE
u3ydanuch. B pexomenayeMbIx n03ax 25 Mr 1 50 Mr s1UIepeHOH He BBI3BIBACT TOJOBOKPY)KCHUH H
00OMOPOYHBIX COCTOSIHHIA.

®opma BuITyCcKa

Tabnetku, MOKpPHITHIE MIIEHOYHOIH 00051049KOi#, 25 Mr, S0 M.

ITo 10 Tabnerox B 6muctep n3 [IBX/TIB/IX/amoMunneBoit GoIbra.

3 GnucTepa BMeCTe ¢ MHCTPYKIMEH 110 MPUMEHEHHIO B KApPTOHHYIO IIQYKy ¢ KOHTPOJEM IEPBOTO
BCKPBITHS.

YeaoBusi Xxpanenust

XpaHuTh 1pH TeMIepatype He Boime 25 °C.

XpaHHUTh B HEJOCTYIIHOM 1A JieTeit mecTe!

Cpoxk roanocTu

2 rona. He IIPHUMEHATE IO HCTECUCHUH CPOKA rOJHOCTH.




Yeaosus OTIyCKa

OTmyckaroT 1o perenty.

HanmeHnoBanue aepzxares (BJagebla) perncTPallHOHHOIO Y0CTOBEPeHHS

Tesa ®apmanesruyeckue [Ipeanpustus Jita., U3pauns

IIpousBoauTenn

Tesa ®apmacerotukan Bopxc Ilpaiisat Jlumuten Komnanu, 4042 JleGpenen, yi. Ilammaru 13,
Benrpus

Oprann3anns, NPHHAMAKMAs NPeTeH3HH NoTpeduTe el

000 «Tesay, 115054, Mocksa, yn. Banosas, 35,

Ten.: +7 (495) 644 22 34,

daxc: +7 (495) 644 22 35

A,apec B MHTEpHETE: www.teva.ru

Mene/pkep 1o perucTpannn Copoxuna 1.10.




