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LUl din /

MeRAYHAPO/HOE HENATEHTOBAHHOE I IPYHIIIPOBOYHOE HAIIMEHOBAHIIE: paderpasol
JlekaperBennast popma: TabJIeTKH. TOKPBITHIC KHIIIEUHOPACTBOPHMOIT 000I0UKOI

Cocras

Kaznas TabaeTka. moKpbITas KHILEUYHOPACTBOPHMOIT 000104KOI. 10 MI cOepKuT:

oetiemeyiouyee eeujecmeo: padenpazon Hatpus 10 mr:

GCNONOLAMETHIBIC GeUfeCMEd; MAHHUTOIL, TUITPOI03a HU3KO3aMEIIeHHAs. MarHust OKCH/1 TAKEbIii,
runpomesuiosa  (Scps), Hatpus Jlaypwicyibar. TajdbK. MarHus creapar. (J0o.10uka: 3€uH,
TPUITHALMTPAT. D00.10uKa  Kuuteunopacmeopuids. METAaKPUIOBOIT KHCJIOTHI M ATHIAKpHIIAaTa
cononumep [1:1] (meTakpuaoBoii Kneaotsl conoannmep (turn C)), TPHITHILHTPAT, TallbK. D00.10uKA:
Onajpaii poszosbiii 03B54475 (runpomennosa 6 cP. turana amokeua (E171). maxporon-400,
KpacuTellb Keie3a okeujl KpacHblil (E172)). Cocmae uepnvix vepnit oast nanecenus naonmucu na
madaemre 10 ae: wennax riaasypb 45%. kpacuresb Kenesa oken/1 uepublii (E172). nzonponniiosblii
CIHPT, H-OyTaHOI, MPOMIJICHITHKO/Ib, aMMHAKa pacTBOP KOHUEHTPHPOBaHHBIIT 28 Y.

Onuncanne

Kpyrible, JABOSKOBBINYK/bIC TadICTKH, MOKPBITBIC 000JOUYKOIl OT PO30BOr0 10 KOPHYHEBATO-
PO30BOro BETA ¢ MAPKHUPOBKOiT uepHoro useta «RB10» na o/1Hoii ctopone. Ha nonepeunom paspese
AP0 0T 0e10ro 10 Mo4TH OEI0ro 1BeTa.

MapmaroTepaneBTHYECKAS IPYIINA

Cpe/ICTBO MOHITKAOLIEE CEKPELIHIO HKelle3 jKesyAKa — MPOTOHHOIT MOMIIbI HHTHOHTOP.

Koa ATX: A02BC04

dDapMaroJornyecKie cBoicTBa

Dapmaroounarmura

Mexanusa ociicmeus

PaGenpa3o/1 OTHOCHTCS K KJIACCy @QHTHCEKPETOPHBIX CPE/ICTB, KOTOPbIE B XHMHUYCCKOM OTHOLICHHH
SBJISIIOTCS  3aMeleHHbIMM  OeH3nMiiasonamn.  Padenpason  yrueraer axkTHBHOCTH (pepMmeHTa
H'/K"AT®-a3bl («pOTOHHBIIT HACOC»). OJIOKHPYsT TEM CaMbIM 3aKIOUYHTEIbHYIO CTAHIO CHHTE3a

COJISIHOIT KHCIIOTBL. DTOT 2(PPeKT HOCHT J0303aBHCHMbII XapakTep H NPHBOAUT K YIHETCHHIO KaK
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0a3abHOIl. TaK 1 CTHMYJIMPOBAHHOI CEKPELHH COJIAHOI KICIOTBI HE3ABHCHMO OT pas/ipakuTeis.
Padenpa3zosn He 001a1aeT aHTHXOJIHHEPIHYECKUMH CBOICTBAMMU.

Anmucexpemopnas akmugnocmo

[Tocie npiema BHYTpb 20 Mr padernpasosia aHTHCEKPETOPHbII A(PEeKT BOSHUKAECT B TEUCHHE yaca.
Vruetenue 0a3ajibHOIl U CTHMYIHPOBAHHON CEKPELU COISIHON KHCIOThI yepes 23 4 mocJe npuema
nepsoii j103pl padenpazona coctasiser 62% 1 82%, COOTBETCTBEHHO, H MPOI0IKACTCS 10 48 u.
Takas  npogOIKHTENLHOCTL  (PAPMAKOKMHETHYECKOTO  JICIICTBHA ~ HAMHOIO  MPEBBIIIACT
rnpe/ckasyemMoe no rnepnojay nosysbiseaeHus (T 2), KoTopelil coctapaseT npuMepHo 1 4. JlanHblii
YypPekT MokeT ObITh O00BSCHEH CBs3bIBaHHEM JiekapeTBeHHOro BemtectBa ¢ H/KTATd-a30i
napHeTajabHbIX KJICTOK JKey/AKa. Beanunna uurudnpytoutero aeiicteus padenpasosa Ha CEKPELHIO
KHCJIOTBI JIOCTHIACT IUIaTo 1ocje Tpex JHell npuema padenpasona. [Ipn npexpaiienun npuema
CEKPETOpHAasi aKTHBHOCTh BOCCTAHABIMBACTCS B TeueHue 1-2 aHeil.

Baustnue na konyenmpayuio eacmpund ¢ ColGOPOMKE KPOGil

B Hauasie Tepanun padenpas3ooM KOHUEHTPALUS racTPHHA B CIBOPOTKE KPOBH YBEJIHUHBACTCS., YTO
SIBJISICTCSL OTPAKEHHEM MHTHOHPYIOHIETO BJIMSHHS HA CEKPELUIO COJIHOI Kica0Thl. KoHuenTpanms
racTpHHa BO3BPAIIACTCS K HCXOAHOMY YPOBHIO OOBIYHO B TeueHHe 1-2 Hesellb 1mociie npeKpaieHus
JICUCHHUSL.

Bausinue na s>umepoxposagphunonoooonvie Kiemni

M3yuyenue OHOMTATOB JIHA M AHTPAJIbHOrO oOTAeTa skeiy/aka Oosee vem y 500 naumeHTOB,
MOJYUABIINX padernpa3osl WK MpenapaT cpaBHEHHUs MPOI0JIKUTEILHOCTBIO 10 8 Hele/b. HE BBISBHIIO
H3MEHEHHIT B MOP(OJIOrHueckoii cTpykType sHTepoxpomadPpuuono100uex (ECL) kneTok. crenenu
BLIDQKEHHOCTH TacTpUTa. 4acToTe aTpoUYECKOro racTpuTa. KHLIEUHOI MeTaruia3sud  HiH
pacnipocTpaneHHocTH HHpekunn Helicobacter pylori.

B uccnenoBannn ¢ yuactuem Oosiee 400 nampeHToB. noaydyasimnx padenpason B jgo3e 10 mr/aeHsb
w20 Mr/1eHb, TPOO/DKUTEILHOCTBIO J10 | roj1a. yacToTa runepriazni Obljia HH3KOH H CpaBHHMOI
¢ TAKOBOIl /Ul MAIlIMEHTOB. MOJYYaBIIHX oMernpa3oi B 03¢ 20 mr/aeHs. He Obl1 3apeructpuposan
HIT OJIHH CJIy4ail aJeHOMATO3HBIX H3MEHEHMIH MM KapUMHOMIHBIX OMyXouieil, HaO/101aBIINXCs
V KpbIC.

Jpyeue s¢hhpexmoi

B HacTosiiee BpeMst HET JIAaHHBIX O TOM. 4TO padernpa3o/1 BbI3bIBACT CUCTEMHbIE YH(PPEKThI CO CTOPOHBI
HeHTpaibHoii HepBHOiT cuctembl (IIHC), cepaeuno-cocyancToi 1 asixaresnbHoil cucrem. Ilpu
nepopajibHOM rnpueme B j1o3e 20 Mr B TedeHHe 2 Heledb padenpa3oll He OKa3bIBAECT BIMAHMS Ha
()YHKIHMIO HIHTOBHIHOI Kese3bl. MeTadOoaM3M YIUVIEBOOB. @ TAK/Ke Ha KOHUEHTPALHH B KPOBH
MapaTUPEOTHOTO TOPMOHA. KOPTH30Ja, HCTPOTEHOB. TECTOCTEPOHA. TMPOJIAKTHHA. CEKPETHHA,
FIIOKAroHa.  (POJUIMKYJIOCTHMYIHPYIONIETO  TOPMOHA, JIIOTCHHU3HPYIOIIETO TOPMOHA. PEHHHA,
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AJIBJAOCTEPOHA H COMATOTPOITHHA.

Dapmarokunemura

Aocoponus

Pabenpa3zo:1 OblcTpo adcopOHpyeTCst U3 KHILIEUHHKA, H €r0 MaKCHMalbHasd KOHICHTPALHs B MJ1a3Me
(Cmay) OCTHTARTCS TPUMEPHO vepe3 3.5 u noce npuema j103bl 20 mr. M3menenne Ciax U 3HAUYCHUI
MJI0La/H 1mo/1 (hapMakOKHHETHYECKOI KpHBOil «koHIeHTpatus-Bpems» (AUC) padenpa3zoa HOCAT
JMHEHHBIT XapakTep B Jwmanasone 103 ot 10 g0 40 mr. AOGcomoTHas OMOAOCTYNMHOCTb [0CJIe
nepopaabHOro npuema 20 Mr (1o cpaBHEHHIO ¢ BHYTPHBEHHBIM BBEICHHEM ) COCTABIIACT 0K0JI0 52%.
Kpome 1oro. 010 10CTYIHOCTD HE H3MEHSETCS IIPH MHOTOKpaTHOM npueme padenpasona. Hu Bpems
npHeMa npenaparta B Te4eHHe CyTOK. HI aHTallM/Ibl He BIHAIOT Ha adbcopduuto padenpasosna. [puem
padernpasoJia ¢ KHpHOI nuieii 3ame et adcopduito padenpasona Ha 4 4 1 0oJee, 0 HaK0 HU Cinax,
HH CTENEeHb a0COPOLMHN HE H3MEHSAIOTCS.

Pacnpeoe.ienue

V yesoBeKa CTerneHb CBA3bIBaHMsS padernpazosia ¢ OeIKaMi IJ1a3Mbl COCTABSET 0KOJI0 97%.
Memado:usu

PaGenpaszon  metabonmsupyercss B OpraHusMe JABYMs  NYyTsAMH. 3HauyuTe/bHasg €ro 4actb
MeTadOIM3HPYETCs  CHCTEMHO  HeepMEHTATHBHBIM — NyTeM ¢ 00pa3oBaHHEM  THOY(DHPHBIX
npon3BoiHbIX. Padenpaszosn Takke mMetadojn3upyeTcs B MeveHu nocpeacTBoM nurtoxpoma P450 ¢
o0paszoBaHHeM CYJIb()OHOBOIO H JAECMETHIIOBOIO PON3BO/IHbIX.

Y 3/10pOBBIX JT00POBOJIBIEB MEPHO/T MOTYBBIBEACHHS H3 I1J1A3Mbl COCTABIIACT OKOJI0 1 4 (BapbHpyeTcs
o1 0.7 10 1.5 u). a cymmapHblii KaHpeHe cocTaBisieT 3.8 MiI/MHH/KT.

Boiceoenue

[Tocie oanokpatHoro mnepopambhoro npuema 20 mr “C-meuenoro pabenpasona okono 90%
padernpa3o/ia BbLICISACTCS MOUYKAMH. TPEHMYIIECTBEHHO B BH/IE THOY(PHpPa KapOOHOBOI KHCIIOTHIL. €€
FJAIOKYPOHHAA H B BHJIC MPOM3BOIHBIX MEPKANTYpPOBOIT KHCI0ThL. HensmeneHHoro padenpasoia B
Moye He onpeaenseTces. OcTaBiascs 4acTh NPUHATOro padenpasosa BbIBOANTCS Uepe3 KHILECYHHK.
CymmapHoe BbiBeAeHHE cocTaiseT 99.8%.

TepmunaibHas cTauist NOYEUYHOI HEJOCTATOUHOCTH

Y nauueHToB €O cTaOWIbHOIH MOUYEUHOIl HEJOCTATOUHOCTHIO B TEPMHHAIBHONH CTAJHH. KOTOPLIM
HEOOXO 1M T0UIe PAKHBAIOLILIIT FeMOIHAIN3 (KIMPEeHCe KpeaTHHHHA <5 Miu/Mun/1.73 M7). BbiBeaeH1e
padernpasosia cXokKe ¢ TaKOBBIM U1 3710pOBbIX 100poBOIbLEB. AUC 1 Ciyax Y 9THX NALHEHTOB ObLIN
NMpUMEPHO Ha 35% HIBKE. YeM Y 3710poBbIX J100poBobLeB. B cpeanem T2 pabenpazosa cocrabisii
0.82 u y 310poBbIX J100pOBOJIBIEB. 0.95 u — y HaleHTOB BO BpeMs reMojHainsa n 3.6 4 nocJje

reMoaHaiisa. K:lllpCHC pa()enpa?ona Y HatuHeHTOB ¢ 3a00JICBAHUSAMI TTOUEK, HYKTAtOIIHXCA B

reMoAHaaIn3e. ObL HPII6HII3HTCHLHO B JIBA pasa BbILIC. CM Y 3/I0POBbIX ,106})080ﬂbuCB.
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XPOHHYECKHIT KOMIICHCHPOBAHHBII LIHPPO3

[TanMeHThl ¢ XPOHHYECKHM KOMITCHCHPOBAHHBIM [IHPPO30M MeUeHH XOPOLIO NePEHOCAT padenpaso.
B n103¢ 20 mr 1 pa3 B jiedb. xots AUC yaBoena u Ciay yBesnuena Ha 50%, 1o CpaBHEHHIO €O
3710POBBIMH JI00POBOJILIIAMH.

[ToKuJjible mateHThl

V NOKHBIX NMALMEHTOB YTHMMHHAIIS paderpas3osa HecKolIbKo 3ameuieHa. [Tocne 7 auneii npuema
pabenpasosna B 03¢ o 20 mr 1 pa3 B aeHb y noxmislX jguiy AUC Oblia npuMepHO BBOE OOJIbIIE. a
Ciax TOBBIIIEHA HA 60%, MO CPABHEHHIO ¢ MOJIOIBIMI 3/I0POBBIMH J100POBOJILIIAMI: MPI3HAKOB
KYMYJISIIH padenpasosa He OTMeUalloch.

CYP2C19 nosmmopdhusm

VY naumeHToB ¢ 3aMeUIeHHBIM MeTadoan3mMoM rocpeacteom u3opepmenta CYP2C19 nocne 7 aneii
npuema padenpasona B o3¢ 20 mr B cytkn AUC ypeanunsaerca B 1.9 pasa. a nepuoa
MOMYBBIBEACHHA B 1.6 pasa, 10 CpaBHEHMIO € TeMH K€ TapaMeTpaMu Yy «ObICTPBIX
MeTaboIM3aTopoB». B TO BpeMs Kak Cax yBennunpaerces Ha 40%.

[Toxkasanust K NpHMEHEHITIO

CHMITOMBI JIMCIEIICHHU, CBSI3AHHOIT € MOBBIILIEHHOIT KHCIOTHOCTBIO JKEJIYI0UHOI0 COKA, B TOM YHCIIC
CHMIITOMBI racTpod3odareanbHoii peduitokcHoii 001e3HH (M3K0ra, KHCIas OTPbIKKa).
[IporuBonoKasanus

- HOBBIIICHHAS YYBCTBUTEILHOCTL K  padenpasoy. 3aMelleHHbIM OeH3MMMAa301aM  HWiIH K
BCIIOMOTaTeIbHBIM KOMIOHEHTAM Iperapara;

- OepeMEHHOCTB;

- IEPHO/L TPY/IHOTO BCKAPMJIHBAHHS;

- 1eTcKuif Bo3pacTt 10 18 neT.

C 0CTOPORHOCTHIO

Tsoxenast moueuHas HELOCTATOYHOCTb.

[Ipuvenenie npu 6epeMeHHOCTI I B EPHOA IPYIHOTI0 BCKAPM/IHBAHIS

JlanHpIx 10 0e30nacHOCTH MpHMEHeHHs padernpas3osa Bo BpeMst OepeMeHHOCTH HET.

MceneoBanns penpoAyKTHBHOCTH Ha KpblcaX M KPOJAMKAX HE BbIABMJIM MPH3HAKOB HApPYLICHUS
GepTrabHOCTH WK Je(PEKTOB Pa3BHTHS 1J10/1a. 00YCIOBICHHBIX Padenpa3ooM: OAHAKO Y KPbIC B
HeGOIBIINX KOJHUECTBAX Mpenapat NpoHHKAeT vyepes mialneHtaphblii 6apbep. [Ipenapar Pazo® ne
CleyeT TPUMEHSTh MpH OepeMEHHOCTH 3a HCKJIOUEHHEM TeX CIydyaeB. KOrja OKHIaeMblil
MOJIOKUTEIBHBIH YPPEKT /Uit MATEPH MPEBOCXOANUT BO3MOKHBII Bpe1 /UTs 1I10/1a.

HenspecTHo. npoHnkaet Jin padenpasosl B rpy/Hoe Moioko. COOTBETCTBYIONINE HCCIIC/I0BAHUS Y
KOPMSILIIMX JKEHIIMH He TpoBo/uUInCch. Bmecte ¢ Tem palenpason oOHapyKeH B MOJIOKE

JAKTHPYIOUHX KPBIC. ITOYTOMY Hperapat HeJIb3s HPHMEHATH KOPMSIIHM KCHIHHAM.



Crnocod npuyeHeHsi i 103bl

BuyTpb. B 103¢ 10 Mr (1 TabieTka) 0/1MH pa3 B CYTKH.

Tabnetku npenapata Pa3o” Helb3s pazKeBbIBaTH MM HM3Mesb4aTh. TadlaeTKu cieayer rioTarh
HeMKoM. PeKoMeH1yeTes nmpueM rpenapara yTpoM. rnepe;l IpHeMoM MHIIH. Y CTaHOBICHO. YTO HU
BpeMS CYTOK. HH TIPHEM IHILH HE BIAMSIOT Ha aKTHBHOCTBL padernpasosia. HO PeKOMEHIYEMOe BpeMs
npuema TadaeTok Pa3o” crnocoOCcTBYeT ayuleMy coO/IH0ICHHIO TAHEHTAMH CXEMBbI JICUCHHS.

[Ipu orcyTeTBHI A(PPeKTa B TEUSHHE TIEPBBIX TPeX /IHElT JIeueHHst HEOOXO M OCMOTP CHEIHAINCTA.
MakcumanpHblii Kypce JieueHnst 0e3 KoHeybTauuu Bpada — 14 aueii.

IToGounoe xeiicrBue

PaGenpa3on 00bI4HO XOpoino repeHocutes naunentamu. [lodounsie >(hdexThl B 1EI0M €100
BLIPAKEHHBIE M YMEPEHHbBIC H HOCAT MPEXOAIINIT XapaKkTep.

[Tpu npuenme padernpasosia B X0/1¢ KIHHHUECKUX HCCIE10BaHHIT OTMEUATNCh CJCYIONIHE TOOOUHbIE
JieficTBUS: TOJ0BHAs 00Jb. 00Jb B JKHBOTE. JAHApes. METEOPH3M. 3arop, CyXOCTh BO PTY.
rOJIOBOKPYIKEHHE. ChIllb, NepupepHiIecKmii OTeK.

Yacrora pa3Butus noOouHBIX Y(P(PEeKTOB H3I0KEHA B COOTBETCTBHH CO CJIEAYIOIIEH Ipajalieii:
oueHb yacTo (>1/10): wacto (1/10 — 1/100): newacto (1/100 — 1/1000): peaxo (1/1000 — 1/10000);
oueHb peako (<1/10000).

Hapyuwenus co cmoponol usasyunou cucmenn

Pe/1ko — ocTpble CHCTEMHBIE a/VIEPrHYECKUE PEaKIHH.

Hapyucenust co cmoponst Kpogu u 1uM@amuyeckolr Cucmenvl

Pesiko — TpoMOOLMTONEHNS, HEIITPONIEHHS, JICHKOICH .

Hapyucenus co cmoponst ooxena eeufecme i numdai s

Pejiko — runomaruuemus.

Hapyuienust co cmoponvt 2endaimoouiudpiolt Cucneno

Pe/Iko — MOBBbIILICHHE AKTHBHOCTH «IEUCHOUHBIX» (JEPMEHTOB, TEMaTHT. JKEJITYXa. NeUYeHOYHas
HIEaTonaTHs.

Hapyutenus co cmoponst nOYCK 1 Mo4eGuIGOOSUUX NYmell

OueHb peIKo — HHTePCTHIHAIbHBII HEPPHUT.

Hapyutenus co cmoponst KoJict it ROOKOJICHBIX MKAnell

Pejiko — Oyiuie3Hble  BBICHINAHMS. KPANMBHUIA: OY€Hb PEJIKO — MYJIbTH(GOpPMHAs Spurema.
TOKCHYECKHIT dniaepMaibHblii HeKpoau3, cunapom CtupeHca-JKOHCOHA.

Hapyuenus co cmoponst cxeaemno-soliteqinoll i coeounume1bHot mrdan

Pesiko — Muanrus. aprpairus.

Hapyuienus co cmoponst penpooyKmueHol cucmeol

OueHb PEAKO — FTHHCKOMACTHS.



M3menennii 1abopatopHbIX MoKasartesieii B Xo/ie npiema padenpasosa He HadJI0/1a10Ch.

[Ipit npueme HHrHOMTOPOB MPOTOHHOH TMOMIIBI BO3MOKHO YBEJIHYCHHE PHCKA BO3HHKHOBEHMSA
MepesioMoB KocTeil (¢ pazoet « Ocodwvie yrasanis »).

IlepenosnpoBra

Cuvnmont. JJaHHbIC O HAMEPEHHOIT HITH CIIy4aiiHoil epe/103upoBKe MIHIMAIbHBL. Co001anock o
npueme npenapara B jo3e 60 Mr 2 pasza B jeHb wian 160 Mr 0HOKPATHO. MPH 9TOM MOOOUHbIE
S} PekThl ObITI MHHUMAIBHBI 1 00PATHMBI 1 HE TPeOOBAIN MEAMLIMHCKOr0 BMEIIATEIbCTRA.
Jlevenue.  Cneunduueckuii  antingot Juis  palenpasona  Heussecten. PaGenpason  Xopoiuo
CBSI3BIBACTCH ¢ O€JIKAMHM TJIa3MBbl. [0YTOMY ¢J1abo BbIBOAMTCS npu ananuse. Ilpu nepenosnposke
HEOOXO/IHMO TIPOBOIUTH CHMIITOMATHUYECKOE 1 110 U1CP/KHBAIOLIEE JICUCHHE.

B3anmo/teiicTBie ¢ APYrHMI JI€KAPCTBEHHBIMI CPEJACTBAMH

Cucmeva yumoxpota 430

PaGenpaso:n. kak u apyrue HHruoutopsl nporonHoii momel (MIIT). MeTabonnsupyercs ¢ yuactiem
cuctembl utoxpoma P450 (CYP450) B neuenn. B nccie1oBanugx in vitro MUKpOCOMax MeveHu
yeoBeKa ObIIO MOKazaHo. uto padenpaszon metadomnmsupyeress nzodepmentamn CYP2C19 n
CYP3A4.

McceneoBanns  Ha  3J0pOBBIX  JI00OpPOBOJIBIAX — MOKA3ajld, uTO  padenpaszosl  He  HMeeT
(papMaKOKHHETHYECKHX WJIH  KJAMHHYECKH 3HAUUMBIX B3aUMOJEHCTBHI ¢ JICKAPCTBEHHBIMU
BEHIECTBAMH. KOTOpbIe MeTadoMM3upytoTest cucrtemoii  umroxpoma P450 —  Bapdapunom.
(PEHUTOMHOM, TCOPHUTHHOM H JHA3CTAMOM (HE3aBHCHMO OT TOr0. MeTadOH3HPYIOT JIH TMAalHEHTDI
JasenaM yCHICHHO WM ¢1ado).

[IpoBeeHo mcce10BaHHe KOMOMHHPOBAHHOH Tepaniu ¢ aHTHOAKTepHaAbHBIME TpernapaTamMu.
B 1aHHOM  UETHIPEXCTOPOHHEM  TMEPEKPECTHOM  HCCJIC0BAaHHHM  yyacTBOBaaM 16 310pOBBIX
J100poBOJIbIEB. KoTOpble mozydann 20 mr padenpasomna, 1000 mr amoxcnuumna, 500 wmr
KJIQPUTPOMHIIMHA WK KOMOHHALHIO 9THX TpeX rnpenapatoB (PAK — pabGenpa3osi. aMOKCHIMIIIHH,
kaaputpomuiii). Tlokazaremn AUC u Cpoc JUIS KJIAPHTPOMHIHMHA 1 aMOKCHIMJUIMHA  OblIHM
CXOKHMH TIPH cpaBHeHN KOMOHHHpoBaHHoii Tepanin ¢ MoHotepanueii. [Tokasarenn AUC 1 Ciag
Juis  pabenpasosnia  yeenmuinich Ha 11% n 34%. cooTBeTCTBEHHO. a Juis  14-rHIpOKCH-
KaapuTpoMuiHa (aktuBHoro Metadomnra kiaputpomuiia) AUC n Ciax yBeInuminch Ha 42% u
46%. COOTBETCTBEHHO. JUISI KOMOHMHHPOBAHHOI Tepanuu B CPaBHEHHM ¢ MOHOTepanueii. Jlannoe
VBeJIMUEHHE ToKazaTesieii Bo3jelicTBhs juUist padenpa3ona U KJIApUTPOMHUIIMHA HE ObLIO MPH3HAHO
KJAMHHYECKH 3HAYHMBIM.

Bzauiooeticmeust 6¢1edcmeue uneudupoGanus CeKpell JAce.1yoouHoeo coxd

Pabenpa3o ocyuecTrisieT YCTOIUHBOE U MPOOIKHTEIBHOE 101aBJICHIE CEKPELIHH JKETYI0UHOrO

coka. Takum 06[)21'301\[. MOIKET TMPOHCXO/HTH B3aHMOJACIICTBHE C BeUleCTBAMHU, I KOTOPBIX
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abcopOuns 3apucut ot pH. [pn 01HOBpeMeHHOM TpieMe ¢ padenpa3o1oM adcopOLHa KETOKOHA30J1a
vMmeHbinaerces Ha 30%. a adcopOunst TUrokcHHa ypeanunaercs Ha 22%. CrenosatenbHo. s
HEKOTOPBIX MAIHEHTOR JIOJIZKHO MPOBOIHTLCS HAOTIOICHIE /LIS Pl BOIIPOCa 0 HEOOXOIMMOCTH
KOPPEKTHPOBKH  /103bI  HPH  OJHOBPEMEHHOM MpPHMEHEHUN padernpa3oja ¢  KETOKOHA30JIOM.
JIMTOKCHHOM HIIH JIPYTHMHE JIEKAPCTBEHHBIX MpernapaTaMiu. /Ui KOTopbix abcopOist 3aBucut ot pH.
Amaszanasup

[Tpu otnoBpemenHonm npueme arazanasipa 300 mr/putonasupa 100 mr ¢ omenpasosonm (40 mr 1 pa3
B JleHb) niin atasanasipa 400 mr ¢ nancornpasosnom (60 Mr 1 pas B 1eHb) 3/10pPOBBIMH J00POBO/IbLAMH
Ha0JIIO/1A/I0Ch  CVIIIECTBEHHOE CHHJKEHHE BO3/CiicTBHs arazaHaBupa. AOcopOUMA aTazaHaBHpa
3apucuT o1 pH. XoTs o iHOBpeMeHHBbIIT MpHeM ¢ padenpa3osioMm He H3yvasics. CXO0KHE Pe3y/IbTaThl
OKWJIAIOTCS  TaKKe JUISL JIPYTHX  HMHIHOMTOPOB MPOTOHHOro Hacoca. Takum oOpasom. He
PEKOMEH/IyeTCsl O/THOBPEMEHHOE MPHMEHEHHE aTa3aHaBUpa ¢ HHIHOMTOPaMHU IIPOTOHHOIO Hacoca.
BKJIIOUast padenpaszout.

Anmayuouvie cpeocmea

B KJAMHHYECKHX  MCCIEMOBAHHSAX  aHTAlM/IHBIE [penaparbl  [PHUMEHSAIHNCHL  COBMECTHO €
pabenpazonom. KimHuueckn 3HaumMble B3anmojeiicTBus padenpasosia ¢ rejgeM THIAPOKCH/A
QTIOMHHMS HIH ¢ THAPOKCHI0M MarHus He HaO 01 IHCh.

[puent muyu

B KJIMHHYECKOM HCC/ICIOBAHUN B XOJ1¢ NpUMEHEeHHs padenpa3ona ¢ 00e/IHEHHOIT KupaMu e
KJIMHUYECKH 3HAUHMMBIX B3auMosieiicTBuii He Hadmoaanoch. [puem padenpasona 0 JHOBPEMEHHO ¢
o0oraieHHOI JKHpaMH MHIIEH MOKET 3aMe/UIHThL BcacklBaHue padernpaszosia 10 4 4 u dosiee. 01HaKo
Cimax 1 AUC He u3MeHstoTes.

Lurocnopun

DKCHEPUMEHTBI 171 Vitro ¢ UCTIOIBb30BAaHHEM MHUKPOCOM TeUeHH YeIoBeKa MOKa3aii, 4To padenpasol
uHroupyet mMetadosnnsm wiksocnoputa ¢ 1Cso 62 MKMOIIb, TO €cThb B KOHUEHTpauuu. B 50 pa3
npepbitaoieii Cpnax U8 310pOBLIX J100poBodibleB nocie 20 jaueii npuema 20 mr padenpasoda.
CreneHb HHTHOMPOBAHHS CXOKa € TAKOBOIH /U1 OMenpa3oia /Uist SKBHBAICHTHBIX KOHUEHTPALHIL.
Memompercam

CorjiacHO JIaHHBIM ~ COOOIICHHIT O HEKEIATCAbHBIX ABACHHAX. JAHHBIM  OMYOIHMKOBAHHBIX
(apMaKOKHHETHUCCKHUX  HCC/ICA0BaHUI M JaHHBIM  PETPOCIEKTHBHOIO  aHaln3a  MOYKHO
MPeANoNIOKNTb, UTO ojHOBpeMeHHblil npuem UIIIT u merorpekcara (nmpeixie BCEro B BBICOKHX
J103aX), MOKET TPHBECTH K MOBBIIIECHUIO KOHIEHTPALMN MeTOTpeKcaTa /WiH ero MeradoTa
FHJAPOKCHMETOTPEKCaTa M YBEJIMUYHTL TMEpPHO/ MOJAYBbIBeACHHA. Tenm He MeHee, creuHalbHbIX

MCCIIC/I0BAHHIT JICKAapCTBCHHOTO B3aHMO/ICICTBIS MCTOTpEKcaTa ¢ NIIIT ne MPOBOJINJIOCH.



OcodOble yrazaHus

OTBeT mNalieHTa Ha Tepanio  padenpa3oaoM  He  HCKII0YAeT HaM4yue  3J10Ka4eCTBEHHBIX
HOBOOOPA30BaHUIT B IKEIY/IKE.

TabGneTkn npenapata Pa30" Hesb3s pa3keBbIBATHL HJIH H3Melb4aTh. TadiaeTkn ciaeayer riorarb
HEJIMKOM. YCTAHOBJICHO. YTO HH BpeMsl CYTOK. HH TIPHEM IHIIH HE BJHSAIOT HAa aKTHBHOCTb
padenpasoa.

B crienuanbHOM HCCIEA0BAHNI Y TAIMEHTOB € JICTKIMI HIIH YMEPEHHBIMI HApYIHEHHAMH (QYHKIIH
MeveHH He OblI0 OOHAPYIKEHO 3HAUMMOTO OTIHYIHS 4acTOThl MOOOUHBIX (PdeKkToB padenpasoa oT
TAKOBOI1 Yy M0100PAHHbIX 110 1101y H BO3PACTY 310POBBIX JIHIL, HO. HECMOTPS HA 9TO. PEKOMEH/T1yeTCH
co0II0/1aTh OCTOPOIKHOCTH TPH TEPBOM MPHUMEHEHHH padenpas3oia y MalHCHTOB ¢ TAKCIbIMU
Hapymenusamu Gyuknnn nedenn. AUC palenpasona y NalMEHTOB € TSUKEJIBIM HapyHICHHEM
(YHKIMH [TeUYeHH MPHMEPHO B JIBA pa3a BbILIE, YEM Y 3/10POBbIX MALHECHTOB.

[Tauuentam ¢ HapyHICHHAMH (YHKIHH MOYEK WIH Me4YeHH KOPPEKTHPOBKA 03l padenpasona He
TpedyeTcs.

Funomacnuemusn

[Tpu sicueHny HHrHOMTOPAMIT TPOTOHHOIT MOMIIBI HA MPOTSKEHUH 110 KpaiiHell Mepe 3 MecsueB B
PeIKHX  cayudasx ObUIM  OTMEUEHBbl cjlydyan CHMIITOMATHUYECKON MM aCHMITOMAaTHYECKOM
rurnoMaraueMui. B 00bIIHHCTBE CiyyaeB 2TH COOOUIECHUS MOCTYIAIN Y€PEe3 FoJ1 MOCIIE MPOBEICHUS
tepanui. Cepbe3HbIMI TOOOUHBIMH SBICHUAMI ObLITH TETAHHS. APUTMHUSA H CYA0POTH. BOABIIHHCTBY
MaMEeHTOB TPeOOBAIOCH JICUSHHE THITOMArHUEMIH, BKIIOUAIOLIEH 3aMelleHne MarHus 0 OTMEHbI
Tepanui HHrHOHTOPAMI TPOTOHHOI MOMIIBLL. Y NAalHEHTOB, KOTOPbIE OYAYT MOJy4aTh JUIHTEIBHOE
JICUCHHUE HJIH KOTOpbIC NPUHUMAIOT HHTUOMTOPBI MPOTOHHOIT MOMIIBI ¢ MpernapaTamMi. TaKHMH Kak
JIMTOKCHH MJIH TperaparaMil. KOTOpble MOTYT BbI3BaTh I'MIIOMArHHUEMHIO (HApuMep, JHYPETHKH),
MEJIMIIHHCKHE PadOTHUKHM J1O/UKHBI  KOHTPOJIHPOBATb YPOBEHb MarHus J10 Hadana JICUCHHs
MHTHUOHTOPAMH MPOTOHHOI MOMIIBI 1 B TIEPHO/T JICUEHHS.

[TarmeHThl HE JTOKHBI IPHHUMATB OJTHOBPEMEHHO ¢ padenpa3osioM JApyrue cpecTna, CHIKAOLIIE
KHCJIOTHOCTD, Hanpumep, 6s1okatopebl Ha-petentopos 1 HHrHOUTOPBI TPOTOHHOTO HAcoca.
ITepenomuvl kocmeii

CoryiacHo JaHHBIM  HaOJIIOATEIbHBIX  MCCACTOBAHHIT  MOKHO IPEANOI0KHTDL, YTO Tepariis
UHTHOMTOpAMH  NPOTOHHOIT MOMIIBI MOJKET TMPHBECTH K BO3PACTaHHIO PHCKA CBA3AHHBIX €
OCTEONOPO30M MEPEIOMOB Oe/Ipa. 3arsicThbs WM MO3BOHOUHNKA. PHCK repesoMoB OblT yBETHUEH Y
MaMeHTOB, MOJyUYaBUInX Bbicokne 103bl I qintensHo (roja u dosee).

QoHoepesmennoe npUMeHeHe padenpasoia ¢ MemompeRcamom

CornacHo auTepaTypHbIM JaHHbIM, o iHOBpeMeHHbIiT pruem WIIIT ¢ meToTpekcarom (npeskie Bcero

B BBICOKHX J103aX). MOKET IPHBECTH K MOBBIICHHIO KOHICHTPALIIIT MECTOTPEKCaTa H / W ero



MeTadOIUTa MIAPOKCHMETOTPEKCaTa U YBEIHUUTD MEPHOT MOJYBBIBE1EHHS. YTO MOKET NPUBECTH K
MPOSIBJICHUIO TOKCHYHOCTH MeToTpekcata. [lpnm HeoOXOAHMOCTH NPHMEHEHHS BBICOKHX 103
METOTpeKcaTa. MOKET ObITh PACCMOTPEHA BO3MOKHOCTB BpeMEHHOTrO npekpatueHus tepanun MIITI.
Clostridium difficile

Teparus UIITT MoxkeT npHBONTH K BO3PACTAHHIO PHCKA JKEJTYI0OUHO-KHIIEYHBIX HH(EKIHIT. TaknX

kak Clostridium difficile.

[Tanmentam, npHHUMAIOIWUM padenpason JUis KPaTKOBPEMEHHOTO CHMITOMATHYECKOrO JICYCHHSI
nposisjieHuii ['IPb nu HOPb (Hanpumep, w3korn) 0e3 pelenta. cieayeT oOpaTHTbCS K Bpauy B
CJICJIYIOLINX CJIydasiX:

- NPUMEHEHHE CPEJCTB Ul CHATHS CHMIITOMOB H3KOIM M HApPYIICHHS MHULICBAPEHHUS B TEUCHHUE
4 nejyienb n 0oJ€CE:

- MOSIBJICHHE HOBBIX CHMITTOMOB HJIM H3MEHEHHE paHee HAO/II0/1aBLINXCs CHMIITOMOB Y ALHECHTOB B
BO3pacTe cTapiue 55 Jier;

- CJlydyal HEHAMEPEHHOI'0 YMEHBIICHHS Macchl Tejld. AHEMHH. KPOBOTCUYEHHIH B JKEIYI0YHO-
KHIIEUHOM TpakTe. aucdarum, 00IH MpH INIOTAaHHH. MOCTOSIHHOIN PBOTHI WJIH PBOTHI € KPOBBIO U
COJICPIKMMBIM MHUTACTPUSL, CIIYUAH SI3BbI JKETY/IKA HJIM ONepalil Ha JKeJ1y/IKe B aHAMHE3€. KeJATYXH
1 Tak jazuee (B TOM uucie, HapyleHue (pyHKIHH [eYeHH H MoYeK).

[lanpenTel,  AaUTEIBLHOE BpeMsi CTPAJalOlHe OT [OBTOPSIOIIMXCSA  CHMIITOMOB  HapyLICHU
MUIIEBAPEHUS MM M3KOTH, JIOJUKHBL PeryJisipHo Had/oarbest v Bpaua. [laumentsl B BO3pacte
cTapuie 55 JeT, €/Ke/IHEBHO NpHHHUMAatoUie Oe3pelenTypHble rpenaparhbl Ui CHATHS CHMIITOMOB
M39KOTH M HAPYIICHUSI MUIIEBAPEHUS TOJIKHbI TPOHH(OPMUPOBATL 00 TOM CBOETO JICUallero Bpayva.
[TatneHTel He AOMTKHBI TPUHUMATB OIHOBPEMEHHO ¢ padenpa3oioM JApyrue cpeacTBa. CHHKAIOIIHE
KHCJOTHOCTB, Hanpumep, 010katopel Ha-petienTtopoB nian HHrHOUTOPBI TPOTOHHOI MOMITBI.

[Ipu npuMeHEeHHH JIPYTHX [PernapaToB NalueHTaM cjie/1yeT MPOKOHCYIbTHPOBATHCS ¢ (papMalleBTOM
WJIH BPAuoOM Tepe/1 HayaloM Tepanuu padenpa3zooM. OTIHYCKaeMbIM 0€3 pelenTa.

Ecin  nmaumeHty  yKe  Ha3HAUYEHO  DH/OCKOMHYECKOE  HCCACAOBAHHE, MAUMEHT  10JIKEH
MPOKOHCYJILTHPOBATBLCS ¢ BPAUOM Tepe1 HauaioM npuMeHeHust padernpasosia 0e3 perenta.
Cneayer n30erate npuema padernpasona nepe/ NpoBeAeHHEM YPea3sHoro JIbIXaTeJIbHOIO TecTa.
[TateHThl ¢ TSKEIBIMH HApYHICHHSAMH (DYHKIHMH TEUEHH JIOJKHBI OOpaTHTBCS K Bpaudy Iepej
HauaJloM  Tepanuu  padenpazonoM, oTnyckaeMbiM  0e3  peuenta. /Uisl  KpPaTKOBPEMEHHOI'O
cuMnToMaTHyeckoro jeuenus npossiaeHuii ' OPb u HOPb (nanpumep. nsxorn).

Binsinie na ¢cnnocoOHOCTH YHPABJISITH TPAHCIIOPTHBIMIT CPEJICTBAMII I MEXAHII3MaMH

Mexonst u3 ocobennocteii gapmakoanHaMukn padenpaszojla v ero npoQuis HeKeaaTeabHbIX
YPeKTOB. MATOBEPOSATHO. UTO padenpa3zosl OKa3blBaeT BIHAHHE HA CIHOCOOHOCTH YIPaBIIATH

TPAHCIIOPTHBIMH CPCICTBAMH H BBITTOJHATD APYTHE BHABI ACATC/ILHOCTH. TpC6)'lOUJ,ll€ KOHIICHTpaIluu
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BHUMAHUS 1 OBICTPOTHI MCHXOMOTOPHBIX peakuuii. OgHaKo, B ciayvae MOSBJICHHS COHIHBOCTH.
FOJIOBOKPY/KEHHS CJIe/lyeT H30eraTh 3THX BHIOB JACATECIbHOCTH.

Mopma BeINYCKA

TabaeTKH. MOKPBITBIE KUILIEYHOPACTBOPUMOIT 00010uK0ii, 10 Mr.

[To 15 wan 30 Tadsnetok B OaHKaX M3 MOJAMATHIICHA BBICOKOIT MJIOTHOCTH ¢ BUHTOBOIT FOPIOBHHOII,
CHAOKEHHBIX MeMOpPaHOIl /Ui KOHTPOJISE [EpPBOTO BCKPBITHA. YKYINOPEHHBIX TJIACTHKOBBIMH
HABHHUMBACMBIMI  KPBILIKAMH € HPOKJIAAKOI M BIOKEHHEM MAKeTa ¢ BJAronorjioTHTEIeM
(clumkaresp) W Tamnona u3 noaudgupHoil Batbl. Kaxas Oanka BMeCTe ¢ HHCTPYKUHEH 10
MPUMEHEHHIO B MAYKy KaPTOHHYIO.

[To 15 rtabneroxk B Omucrtepe n3 (IIBX/AJI/ITA) ¢onbru / amtomuuuesoii Goabru. o 1 wan 2
OcTepa BMeCTe ¢ MHCTPYKLHET M0 NPUMEHEHHIO B IaYKy KapTOHHYIO.

YeaoBust XpaHeHus

[Tpu Temnepatype He Bbiwie 25 °C.

XpaHuTh B HEJIOCTYITHOM /s AeTeil mecte!

Cpok rojHoctn

2 rojia (B 0aHKax). 3 roja (B Oaucrtepax).

He npuMeHsTh M0 HCTEUYEHHH CPOKA FOAHOCTH., YKa3aHHOIO Ha YIIAKOBKE.

YeaoBust oTnycka

Otnyckarot 0e3 peuernra.

ITpomsBoanre.n

JI-p Peyin’c Jlabopatopuc Jlta.. Uuans

Dr. Reddy’s Laboratories Ltd., India

Apec MecTa NPON3BOACTBA

Ortzen npousBo/cTia siekapetBeHHbIX popMm-111. Yuactox Ne 41, bauynamm Bunamwk. bauynanm

Mamntan. Meuan Mankapkrupn Juetpukt. wrat Tenanrana, Mnans - 500 090

Opeanuzayus, npUHUMAIOUAs. NPEMEN3uL 0N NOMPEOUMe1ell.
[IpenactaBureabetBo pupmbl «J1-p Peyin’c Jladopatopue JITa»:
115035. r. MockBa. OBunHHiKOBCKas Hao.. 1. 20. c1p. 1
ten:  +7(495) 795-39-39

(pakc: +7 (495) 795-39-08
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MHUHHCTEPCTBO 31PABOOXPAHEHUSI POCCUIUCKON ®EJIEPALIMH

NHCTPYKIHSI
MO MEANIHHUHCKOMY INTPUMEHEHHIO JIEKAPCTBEHHOT O ITPEITAPATA
PA3O" R

, MHH3IPAB POCCHH

Perncrpaunnonustii nomep: (/{7‘()00(4/66’60" 9 9 1 218

| COTNACOBAHO

Toprosoe nanmenoBanme: Pa3o” . S v——————
MexayHapoiHoe HeMATEHTOBAHHOE IJIH IPYNIIIPOBOYHOE HANMEHOBAHIE: Padernpa3ol
Jlekapersennast popma: TabICTKH. TOKPBITHIC KHITEUHOPACTBOPHMOIT 000JI0UKOI

CocraB

Kasas TadiieTka. noKpbITas KHIIEUHOPACTBOPHMOI 000704K0if. 20 MTI COICPAKHT:

oeticmeyiouee cenjecmeo: padenpaszolt Hatpus 20 mr:

GCROMOAMETLIBIC GelUfecmEd: MAHHUTOL, THIIPOJI03a HH3KO3aMEeIEHHAS, MArHUSI OKCHJT TSAKEIbIii,
runpomesiosa (Scps). Hatpus Jaypuicyib(ar. TajlbK, Maruusi creapat. (Jooiourkda: 3evH,
TPYOITHILHTPAT. (DO0.10uKd  KUeynopacmeopudas: METAKPUIOBOI KHCJIOTHI M JTHJIAKpH/aTa
cononumep [1:1] (meTakpuaoBoii kueaotsl conosinmep (i C)), TPHITHILKTPAT, TAIbK. Q00.10UKd:
Onanpaii skentelii OY-52945 (runpomemnosza 5 cP. turana awokcna (E171). makporon-400,
KpacuTelib Kesiesa okena xearslii (E172)). Cocmas kpacnvix uepnit o1 nanecenus naonicu na
mad.iemre 20 ae: mennak riaazypb 45%, Kpacutesb KpacHblii ouapoBatebHblil (E129). n-Oytanon,
HTAHOJ JIeHATYPHPOBaHHbIiL. THTaHa anokena (E171). nponuiaeHr1MKoIb, H30MPONIIOBBIH COUPT,

aMMMaKa pacTBOP KOHUEHTPHPOBaHHbIIT 28 %.

Onucanne

Kpyrible. 1BOSKOBBINYKIIbIEC Ta0ICTKH, HOKPHITHIC 00010UKOI OT CBETI0-5KEITOr0 10 Ke/JTOr0 1BETa
¢ MapkHpoBKoii KpacHoro useta «RB20» na oanoii ctopone. Ha nonepeunom paspese sapo ot
0eJ10ro J10 ouTH 0€J10ro 1BeTa.

PapmaroTepaneBTHYECKAS TPYIINA

CpecTBO MOHIIKAIOLIEE CEKPELHIO KeIe3 JKeY/1Ka — IMPOTOHHOI MOMITbI HHTHOUTOP.

Kox ATX: A02BC04

Dapmaro/iornyeckie ¢BoiicTsa

Dapmaroounamura

Mexanusy oeticmeus

PabGenpa3os oTHOCHTCS K KJ1acCy aHTHCCKPETOPHBIX CPE/ICTB, KOTOPbIC B XHMHYECKOM OTHOIICHUH

SIBJISIOTCS 3aMEIICHHBIMI  OCH3HMIJIa301aMIl. PGGCHPH'}OH YIHCTACT AaKTHBHOCTb (])Cpi\lCllTa



H"/K'AT®-a3bl («11pOTOHHBIIT HACOC»). GIOKHPYS TEM CaMBIM 3aKIIOUHTEIBHYIO CTAAHIO CHHTE3a
COJISIHOI KHCJIOTBL. DTOT H(PPEKT HOCHT JI0303ABUCHMBII XapakTep W NPHBOJUT K YIHETEHHIO Kak
Oasa/bHOIl, TaK M CTHMYJIHPOBAHHOH CEKPELMH COSHOI KHCIOThI HE3aBHCHMO OT pa3ApaskuTelIs.
PaGenpa3zosn e o01a/1aeT aHTHXOIMHEPIHYSCKIMH CBOICTBAMH.

A HIUCCKPCMOPHUA AKPIUGCHOCHTb

[Tocsie npuema BHyTph 20 Mr padenpa3o/ia aHTHCEKPETOPHBIH H(PPeKT BO3HUKACT B TCUCHHE Yaca.
Yruerenne 0a3anbHOI 1 CTUMYJIHPOBAHHOMN CEKpPeLlN CONISIHOI KHCIOThI Yepe3 23 4 rocjie npuema
nepBoii 103bl padenpasona coctapisier 62% n 82%. COOTBETCTBEHHO, U MPOI0/IKAETCs 10 48 u.
Taxkas  nposOIKHTENBLHOCTL  (PAPMAKOKMHETHYECKOTO  JIHICTBHS  HAMHOIO  MPEBBIIACT
peJickasyemoe 1o nepuoay nomnysbiseaeHus (Ti2), kotopelii coctapiaseT npumepHo 1 u. Jlanubliii
YpPekT MokeT ObITh OOBACHEH CBSA3BIBAHMEM JeKapcTBeHHOro BemectBa ¢ H/K ATd-a30ii
NapueTalbHBIN KJICTOK JKelly/AKa. Beanunna nHrudupyomero gaeiiceis padenpasosia Ha CeKpenuio
KHCJIOTBI JIOCTHIAET IUIATO rocie Tpex JaHell nmpuema padenpazona. [Ipu npekpaimienun rnpuema
CEKpeTOpPHast aKTHBHOCTL BOCCTAHABIHBACTCS B TeueHe 1-2 JaHeil.

Boausinue na ROHyeHmpdayuo cacmpund ¢ cblGOPOMKE KPOGlt

B nauarse Teparmiu pﬂ()t?llpil'iO]lOf\l KOHICHTpaUHA raCTpHHa B CbIBOPOTKE KPOBH YBCJIHUYHBACTCS. YTO
SABJISICTCS OTPAKCHHUEM I'IHI*H()Hp)'IOlIlCI‘O BJIWAHMSA HA CCKPCLIHIO COJISIHOIH KHCJIOTHI. KOHLIGHTpElU,HH
racTpuHa BO3BpamaeTcs K HCXOIHOMY YPOBHIO 00BIUHO B TeueHue 1-2 Heelb 1nocje [IPEKpaICHus1
JICHCHMS.

Bausinue na sumepoxpoyiappurnonodoonsie xiemri

M3yuyenne OHoOnTaTtoB JHA W AHTPAJILHOrO oOTjAeda sKeiay/aka Oojee uem y 500 naumeHTOB,
IOJIy4aBIIHX padernpa3ost Wil rpernapart CpaBHEHUS PO 10IKUTEILHOCTBIO /10 8 HeJle/Tb, He BBISIBUIIO
H3MeHeHuil B Moposoruyeckoii ctpykrype snrepoxpomadpuuonoaodusix (ECL) kiaetok. crenenn
BBIDAKCHHOCTH TaCTPUTA., HacTOTe aTpPOPUUYECKOr0 racTpuTa. KHUICUHON MeTanja3uu MM
pacnipocTpaneHHOCTH HHpekunn Helicobacter pylori.

B ncenenoannn ¢ yyactuem 6osiee 400 nanpeHToRB. nojyuasiinx padenpason B j1o3e 10 Mr/eHsb
1 20 MI/1eHb, IPO/I0JKHTEILHOCTBIO 110 | roa. yacToTa runepriasiny Obljia HU3KOIT i cpaBHUMOIT
C TAKOBOI JUId NAalMEHTOB, MMOJIYYaBIINX oMenpa3on B o3¢ 20 mr/aens. He Obln 3apeructpuposan
HH OJIMH CJIyvail a/IcHOMATO3HbBIX M3MEHEHHIl MM KapUHHOM/IHBIX OIyXoseil, Halar0aaBIHxXCcs
Y KpHIC.

Jpyeue s¢hperxmoi

B nacTosiee BpeMs HET JIaHHBIX O TOM. YTO padernpa3o/l BbI3bIBACT CHCTEMHBIE Y()(PEKThI CO CTOPOHDI
neHTpaapHoii HepsHoil cuctembl (ILIHC). cepaeuno-cocyaucroii u abixatesnbHoil cuctem. [lpu
nepopaabHoM npueme B o3¢ 20 Mr B TeueHue 2 He/esb padenpasosl He OKasblBaeT BIHSHUS Ha
(OYHKLMIO IIHTOBHHON Kejie3bl, MeTadoJIN3M YIJICBOOB., @ TAKKe HAa KOHIEHTPALHH B KPOBH
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NapaTHPeon;IHOI0 TOPMOHA. KOPTH30/1a, ICTPOreHOB. TECTOCTEPOHA. TPOJAKTHHA. CEKPeTHHA,
[JIIOKAroHa.  (pOJUTHKYJIOCTHMYTHPYIOETO  FOPMOHA,  JIOTCHHH3HPYIOLWIET0 TOPMOHA. pPeHHHA.
QJIB/IOCTEPOHA H COMATOTPOIHHA.

Dapmakokunemura

Aocopoyus

Pabenpazos ObicTpo abcopOdupyeTest U3 KHIICUHHKA, H €r0 MAKCHMalbHas KOHUEHTpALHs B 1Ja3Me
(Cinax) tOCTHTAETCA NPUMEPHO vepe3 3.5 u nociie npuema j103bl 20 mr. M3meHenne Cay 1 3HAUSHHI
nowa i no papMakoKkHHeTHUYECKOI KpHBOil «koHueHnTpauus-gpemsi» (AUC) padenpasosa HOCST
JUHENHBI XapakTep B auanazoHe 103 ot 10 10 40 mr. AOcomoTHas OHOJOCTYNHOCTH MOCIIE
nepopaabHOro npuema 20 Mr (1o CpaBHEHHIO ¢ BHYTPHUBEHHbBIM BBEJICHHEM ) COCTABIISIET 0K0:10 52%.
Kponme Toro. 61010C¢TyMHOCTE HE H3MEHSIETCsl ITPH MHOTOKpaTHOM Tpreme padenpasosa. Hu Bpems
npueMa rnpernapara B Te4eHHe CYTOK. HH aHTall/Ibl He BAMSIIOT Ha adcopOuuio padenpasona. [puem
pabenpazona ¢ ;kUpHOIT numieii 3ame et adcopdumio padenpazosna Ha 4 4 1 6osee. 0aHaKko HH Cinax,
HH CTeNEeHb a0COPOLINN HE U3MEHSIOTCS.

Pacnpeoeaenue

Y yentoBeka cTeneHb CBA3bIBAHUS padenpasosa ¢ OeIKaMH M1a3Mbl COCTaBsIeT 0K010 97%.
Memado:usu

PaGenpazosn  metabonmsupyercss B OpraHuszMe  JABYMs  NyTsMH. 3HauMTe]bHas €ro  4acThb
MeTadOoJIM3HPYETCS  CUCTEMHO  He(DepMEHTATHUBHBIM  IyTeM ¢ 00pas3oBaHUEeM  THOYPHPHBIX
npou3BoaAHbIX. Padernpa3on takke Metadonusupyercs B MeueHH rnocpeactsom uuroxpoma P450 ¢
o0pazoBaHHeM CYIb(OHOBOTO H JECMETHIOBOTO MPOH3BO/IHBIX.

Y 3710pOBbIX J100POBOJIBLEB EPHOT ITOJTYBbIBEICHHS U3 [1JIa3Mbl COCTABJISACT OKOJIO | 4 (BapbupyeTCs
o1 0.7 10 1.5 u). a cymMMapHbIii KJIHpEeHC cocTaBseT 3.8 MI/MHH/KT.

Buigeoenue

[locne oanokpatHoro nepopanbhoro npuema 20 mr “C-meuenoro pabenpasona oxono 90%
padenpasosa BbLICASCTCS MOUYKAMI. TPEHMYILECTBEHHO B BH/IE THOY(pHpa KapOOHOBOI KHCIIOTHI. €¢
TJAIOKYPOHM/A U B BHJE NMPOM3BOIHBIX MEPKaNTYpoBOii KHCJI0TH. HenzmeneHHoro padenpasona B
Moue He onpeaessercs. OcTaBmascs yacTh NPHHATOro padenpazosia BEIBOAUTCS Yepe3 KHIICUHHK.
CymmapHoe BbiBe1eHHe cocTapaseT 99.8%.

TepMmuHaabHas cTaaus MOYEYHOH HEIOCTATOUHOCTH

YV nauueHToB €O CTadWILHOIN MOYeUHOH HEJI0CTaTOYHOCTBIO B TEPMHHAIBHOIN CTa/H. KOTOPHIM
HEOOXO MM TOUIEPKHBAIONIHIT FeMONANN3 (KIUPEeHE KpeaTHHHHA <5 Mi1/Mun/1.73 M%), BbIBeAeHHE
padenpazosa cXoskKe ¢ TaKOBbIM /UTst 310pOBbIX 100poB0JIbLEB. AUC 11 Cipay Y THX MALLHEHTOB ObIIH
NpUMEpHO Ha 35% HIBKE. YeM Y 3710pOBLIX J00poBosblieB. B cpenem T2 padenpazona cocTapsi

-~

0.82 u y 310poBBIX 100pOBOJBLEB. .95 U — y NaUMEHTOB BO BpeMs reMojanannsa u 3.6 4 nocie

(OS]



reMoaHaiamsa. K.’HIDCHC paﬁcnpa'zo;la Y HAalHCHTOB ¢ 3a00JIEBAHISIMIT TTOUEK, HYIKAAKOIIHXCS B
remMo;anuse, Oblil Ilpl[6jlll'§ll'l'€.’lbHO B JIBA pas3a BbILIC. YCM Y 3TOPOBLIX ,JOG])OBOII[)LIL’B.

XPOHHYECKHIT KOMIIEHCHPOBAHHBII IIHPPO3

[TaumenTel ¢ XpOHHYECKHM KOMIIEHCHPOBAHHBIM LIHPPO30M MEUSHH XOPOILO MEePeHOCT padenpa3zos
B 03¢ 20 mr 1 pa3 B jeHb, xot AUC yaBoeHa u Cpay yBesmueHna Ha 50%, 1o cpaBHEHHIO €O
3J10POBBIMH J100POBOJIbIIAMIL.

[TosKuIIble MareHThl

YV NoKHIBIX NAlHEHTOB IMMHIHaLMS padenpas3ona HeCKoIbKo 3ameieHa. Ilocne 7 aueii mpuema
padenpasona B 103e 1o 20 mr 1 pa3 B jienb y noxiisix aui AUC Oblta mpuMepHo BBOe O0JIblIIe, a
Cimax moBbIIIeHa Ha 60%, 110 CPABHEHHMIO € MOJIOJIBIMH 3/IOPOBBIMH JTIOOPOBOJIbLAMIM: MPH3HAKOB
KYMYJISLIHH padenpa3osa He OTMEUaloCh.

CYP2C19 nmoanmopdusm

Y nauMeHToB ¢ 3aMeUICHHBIM MeTadom3MoM rocpeactBoM nzopepmerta CYP2C19 nocrne 7 jHeii
npuema padenpaszona B jgo3e 20 mr B cytkn AUC yBenauuuaetces B 1.9 pasa. a nepmoj
nosyBbiBe/leHHss B 1.0 pasa, 1O CpPaBHEHHIO ¢ TEeMH K€ mnapamerpamu v  «ObICTpbIX
MeTadoa3aTOPOBY». B TO BpeMs Kak Cmay YBeanunuBaetcs Ha 40%.

[Tora3zaHust K NpIMeHEHITIO

- 13BEHHAas 00JIC3Hb KeJIy/IKa B CTa N 00OCTPEHUS H 3Ba aHACTOMO3a:

- sA3BeHHAs 00J1e3Hb JABEHA/IUATHIICPCTHOI KUIIKH B CTAIMH 000CTPEHHS;

- 9pO3HUBHAs U s3BEHHAs racTpodsodareaibHas pedrrokcHas 00e3Hb HiIH peoKe-30(parur:

- IOJUICPIKUBAIOLLAs Tepanus ractpoi3odareanbHoii pedaokcHoll 6ose3Hm:

- HEHPO3UBHAS racTpodzodareanbHas pedtokcHas 001e3Hb:

- CHHAPOM 30JUTHHIepa-JIHCOHA U JIPYIHE COCTOSHHUSA, XapaKTepH3YIOIIHECs MaToI0THYeCKOil
runepceKkpenmeii:

- B KOMOMHALINH ¢ COOTBETCTBYIOLIET aHTHOAaKTepHanbHOil Tepanueii st spaukanun Helicobacter
pylori y nauneHToR ¢ sI3B€HHOI1 00JIC3HBIO.

[IporuBonoraszanmns

[ToBpieHHas 4yBCTBUTEJIBHOCTh K paldenpaszony. 3aMelleHHbIM OCH3MMHAa30iaM  WiH K
BCIIOMOTATE/IbHBIM KOMIIOHEHTaM [pernapara; 0epeMeHHOCTb; MepPHO/ TPYAHOrO BCKAPMIMBAHMS;
JIETCKUI Bo3pacT a0 12 jer.

C 0cTOPORHOCTBIO

Taxenas noyeuHas HEOCTATOUHOCTD. JAeTCKHIT BO3pacT (ctapiue 12 ner).

[Ipumenenne npun 6epeMEHHOCTH I B HEPIOA IPYIHOTO BCKAPMINBAHIIS

JlanubIX 110 6e30nmacHOCTH MpHMeHeHHs padenpasona Bo BpeMs OepemMeHHocTH HeT. McceeoBanus

PENPOAYKTHBHOCTH Ha KPbICAX H KPOJIHMKAX HC BBISABHIIH MPH3HAKOB HAPYIICHHSI (l)epTHﬂbHOCTII HJTH



Ae(PeKTOB  Pa3sBHTHS M701a. OOYCIOBICHHBIX Padenpa3zoaoM: OJHAKO Y Kpbic B HeGOIbLINX
KOJIMYECTBAX [pernapar [pOHHKACT 4vepe3 [aneHTapHblif Oapbep. Palenpazon He crieayer
MPUMEHATD IIPH OCPEMEHHOCTH 3a HCKJIIOUEHHEM TeX C/IyyaeB, KOry1a 0/KHAaeMblil MOJOKHTEIbHbIIH
dpdekT ans MaTepu NMPEBOCXOINT BO3ZMOKHBIH Bped /Ul Iuiojga. HensBecTHO. nmpoHHKaeT Jiu
padenpa3on B rpyaHoe Mo:10ko. COOTBETCTBYIOIIHE HCCICAOBAHUS YV KOPMSIIMX SKCHIIHH HE
NpoBoAMINCh. Byecte ¢ Tem padenpasosn oOHapy/KeH B MOJIOKE JAKTHPYIOMIMX KPbIC. MOITOMY
rpernapar HeJlb3s IPUMEHATH B IEPHO IPY/AHOIO BCKAPMIHBAHMUSI.

Crocod npuMeHeHst H 103bl

Tabnerkn Pa3o” npHHIMAIOT BHYTPb LEIHKOM, He pa3KeBbIBasl I HE H3Melibuas. Y CTaHOBJICHO. YTO

HH BPEMS CYTOK. HH ITPHUEM TTHIIH HEC BJIMAIOT HA aKTHBHOCTb paGenpa’;orm.

Ipu szeennoll 0oaesnu JHCCIVORa 6 Cmadull 000Cmpenus U S36¢ dHdcmoNo3d PEKOMEH/IYETCS
NPHHUMATL BHYTPb 110 20 MI 0HH pa3 B JeHb. OObIUHO HM3JICUCHIE HACTyMaeT nocie 6 Heaesb
TCPANUH. OJHAKO B HEKOTOPBIX CIIYUASAX JUIHTEIBHOCTD JICUEHHUSI MOKET ObITh YBEJIHUCHA.

[Ipu s36ennoir 0oaesnu O6eHAOYAMUNEPCMuON KUUIKY 6 ¢maoul 000Cmpenst peKOMEHIYeTCs
MPUHUMATBL BHYTPb 110 20 MI OJ1HH pa3 B JeHb. JUITHTEILHOCTD JIeUEeHHS COCTABJISIET OT 2 /10 4 HeJlelIb.
B ciyuae HeoOXOAMMOCTH JUTHTEILHOCTD JICYEHHS MOKET ObITh YBeJIHUEHA elile Ha 4 HeJlelH.

Ipu aeuenu >po3ucnol 1 36ennoll cacmpor3ohaced.ivnol peh.iokcnoll 6o.ae3nu i peq.iorc-
230¢hacuma peKOMEHyeTCs IPUHUMATh BHYTPb 110 20 MI 0/IHH pa3 B JieHb. JUIHTEILHOCTD JIeUeH s
cocrapiager oT 4 10 8 Hexenb. B cayuyae HeOOXOAMMOCTH JUIMTEABHOCTDL JICUCHUS MOKET ObITh
YBEJIMUEHA ellle Ha 8 He/lelb.

Lpu noooepocusaioweit mepanuir cacmpodzohaced ool pehiokcnoll 00.1e31i PEKOMEHYCTCS
NPUHUMATL BHYTPb 110 20 Mr oaMH pa3 B JAeHb. JUIMTEIbHOCTb JICUSHHS 3aBUCHT OT COCTOSIHHS
nauHeHTa.

Ipu nesposusnoir cacmposzohacedaivnoil peghaiokciol 6o.1e3nu peKOMEHAYETCs TPUHIMATh BHYTPb
1o 20 Mr oJIMH pa3 B J€Hb.

Ecin nocsie yeTbipex Heseb JIeUEHHS CHMITOMbI HE HCUE3AI0T, CIIe/YET MPOBECTH JIONOTHHTEILHOE
oOciieioBanme  nanuenta.  Ilociae  KynmupoBaHus — CHMITOMOB  JUISL  IPEAYNPEKICHHS  HX
MOC/ACAYIOMETO BO3HHKHOBEHHSA CJEAYyeT NPHHUMAThL IMpernapat BHYTPb OJUH pa3 B JICHb M0
TpeOOBaAHUIO.

s aevenus  cunopoya  3oaauneepa-aaucond  u Opyeux  coCMosnull,  XapaKmepus iouiuxcs
AAMOI02UYCCKOU cunepceexpenuelt, 103y noA0HpaT HHANBKYalbHo. HavanbsHas 103a — 60 Mr B
JICHb. 3aTeM JI03Y MOBLIIIAIOT H HA3HA4YatoT npenapart B 03¢ j1o 100 Mr B JieHb NPH 0IHOKPATHOM
npueme uian 1o 60 Mr jiBa pasa B JieHb. J1J1s HEKOTOPBIX NALMEHTOB APOOHOE J03HPOBAHIE MperapaTa
ABJIACTCS  MPEANOYTHTEIbHBIM.  JleueHne J0/KHO  NPOJOJKATBCS O Mepe  KIHMHHYECKOil

HeOOXOMOCTH. Y HEKOTOPLIX TIALHCHTOB ¢ CHHIPOMOM 30IlﬂHHI‘€])ZI-3J]JHICOH&1 JUIHTCJIBHOCTD
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JeueHunst padenpas3osoM MOKET COCTABISATh 70 O/THOTO ro1a.

s opaourayuu Helicobacter pylori pekoMeHayeTest TPUHUMaTh BHYTPb 110 20 MT JBa pa3a B JeHb
0 OMNPEICTICHHOIT CXeMe ¢ COOTBETCTBYIOLICH KOMOHHalMeill aHTHOMOTHKOB. JIIHTEIBHOCTH
J€UCHUS COCTABSCT 7 AHEIl.

[ayuenmor ¢ noveynolt u newenounol HedOCmamoyHoOCcnsIo

Koppekuns 1036l nauueHTaM ¢ MNoYeuHoIl HeI0CTATOYHOCTBLIO He TpedyeTcs.

Y NmauMeHToOB ¢ JICrKOH M YMEPEHHOI CTENEeHbI MEYCHOUYHOI HEIOCTAaTOUHOCTH KOHIICHTpALUs
padernpasosna B KpOBH OOBIUHO BBILIC, YEM Y 3/TOPOBBIX MAIlMEHTOB.

[Ipu Ha3navennn npenapara Pa3zo® naumeHTam ¢ TsKe10i1 CTENEHBIO TIEYEHOYHOI HEIOCTATOUYHOCTH
cJIe/LyeT COOMI01aTh OCTOPOKHOCTD.

[oxcuavie nayuenmoi

Koppekuus 103b1 He TpedyeTest.

Jemu

beszonacHocTh 1 A PeKTHBHOCTL MpUMEHEHHS padenpasosa y jaereii B Bospacte 12 1eT u crapiuie
YCTAHOBJIEHA /LI KPAaTKOCPOUHOTO (10 8 Hemenb) neuenus [ IPh. Pexomenayemas 1o3a ams aeteii B
Bo3pacte 12 set n ctapuie coctasaser 20 mMr 1 pa3 B jJeHb NPOJAOTKHTEIBHOCTBIO 10 8 Hesellb.
bezonacuocTh 1 AphekTHBHOCTL padenpasosa y NallueHToB JAeTCKOro Bo3pacTta JUIsl IPHMEHEHHS 110
JIPYTUM MTOKa3aHUsM HE YCTaHOBIICHA.

ITobounoe xeiicrBue

PabGenpazon oObluHO Xopouio nepeHocutes nanueHtamu. [HoGounsie pdexthl B 1EI0M cnado
BBIPA)KEHHbBIC HIIH YMEPEHHbBIC H HOCSAT MPEXOSLINIT XapakTep.

[Ipu npueme padernpa3zosia B X0A¢ KIMHHUECKHUX HCCIET0BAHUI OTMEUAIHCH CICAYIONIHE MOO0UHbIE
JAeificTBuA: ros0BHas 00Jb. 00/b B JKMBOTE, JHapes. METEOPH3M. 3amop. CYXOCTb BO PTY.
rOJIOBOKPY/KE€HHE. Chlllb, Nepudepnyeckuii oTex.

Yactora passutis nodouHbIX (PPeKTOB H3I0kKEHA B COOTBETCTBHH CO Cjeayiollei rpazauueii:
oueHb yacTo (>1/10): wacto (1/10 — 1/100): neuacto (1/100 — 1/1000): peako (1/1000 — 1/10000);
oueHb pesiko (<1/10000).

Hapyutensi co cmoponst usxixiyunotr cucmeo

Pe/lko — ocTpble cHeTeMHbBIE al/Iepruyeckue peakimi.

Hapyutenus co cmoponst Kpogu i 1unighamud eckot cucmensl

Penko — TpoMOOLMTONEHUS, HEIITPONeH sL, JICHKONeHHs.

Hapyuienus co cmoponst ooxiena eeugecmes i numdans

Pe/iko — runomarunemust.

Hapyutenus co cmoponst 2enamooiiuiapnotr cucmenivt

PeJIko — MOBBIIEHHE aKTHBHOCTH «ICUCHOYHBIX (l)CpMCIITOB, ICIAaTHT, JKCJITYyXa. INCUYCHOYHasd



HIedaionaTs.

Hapyucenus co cmoponsl nouek i \o4e6ui 600X nymet

OueHb pe/IKo — HHTePCTHIHAIBHBIH HEe(pPUT.

Hapyutenus co cmoponst KO i ROOKONCHBIX MKANCI

Penko — OysuiesHble BBICBHINTAHHSA. KPANUBHHIA: OYEHb PEJKO — MyJbTH()OpPMHas IpuTema.
TOKCHYECKHIT dnpaepMabHblii HeKpon3. cunipom CtupeHca-JKoOHCOHA.

Hapyuienus co emoponst CRe1emno-yuoviiteynoll i coeounumetbno meanil

Penko — Muanrus. aptpanrus.

Hapyuienus co ecmoponst penpooyKmuenol cucmetst

OueHb pe/IKo — THHEKOMACTHS.

M3menennii 1adopatopHsIx 1nokazatesneii B Xxo/e npuema padernpazosia He Had10/1a710Ch.

[Ipn npueme MHrUOHTOPOB MPOTOHHOI MOMIBI BO3MOKHO YBEJIHUCHHE PHCKA BO3HHKHOBEHHS
MEPEIOMOB KOCTe (Car. pazoer « Ocodvie YRazanius »).

[Tepenosnposka

Cuvnmonior. Jlanuple 0 HAMEPEHHOI WM cayvaiiHoil nepe103npoBke MUHHUMaIbHBL. Co0011anoch o
npueme npenapara B j1o3e 60 Mr 2 pasa B AeHb wian 160 Mr oJTHOKpaTHO. NMPH ITOM MOOOYHbIE
(P PeKTbl ObLTH MHHUMAIBHBL H 0O0OPATHMbI H He TPeOOBAIN MEHIIHHCKOrO BMEIIATE/ ILCTBA.
Jlevenue.  Cneunduyeckuii  antujaor Juist  padenpasoia  HeuwsecTeH. Palenpaszon  xoporio
CBA3BIBACTCS ¢ OCJIKAMHU I1JIa3Mbl. [1OYTOMY €/1a00 BBIBOJMTCS Npu jauanuse. [lpu nepeno3uposke
HEOOXOMMO MPOBOAUTH CUMITTOMATHYECKOE U MO/UICPIKHBAIOIICE JICUCHHE.

B3anmoaeiicTBie ¢ APYriMin JIeKapPCTBEHHBIMIT CPeICTBAMII

Cucmenia yumoxpoia 430

Pabenpason. kak u apyrue nHrndutops nporonnoii nommel (M), MmeTabomn3npyerces ¢ yuactiem
cucremsl nuroxpoma P450 (CYP450) B neuenn. B uccne1oBaHUAX i1 vitro MUKPOCOMax TMevYeHU
yeJoBeKa OBLIIO MOKa3aHo. uto padenpazon metadommsupyercs uszodpepmentamu CYP2C19 u
CYP3AA4.

Mcenenopanns  Ha  30poBBIX  100pOBOJIBLAX — MOKA3adH, 4TO  padernpas3osn  HE  HMeEeT
(apMaKOKHHETHUECKHUX  MJIM  KJIHHHYECKH 3HAYHMBIX B3aUMOJCHCTBHIT ¢  JICKAPCTBEHHBIMHU
BEIIECTBAMHU. KOTOpPbIE MeTadOJM3UpYIOTCs  cucteMoii  nurtoxpoma P450 —  Bapdapunom,
(peHHTOMHOM, TeO(GHTHOM H Ha3enaMoM (HE3aBHCHMO OT TOTO. METadOIM3HPYIOT JIH MALHEHTHI
Jasenam YCHJICHHO WK ¢J1ado).

[Iposeieno mccneioBanne KOMOMHHPOBAHHOI Tepannu ¢ aHTHOAKTEPHAILHBIMU TperapaTamMu.
B 1anHoOM  4eTBIPEXCTOPOHHEM  MEPEKPECTHOM  HCCJIEAOBAHHI  VYacTBOBAIN 16 310pOBBIX
J100poBOJBIEB, KOTOpble mnonydaan 20 mr padenpazona. 1000 mr amokenmmmumHa, 500 mr

KJIQPUTPOMHUIIIHA WIH KOMOHHALMIO HTHX TpeX npenapatoB (PAK — padenpa3oi. aMOKCHIHIINH,



kaaputpomuiii). Tokazatenn AUC u Cpay A8 KIQPUTPOMHLMHA M aMOKCHUM/UTHHA ObLIIN
CXOKHMH MPH CpaBHEHHH KOMOHHHPOBaHHOIT Tepanun ¢ monotepanueii. [Tokazaresn AUC 1 Ciay
Juist padenpasona  yBequmumiancb Ha 11% u 34%. coOTBeTCTBEHHO. a Ui 14-rHIpoKCcH-
KJaapuTpoMuuiHa (akTuBHOro Metadonuta kaaputpoMutiiia) AUC 1 Chax YBEIHUWIHCH HA 42% U
46%. COOTBETCTBEHHO. JUII KOMOMHHPOBAHHOI Teparun B cpaBHEHHH ¢ MoHoTepamnueii. J/lanHoe
YBEJIMUEHHE NOoKa3ateseil Bo3aeiicTBus Uit padenpas3oia H KJAapUTPOMHUIIMHA He OblIIO MPH3HAHO
KJIMHHUYECKH 3HAYHMBIM.

Bsauviooeticmeus ¢credcmaeue uneuduposanis cekpeiiil Jee1y0ounoo CoRd

Pabenpazosn ocyuiecTiasieT yeToliunBoe 1 Mpo10/KHTEIbHOE MOIABICHHE CCKPEIIITH JKETY109HOTO
coka. Taxum o0pa3zoM. MOKET MPOMCXOJAUTH B3aUMOJCHCTBHE € BELICCTBAMH, JUISL KOTOPBIX
a0copOuums 3asucut ot pH. ITpn o1HoBpeMeHHOM npHeMe ¢ padenpa3zonom adcopOiins KeTOKOHA30/1a
ymenblaetcest Ha 30%. a aOcopduus aurokcuna ypeianuupaercs Ha 22%. CrenoBatelibHO. JUIS
HEKOTOPBIX MALHEHTOB J0ZKHO TPOBOAMTHCS HAOII0 1 HHE JUISL PEILICHHS BOITPOCca 0 HEOOXOAMMOCTH
KOPPEKTHPOBKH  J103bl 1PH  OJIHOBPEMEHHOM [PHUMEHEHHHM padenpas3osa ¢ KETOKOHA30JI0M,
JUITOKCHHOM HJIH JAPYTHMH JIEKAPCTBEHHBIX MpenapaTaMu. /U KOTOPbIX adcopOuus 3aBucHT oT pH.
Amazanascup

[Tpn oqnoBpemennom rpueme atazanasupa 300 mr/putonasupa 100 mr ¢ omenpazonom (40 mr 1 pas
B JIeHb) Wi atazanasupa 400 mr ¢ nanconpaszoliom (60 Mr 1 pas B /ieHb) 3/10pOBbIMH JIOOPOBOJIbIIAME
Ha0JII0/1a/10Ch  CYIIECTBEHHOE CHHIKEHHE BO3/eiicTBHs arasaHaBupa. AOcopOums arazaHaBHpa
3apucut ot pH. Xota ogHoBpeMeHHbI nipHeM ¢ padenpa3onoM He H3YUalcs. CXOKHE pe3y/IbTaThbl
OKMJIAKOTCS  TAKKe JUIS  JPYIUX MHCHOMTOPOB MPOTOHHOTO Hacoca. Takum oOpa3om. He
PEKOMEH/IYETCsl OJTHOBPEMEHHOE MPHMEHEHHE aTa3aHaBupa ¢ HHIHOUTOPaAMH MPOTOHHOIO Hacoca,
BKJIHOUasi padenpasoi.

Anmayuouvie cpeocmea

B KIMHHYECKHX  HCCJICOBAHMSIX — AHTALHBIC  Tpernaparbl  MPHUMEHSINCh  COBMECTHO ¢
padenpa3zosom. Kimnunueckn 3HaumMble B3anMmojeiicTBus padenpazojia ¢ rejeM THIPOKCHA
AJIFOMUHUS WIIH € THAPOKCHA0M MarHust He HadJII01aIHCh.

Ipuen muyu

B kimnnueckoM mcclie/1oBaHNN B XOJ1€ NPUMEHEeHHs padernpas3osa ¢ 00eIHeHHOIT KupaMu nuiiei
KJIMHUYECKH 3HAYMMBbIX B3aumo/eiicTBuil He nadmoaanoce. [Ipuem padenpaszona 0HOBPEMEHHO ¢
000raneHHOM KHpamMu NMHIIEei MOKeT 3aMeITHTh BcackiBaHie padernpasosna /10 4 4 i 6ojee, 01HaKo
Ciax 1 AUC He n3MeHsores.

Luraocnopun

DKCHNEPUMEHTDI {11 Vitro ¢ HCMOIB30BAHHEM MIKPOCOM MEUEHH YeJI0BEKa MoKa3aln, uto padernpason

UHrnoupyet metadoan3m unkiaocnopita ¢ [Csp 62 MKMOJIB, TO ecTh B KOHUEHTpauuu, B 50 pa3



npepblmaomeii Cpax U188 30poBbIX J100poBoOsIbLER 1ocie 20 aueii npuema 20 Mr padernpasosa.
Crenexb HHrHOHPOBAHUS CXOKA € TAKOBOIT [T OMENpa30Jia Ui YKBHBAJICHTHBIX KOHIICHTpaIlHii.
Memompercam

CorylacHO  AaHHBIM  COOOLIECHHIT O  HEKENATEAbHBIX SIBICHHSAN. JAHHBIM  OMYOIHKOBAHHbIX
(papMaKOKHHETHUYECKHX — MCCJIC/I0BAHHIT M JIAHHBIM  PETPOCHEKTHBHOTO — aHATH3a  MOYKHO
MPEANOIOKNTb. 4TO ojgHoBpeMeHHblil npuem MIIIT n metorpekcara (npesk/jie BCero B BLICOKHX
J103aX). MOKET IMPHBECTH K TOBBILICHHIO KOHLUEHTPAUHMH METOTpeKcaTa /Win ero MeradosmTa
FHJPOKCHMETOTPEKCAaTa M YBEJAHUHTb MEPHOI MOJYBbIBEACHHS. TeMm He MeHee, crneuualbHbIX
HCCIICI0BAHHIT JIEKapCeTBEHHOTO B3anmo/ieiictBust metotpekcata ¢ U He npoBoiiiocs.

Oco0bie yRazauus

OTBeT mnauMeHTa Ha Tepanuio padenpa3ojoM He MCKIOYAeT HaIHuHe  3/I0KAUeCTBEHHBIX
HOBOOOpa30BaHMil B JKey/IKe.

Tabnetkn npenapata Pa3o® Hemb3st pazkeBbIBaTh WIH H3MeIb4yaTh. TaGNETKH CJeayeT IJ0TaTh
HEJUKOM. YCTaHOBICHO, YTO HH BpeMs CYTOK., HU TPHEM [HIH HE BJIMUSIOT HA AKTHBHOCTD
palernpasosa.

B crenmasbHOM Hee1e10BaHHH Y TALMEHTOB € JETKHMH HJIH YMEPEHHBIMI HapyHICHUAMEI (QYHKIHH
neyeHn He ObIJI0 00HAPYIKEHO 3HAUHMOTO OTAHUHS 4acTOThl NOOOUHBIX Y(PdekToB padenpasona o1
TAKOBOI Y 110100paHHbBIX 110 MOJIY H BO3PACTY 3I0POBBIX JIHIL, HO, HECMOTPSI HA ITO. PEKOMEH 1VeTCS
co0II0/1aTh OCTOPOKHOCTB TIPH MEPBOM MpUMEHEHHH padenpas3osna y MauueHTOB ¢ TAKEIbIMH
Hapywennamu  Gynkunn neuenn. AUC pabenpasosia y NHalHEHTOB € TSUKEJIBIM HapylICHHEM
(YHKLUHN TeYeHH TPHMEPHO B /IBA pa3a BbIIIE, YeM Y 3710POBBIX MAIHEHTOB.

[Tannenram ¢ HapymeHusaMu QYHKUHH TOYEK HJIH HEYEHH KOPPEKTHPOBKA J103bl padenpasosa He
TpedyeTcs.

F'unomacnuemusa

[Ipn neuennn HHrHOHTOPAMH MPOTOHHOIH MOMIIBI HA MPOTSKEHUH MO KpaiiHell Mepe 3 MecsieB B
PEAKHX ciydasX ObUIM  OTMEYEHBl CJydyan CHMOTOMATHUYECKOH WM  aCHMITOMATHYECKOil
runoMardineMun. B OosbIIHHCTBE ciyvaeB ATH COOOIIEHHS MTOCTYAIN Yepes roJ1 MocsIe NpoBe/IeHHS
Tepanyi. Cepbe3HbIMU TOOOUYHBIMH ABJICHUAMU ObLTH TETAHUS., APUTMHS M CYJ10POrH. BOJabIIMHCTBY
MalUeHTOB TPEOOBAIOCH JIeUeHHE THIIOMArHHEMHH, BKJIIOYAtoIeil 3aMelenne Maruus 0 OTMEHbl
Tepanui HHrHOUTOPAMH IIPOTOHHOI MOMIIBL. Y MAalHEHTOB, KOTOpbIE OYAYT MOJIyYaTh JUIHTEIbHOE
JICUCHHE WIIH KOTOPbIE MPUHUMAKOT HHIHOUTOPBI MPOTOHHOI MOMIIBI € TpernapaTaMu, TaKUMH Kak
JIUTOKCHH MJIM TpernapataMi. KOTOPble MOTYT BbI3BaTh FMIOMArHHEMHIO (HarpuMmep, JHYPETHKH),
MEJHUMHCKHE  PAadOTHUKH  JIOJ7KHBl  KOHTPOJIMPOBATL YPOBEHb MarHus 10 Hauyaga JIeueHHs
HHIUOHUTOPAMH IIPOTOHHOIT MOMIIBI 1 B IEPHO/T JICUSHHSI.

[TaimenTel HE TOMKHDI HNPpHHHUMATL OJIHOBPEMCHHO € paﬁcnpa'somm JpYTrue cpejicTsa. CHHKAOUe
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KHCJIOTHOCTB. Harpumep, 0J10katopbl Ha-perentopos mii HHFHOHTOPBI IPOTOHHOTO HACOCA.
Iepenomvr kocmeit

CorslacHO  1aHHBIM  HaOJIIOIATEIBHBIX  HCCJICIOBAHMIT  MOKHO HPEIIOIOKUTL, 4TO Tepariis
MHIHOMTOpAMH  IPOTOHHOI MOMIBI  MOJKET HPHBECTH K BO3PACTaHHIO PHCKA CBSA3AHHBIX ¢
OCTEOMOPO30M TepeIOMOB Oe/1pa. 3aMACTbsl WIH MO3BOHOUHMKA. PHCK nepeoMoB OblT yBETHYEH Y
MaHeHToB, MoyvyaBinux Boicokne 10361 U imntensho (roa n dosnee).

Oonospevennoe npuyMeHeHue padenpazod ¢ Memompercamom

CornacHo AUTEpaTypHBIM JaHHBIM. 0 iHOBpeMeHHbliT nipuem UITIT ¢ meToTpekcaToM (rpesk e Beero
B BBICOKHX J103aX). MOKET I[PHBECTH K MOBBILICHHIO KOHUEHTPALMH METOTpeKcaTa M / Win ero
MeTadoInTa THAPOKCUMETOTPEKCaTa H YBEJIHUNTD EPHO.T MOITYBBIBEACHHS. YTO MOKET MPHBECTH K
MPOABJICHHIO TOKCHYHOCTH MeToTpekcata. [lpn HeoOXoIMMOCTH NpPHMEHEHUSI BBICOKHX 103
METOTPEKCaTa. MOKET ObITh PACCMOTPEHA BO3MOKHOCTb BPEMEHHOT0 npekpaitenus tepanmn WUIIIIL.
Clostridium difficile

Teparus UIITT MoxkeT npuBOANTD K BO3pACTAHUIO PHCKA KETYI0UHO-KHITEUHBIX HH(EKIIT. TaKuX
kak Clostridium difficile.

Bisinie Ha cnocodHOCTh YIPABIASATH TPAHCIOPTHBIMI CPEICTBAMII I MeXAHII3MaMI

Mexoas w3 ocoOenuocTel  (apmakojanHaMuKi padernpaszoia U ero npoduist HexelaTe/bHbIX
PeKTOB. MATOBEPOSITHO. UTO padernpa3os OKa3biBaeT BIHAHHE Ha CHOCOOHOCTH YIPABIATH
TPAHCTIOPTHBIMH CPEACTBAMI H BBIMOJHATH JIPYTHE BUIbI JICATEIbHOCTH, TPEOYIOLIHE KOHIIEHTPALIHH
BHUMaHHS H OBICTPOTBI MCHXOMOTOPHBIX peakuuii. O HAKO, B cliyyae [MOSBICHUS COHJIMBOCTH,

FOJIOBOKPYIKCHHA CIICAYCT n30eraTh HTHX BH10B JICATC/IBHOCTH.

Mopma BeINyCcKa

TaOneTKn. MOKPLITHIC KHIIEUHOPACTBOPHUMOIT 0007104KOiIT, 20 MT.

[To 15 wmn 30 TadaeTok B OaHKax M3 MOJMITHICHA BBICOKOH MIOTHOCTH ¢ BUHTOBOI IOPJIOBHHOI,
CHAOKEHHBIX MeMOpaHOIl U1 KOHTPOJsS [MEPBOTO BCKPbITHS. YKYIOPEHHBIX TJIaCTHKOBBIMI
HABHHYHMBACMBIMH  KPBILIKAMH € MPOKJIAJAKOI M BIOKEHHEM [AKeTa ¢ BJArornorjioTHTe/eM
(cuymkaresb) M TammoHa w3 noamdguproil Batehl. Kaxjas OaHka BMecTe ¢ HMHCTpyKuuei 1o
IPUMEHEHHIO B MAYKY KaPTOHHYIO.

[To 15 Tadneroxk B Omucrepe u3 (IIBX/AJI/ITA) ¢oabrn / amomuunesoii Gonbru. ITo 1 wam 2

6JIIICT€])8 BMECTE C IlHCTp_\’KLIIlCﬁ IO MPUMEHECHHIO B IMa4YKy KapTOHHYIO.

YcioBust XpaHeHnst
[Ipn remneparype e Bbie 25 °C.

X])ﬂHllTb B HCJIOCTYIMHOM 11 aereii mecre!



Cpor roanoctn
2 rona (B 6aHkax). 3 roja (B dsmcTepax).

He IMPUMCHATD 1O HCTCUYCHHH CPOKA INOIHOCTH. YKA3aHHOI'O Ha YITaKOBKE.

YeioBust oTnycka

OTnycKaloT 1Mo peLenty.
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J-p Peuan’c Jladoparopuc Jlta., Muaus

Dr. Reddy’s Laboratories Ltd., India
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