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COOTBETCTEBYET KCNEPTHOMY OTYETY
oT 2712 2023 Nz 27270
(Bxopawmia M3 N24241504)

MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUNCKON OEJEPALIMA

UHCTPYKIUA
10 MEIUIIUHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O TIPEITAPATA

JIOCEK® MAIIC*

Perncrpammonnsiii Homep: [1 N013848/01
Toprosoe naumenosanue: JJOCEK® MATIC*
MexayHapoIHOe HENATEHTOBAHHOE HJIM IPYNIIHPOBOYHOE HAMMEHOBAHHE: OMEIIPa30Jl

JlekapcTBennas ¢opma: TabieTKH, MOKPHITHIE TUIEHOYHOH 000I0UKO#

CocraB

Oona mabnemka, nokpeiman niénounoi obonoukou 20 mz, cooepymcum:

Heuicmeyrowee sewyecmeo: omenpason maraus 20,6 mr (sxkBuBaieHTHbIN 20,0 M omMernpasoa).
Bcnomozamenvhvie 6ewjecmea: riuuepuia Monocreapat 40-55 1,4 wmr, runponosa 4,8 wr, ‘
runpomeuioza 15,0 Mr, maraust creapatr 0,7 Mr, METaKpWJIOBOM M 3TaKpPHJIOBOH KHCJIOT
conoaumep 27,0 mr, nemnono3a Mukpokpuctaumyeckas 220,0 mr, napadusn 0,2 Mr, MaKporo

2,5 mr, mommcop6ar 80 0,1 Mr, kpocnoBuI0H 4,6 Mr, HaTpus creapuidymapar 0,5 mMr, caxaposa,
cepudeckue rpanyisl pazmep 0,250-0,355 22,0 mr, tansk 8,3 mr, Turana auokeua (E171) 2,2

MT, TPHITHJILMTPAT 8,2 MT, KpacHTelIb jKejie3a oKcHI KpacHsri (E172) 0,3 mr.

Onucanne

[IpononroBarast IBOSKOBBIITyKJ1asi TabJIeTKa OT PO30BOTO 0 PO30BOTO CO C1abbIM KOPUYHEBATHIM
OTTEHKOM IIBEeTa, MOKPBITas IUIEHOYHOH 0007104K0i, ¢ rpaBupoBkoit 20 MG Ha 0HOH cTOpOHE U

snaukom @ - wa JIpyro#t CTOpOHE.

dapmakoTepaneBTHYeCKasl IPYNNa: jKejle3 JKelIyJKa CEKPElUMIO0 TMOHMKAIOIIEe CPEeICTBO —

MPOTOHHOTO HAacoca HHrHOUTOP

Kox ATX: A02BCO1
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(dapmakoaornieckne cBoHcTBa
dapmakoounamuxa

Mexanusm deticmeus

OmMenpason sBisercs ciabbM ocHoBaHWEM. KOHIEHTpupyeTcs B KHCIOH cpelie CEKPETOPHBIX
KaHAJIBLEB NapUeTATBHBIX KIETOK CIH3UCTOM 060I0UKY XKeTyAKa, aKTHBUPYETCS B MHTHOHpYET
NpoTOHHEL Hacoc — depment H, K'-AT®asy. Biusune omenpasona Ha IOCIEIHIOI CTAIHIO
npouecca 00pa30oBaHus CONHOM KUCIOTH! B Ky AKe ABJIAETCH X0303aBUCAMEIM B 00€CIIeYnBaeT
BbICOKO3( heKTHBHOE HHTHOMpOBaHWe 6a3aNbHON M CTUMYIMPOBAHHOW CEKpEIMM COMHOM
KHCIIOTHI HE3aBUCHMO OT CTHMYJIHpPYIOIIEro $akTopa.

Bruanue na cexpeyuio srcenyoournozo coxa

JIOCEK® MAIIC® npm exegHeBHOM NEPOPATHHOM NpAMEHEHHH OGECIIedMBAeT GHICTpOE |
3¢ eKTUBHOE HHrHOMPOBAaHUE THEBHOM M HOYHOM CEKPEIMH COIIHOM KHCTIOTEL. MakcHManpHBIH
spdexT mocTuraeTcs B TedeHHE 4 IHEH JNedeHns. Y MAUHEHTOB C S3BOM IBEHATUATHIEPCTHON
xumxn JIOCEK® MATIC® 20 Mr BEI3BIBaET YCTOMYMBOE CHIIKEHHE 24-4acoBoif HKeJTy JOYHOH
KHCIIOTHOCTH He MeHee deM Ha 80%. IIpn aToM mocTuraercs cCHIeHHE cpefHeil MaKCHMAJIBLHOM
KOHIIEHTPAMH COJIAHOM KHMCIOTHI IIOCIIE CTUMYJIAIMH NMEeHTaracTpmHoM Ha 70% B TeueHue 24
9acoB.

V nmauueHTOB ¢ A3B0¥ ABeHanuarrnepcTHoM kumxu JIOCEK® MATIC® 20 Mr npu exeaHeBHOM
[epopalbHOM IPMMEHEHHH MOAZEPKUBAST BO BHY TPHIKEITY JOYHOM cpejie 3HaYeHHE KUCIIOTHOCTH
Ha ypoBHe pH 2 3, B cpeHeM, B TegeHue 17 9acoB B CYTKH.

WrrnbupoBanne cexpeluy CONSHOM KMCIOTH! 3aBUCHUT OT INIOMALH II0] KPHBOH KOHIIEHTpaIs-
BpéMx (AUC) omenpazona, a He OT KOHIEHTpallHM NpelapaTa B Mia3Me B JAHHBI MOMEHT
BpPEMEHH.

Heticmeue na Helicobacter pylori

Owmenpason obnanaer 6axrepununaeM >bdexroM Ha Helicobacter pylori in vitro. Dpaguxanus
Helicobacter pylori npm npUMEHEHHH OMeINpa3oila COBMECTHO C aHTHOAKTepHaIBHBIMH
CPEACTBaMH COIPOBOXIAETCA OBICTPEIM YCTpPaHEHHEM CHMIITOMOB, BBICOKOH CTEIIeHBIO
3aKUBJICHUA IE(EKTOB CIM3HCTOM OOONOYKH JKEeIyXOYHO-KHIIEYHOTO TPaKTa M JIMTEIbHOM
peMHccHeEll A3BeHHOH OOJNe3HH, YTO CHHXAET BEPOATHOCTE TAKMX OCIOXHEHH, Kak
KPOBOTECUEHHS, TaK e 3G (EKTHBHO, KaK ¥ MOCTOSHHASN NONEPKUBAIOIIAs TEPAIIHI.

Hpyzue sghdhexmui, ceasannvie ¢ unzubUposanuem cexpeyuu ConAHON KUCI0mbl

¥ nmalneHTOB, NPHHAMAIONIMX IIpEIapaThl, IOHMIKAIOIHEe CEKPEIHIO JKene3 XKelyaka, B TeYeHHe
JUIMTEIEHOTO IMPOMEXYTKA BPEMEHH, dYame oTMedaeTcs oDOpa3oBaHHe JKeNe3HCTHIX KHUCT B

KEIYAKE, KHCTBI JIOGpOKa‘IeCTBEHHLIC H IIPpOXOAAT CaMOCTOATEJIBHO HaA (i)one IIPOAOIDKEHUSA
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Tepanu¥. OTH ABICHMS 0OyciIOBIEHH ¢
HHTUOMpPOBAHHUS CEKPEUH COISHOR KUCIIOTEL

CHmXeHHE CeKpEelMH COJITHOM KHMCIIOTHI B XKENyHAKe [oJ AeHCTBHEM HHIHOMTOPOB IIPOTOHHOTO
Hacoca WM JAPYrHX CHIDKAIONIIMX KHCIOTHOCTD XKEIYAKa CPECTB IPHBOAMT K MOBLIMICHHIO poCcTa

HOPMAJBHONH MUKpOQJIOpH KHINEYHMKA, 9YTO B CBOKO OYEpeAb, MOXET IPHBOAUTE K

HE3HAYNTEIBHOMY YBEIMIEHHUIO PUCKA Pa3BUTHA KHIICUHBIX HH(EKIINIL, BEI3BAHHAIX OaKTEPHAMH
pona Salmonella spp. u Campylobacter spp., a y TOCIATATA3APOBAHHEIX NAUEHTOB, BEPOSTHO,
taxoke 6axrepueit Clostridium difficile.
Bo BpeMs neueHns mpenrapaTaMH, NOHMKAIOMIUMH CEKPELMIO JKEJIe3 JKENyAKa, KOHIEHTpaIusl
FacTpHHA B CHIBOPOTKE KPOBH IOBEIINAETCA. BCIeACTBHE CHIXKEHUS CEKPELIMM COJITHOM KHUCIIOTH
| MOBBIIIAETCA KOHNEHTpanus xpoMorpanuHa A (CgA). Iloprunerne xoHueHTpamuE CgA MOXKET
OKa3eIBaTh BIHMSHHE Ha pe3yjbTaTHl OOCHENOBaHMH NS BBIABIEHUS HEHPOIHIOKPHHHBIX
omyxoleit (cM. paszen «OcoOble ykazaHua»). [ MpegoTBpAIIEHHA JaHHOIO BIUAHAS TEPAITHIO
| HHrHOUTOpPaMM IPOTOHHOTO Hacoca HeoOXOAMMO MPHOCTAHOBHTH, KAK MHHHAMYM, 3a 5 nHel Ho
| npoBefieHNsA HccienoBaHusa xoHuentpamuu CgA. Ecmu 3a 310 BpeMsa xoHueHTpaumu CgA
racTpHHa He BEpHYJIHCh K HOpMaJbHOMY 3HAYEHHIO, HCCIIEHOBAHHE CIIEAYET IIOBTOPUTD depe3 14
IHeil mocie mpeKpameHus IpyueMa oOMenpasoa.
V mereii ¥ B3pOCIIBIX NAIMEHTOB, AJTUTEILHO IPHHUMABITHX OMENPa30Jl, 0TMEYaI0Ch YBENHICHHE
KOJIMYECTBA 3HTEPOXpPOoMapPUHOMOZOOHEIX KIETOK, BEPOSTHO, CBA3AaHHOE C YBEIHYEHHMEM
KOHIICHTpallii racTpUHA B CHIBOpOTKE KpoBH. KiuHMYeckol 3HAYMMOCTH JaHHOE SBICHHE HE
HMeEET.
DapmMaKoKuHemuxa
. Bcacwvieanue
Omenpason aGcopbupyeTcs B TOHKOM Kumke, oOErdHO B TedeHMe 3-6 wacoB. bromocTymrocTs
| IOCNE IpHEMa BHYTPh COCTaBIMeT NpuOnusuTensHo 60%. IlpméM nMimu He BIHAET Ha
| OHOZOCTYITHOCTD OMENpa3oJa.
Pacnpeoenenue
IToxaszaTens CBA3BIBAHHA OMeNpasona ¢ OenxaMM IUIa3Mbl COCTaBISET oKolmo 95%, obweM
pacnpeznenenus cocrapiser 0,3 J/kr.
Memabonusm
OMenpa3on NOJHOCTEI0 MeTaboim3upyercs B eueHH. OCHOBHBIE ()epMEHTHI, YYacTBYIOIIHE B
nponecce Merabommama, CYP2C19 u CYP3A4. OG6pazyromuecs MeTaGONMTEI — cynb(hoH,

CYJIBQ)HII H THAPOKCH-OMEIIPA30JI HE OKa3hBarOT 3HAYUTEIHLHOI'O BIMSIHIA Ha CEKPCIIAIO CONHOM

KHCJIOTEL.
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OOmmif IUTAa3MEHHEIM KIMPEHC COCTABIAE] /mMuH. br
YBETMIHUBAETCS IIpUONMM3ATeNsHO Ha 50% IIpH IOBTOPHOM IIPHEME IO CPaBHEHMIO C IIPUEMOM
pa3oBOH AO3EI.

Ixckpeyus

ITeprox momyBrBeeHNS cocTaBteT okono 40 MunyT (30-90 MunyT). Oxono 80% BEBOIUTCH B
BHzIe MeTabO0MTOB IIOYKaMH, @ OCTAIbHAs YaCcTh — KHIIEYHHUKOM.

Ocobvle zpynnvl nayuenmos

He oTMe4eHO 3HAUYATENHHEIX H3MEHEHHH OMOZOCTYIHOCTH OMeNpazoia y MOXUIBX [TalUeHTOB
WK y TAIMEeHTOB ¢ HapymeHHoH (QyHkmue# modek. ¥ manweHTOB ¢ HapymeHHOH (yHKuunei
NIEYCHN OTMEYaeTCs YBeIMYeHHe OHOAOCTYITHOCTH OMEIpa3oia M 3HAYHUTENHHOE YMEHBLIICHHE

TUIa3MCHHOI'O KIIMPEHCA.

Iloxa3anusa X NpEMEHEeHHIO
Bspocarsie:
® 53Ba JIBEHAANATHIIEPCTHOM KUIIKK
®  s3Ba XKeIyJKa
o HIIBII accomunpoBaHHsIe S3BEI X 3PO3HH XKeJyIKa H ABEHaAIATHIICPCTHOM KMIIKA
o opamukauus Helicobacter pylori npm s3BeHHON Oonesnn (B KoMOMHAMM C
COOTBETCTBYIOIEl aHTHOaKTepHaNbHOR Tepanueit)
e pedimoxc 330darut
e CcHUMITOMaTHYecKas racTpo-33odareanbHas pedrokcHas 601e3Hb
® JIACIIENICHA, CBS3aHHAA C IIOBBIMECHHON KUCIOTHOCTBIO
e CHHIpOM 30JUIMHrepa-OIiiMCcOHa
Jetu 1 noapocTku
JletH cTapme 2 jieT ¢ Maccoi Tena He MeHee 20 K
e pedmokc s30¢arut
e CHMIITOMaTH4ecKad racTpo-33odareanbHas pedmokcHas 60JIe3Hb
JletH crapine 4 JIeT ¥ NOXPOCTKH:

e SI3Ba BeHAJUATHIICPCTHON KUIIKY, BaI3BaHHas Helicobacter pylori

Hpomnonoxaaaﬂna
o [loBenmennas QYBCTBUTENIBROCTE K OMENpas3oly, 3aMCIICHHBIM 63H3HMHJI&30H&M nmm K

J0OBIM BCIIOMOTATENHHEIM BE€IMeCcTBaM, BXOIAIIHUM B COCTAaB IIperapara.
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e Jledunur caxapaspl/M30MaNbTa3kl, HE
MasadcopOrus.

e OnHOBPEMCHHBIH IPHEM C 3PIOTHHHOOM, I103aKOHA30JI0M.

° I[erckm‘ff BO3pacT HO 2 JIET.

e Jlerckuif BO3pacT crapiue 2 JeT IO APYTHM IIOKa3aHWSM, KpoMe JieueHHs pedimokc
330(haruTa ¥ CUMITTOMATHIECKOI racTpo-330¢areaibHOi pedIIOKCHOK GoTe3HH.

e Jlerckuit Bo3pacT crapme 4 ner N0 APYrMM IIOKa3aHUAM, KpoMe JIeueHHS pedIokc
930QharuTa, CUMIITOMATHIECKOH racTpo-33odareansHoit pedmokcHON Gone3HM M A3BEL

IBEHaUATHIIEPCTHOM KMINKY, BRI3BauHOU Helicobacter pylori.

C ocTOpOKHOCTHIO

ITatmenTH! ¢ OCTEONOPO30M.

Ilpn HanuuMM TAaKUX CHMMIITOMOB, KaK 3HAaUMTENbHAsA CIIOHTAHHAS IIOTEpS B BECE, YAcTas PBOTA,
Jucdarns, poTa ¢ KpOBBIO HIIM MeJIeHa, a TAKKe NP HATMYHH A3BEI eIy AKa (MM I0J03PEHHR
Ha 3By JKEIyIKa) CIENyeT MCKIOYMTh HalW4he 3JI0KaYeCTBEHHOro HOBOOOPa3OBaHH,
TIOCKOJIBKY JICYEHHE MOXKET IIPUBECTH K MACKHPOBKE CHMIITOMOB H, TAKHM 00pa3oM, 3ajiepixarh

IIOCTaHOBKY AHArHo3a.

Ilpamenenne Bo BpeMs GepeMEHHOCTH H IPYXHOr0 BCKAPMIHBAHUSA

PesynpTaTe! HCCie0BaHMIA OKa3aM OTCYTCTBHE IIOOOYHOr0 ASHCTBHA OMENpa3oia Ha 30POBhE
GepeMEeHHbIX JKESHINHH, Ha IUIOL MM Ha HOBOPOIKAECHHOIO.

JIOCEK® MATIC® mMoxeT NpMEHATECA BO BpeMA 6peMEHHOCTH.

Omenpasolnl IPOHHKAeT B IpyAHOE MOJIOKO, OJHAKO IpPH IMPYMEHEHHH €r0 B TepaleBTUYECKHX

Zo3ax BO3JeicTBIE Ha peOeHKa MaJIOBEPOSTHO.

Crniocod npaMeHeHHS M 0351

Bruytps. Ta6nerku JIOCEK® MATIC® pexomeHzyercss NpHHUMATH YTPOM, TAGlETKY CIEAyeT
[JI0TATh LEIMKOM, 3aliBas JKUAKOCTEIO. TabneTku Henb3s pa3KeBBIBaTh WK APOOUTE.
TabneTxn MOXHO pacTBOPATH B BOAE HIIM CIErKa IOAKHCIEHHOM XHIKOCTH, HATIPUMED, BO
bpyxToBoM coke. IlomyderHsIf pacTBOp HOIDKeH OLITH HCIONE30BaH B TeueHHe 30 MuH. UToO6k!
OEITH YBEPEHHEIM B IIpHEME IIONHON IO3HI, HajeiTe B CTAKaH CHOBA JKMAKOCTY HAIOJIOBHHY,
B36onTaiiTe U BHIIEHTE.

Bspocnuie

A3ea 0eenadyamunepcmuoi Kuuwiky
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[TareHTaM ¢ aKTHBHOW $3BOM JBeHaJla i
JIOCEK® MAIIC® 20 mr 1 pa3 B cytku. Ilpemapar oGecrneunBaer ObicTpoe yCTpaHeHHE
CHMIITOMOB. Y GOJIBIIMHCTBA NMAIMEHTOB 3aKMBJICHHE A3BBI HACTYIIAET B TeUEHHE 2-X Helelb. B
TEX CIIyyasx, Korja B TeueHue 2-X HeJlelb MOJIHOE 3a)KUBIICHHE A3BbI HE HACTYIIAeT, 3a)KUBIICHHE
JIOCTHTaeTCs TPH TOCeIyIomeM 2-X HeslelbHoM npuéMe npenapara JJOCEK® MAIIC®
[lanmenTaM ¢ g3BOM JBEHAAUATHIIEPCTHON KHIIKH, M0 BOCIPUMMYUBON K JI€4EeHHIO, OOBIYHO
naznauaior JIOCEK® MATIC® 40 mr 1 pa3 B CyTku; 3aKMBJIEHHE 53Bbl OOBIYHO HACTYIAET B
Te4YeHHUE 4 HeJleb.
JIns mnpefoTBpallleHHs PEUWIMBOB IAlMEHTaAM C A3BOH  JIBEHAALATHIIEPCTHOH  KHIIKH
pexoMenaytoT omenpazosn 10 Mr 1 pa3 B cyTku. B ciryuae HeoOX0AMMOCTH 103y MOXKHO YBEITHUNTh
110 20-40 mr 1 pa3 B cyTKH.
A36a dicenyoka
Pexomenayemast 103a—JIOCEK® MATIC® 20 mr 1 pa3 B cyTku. [Ipenapar o6ecrieunsaet GuIcTpoe
yCTpaHEHHE CUMIITOMOB. Y OOJIBIIWHCTBA MAIIMEHTOB H3/IEYEHNE HACTYIIAET B TeueHHE 4 HeJlelb.
B Ttex ciydasx, koraa mocie IepBOro Kypca IMpueMa Ipernapara [OJHOe 3aXKHUBICHHE HE
HAcTynaeT, 0OBMHO Ha3HAYalOT MOBTOPHBIN 4-HeJETbHBIH Kypc JIeYeHHUs, B TEUEHHE KOTOPOTo
JIOCTHraeTCs 3a)KUBIICHHUE.
[lamrenTam ¢ A3BOM JKelyIKa, MaJlo BOCIIPUMMYMBOI K JiedeHnI0, 00bHo HasHavyaioT JIOCEK®
MATIIC® 40 mr 1 pa3 B CyTKH; 3aKHBJIEHHE OOBIYHO JOCTHTAETCS B TEUEHHE 8 HE/ENb.
JUist IpeI0TBpaIeHAs PELMIMBOB MAMEHTaM ¢ S3BOH ey aka pekomenayior JJOCEK® MATIC®
20 mr 1 pa3 B cyTkH. B cirydyae HeoOX0AMMOCTH 103y MOKHO YBEIW4UTH 10 40 Mr 1 pa3 B CyTKH.
HIIBII accoyuuposanmwvie 136bl U 3PO3UU HCENYOKA U O8EHAOYAMUNEPCMHOU KUULKU
[Tpu namuumu HIIBII accoumupoBaHHBIX $3B JKeTyaKa, JABEHAAUATHIIEPCTHOW KHIIKK HIIA
racTpo/1yOJeHaIbHBIX 3PO3HX y MAaKMEeHTOB ¢ npoaopkatomeiics tepanueid HIIBIT nium nocne ee
MpeKpaleHns pekoMenayemas no3a npenapara JIOCEK® MAIIC® — 20 mr 1 pas B cyTku.
[Ipenapatr oOecneunBaeT OBICTPOE YCTpaHEHHE CHMIITOMOB, Yy OOJIBIIMHCTBA NAIlMEHTOB
M3JIeYCHHE HACTyMaeT B TeyeHHe 4 Hejaeldb. Y TeX MAIMEHTOB, Y KOTOPBIX HE IMPOH3OIILIO0
U3JIeYMBAHEE B TEUEHHE HAYAJIBHOTO MEpUOJIa TEPAITUH, 3aXHUBICHHE O0OBIMHO JIOCTUTAETCS IIPH
HOBTOPHOM 4-X HEJIeJIbHOM IIpHEMe Iperapara.
JUts mpoHIAKTHKH S3B W APO3MM KemyJKa W JBEHAIUATHIEPCTHOW KHUIIKH, W CHUMIITOMOB
Jucnencuy, cpasaHHeix ¢ npuemom HIIBII, pexomenpoBannas mosza mpenapara JIOCEK®
MAITIC*® — 20 mr 1 pa3 B cyTKH.

Opaouxayua Helicobacter pylori npu sizeéennou bonesnu (6 kombunayuu ¢ coomeemcmeyroujen

anmubaxkmepuanvHou mepanuei)
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Peaicumer apaduxayuu Helicobacter pylori np
TpexKOMIOHEHTHAs CXeMa JICUEHHUS:
JIOCEK® MATIC® 20 mr, amokcummmmH 1 r© 1 xnaputpoMunud 500 mr. Bee mpemaparst
[IPHHAMATE 2 pa3a B CYTKU B TEYECHHE OXHOM HEJEH

UM
JIOCEK® MATIC® 20 mr, metporuzaason 400 Mr (am Truaaszon 500 Mr) ¥ KIapHTPOMHLMH
250 Mr. Bee npenapars! npAHUMAaTh 2 pa3a B CYTKH B TEUEHHE OTHOM HEIENH

17610
JIOCEK® MAIIC® 40 Mr 1 pa3 B CyTKH, a Takxke aMOKCHIIIHE 500 Mr # MeTporHaazon 400 Mr
3 paza B CyTKH B Te4CHHE OJHON HENCIIHU.
JIByXKOMIIOHEHTHAS cXeMa JIeYeHus:
JIOCEK® MATIC® 40-80 Mr exe{HEBHO K aMOKCHIHIUIHH 1,5 T eXXeTHEBHO (03y CIEAYET ACTHTH
Ha dYacTH) B TEYCHHE JBYX Helelms. Bo BpeMs KIMHHYECKHX HWCIEITAHHH NPHMEHSIIH
aMOKCHIUUIMH B cyTogHo#t jgose 1,5-3 r, JIOCEK® MAIIC® 40 mr 1 pas B cyTku u
KnaprTpoMuuuH 500 Mr 3 pa3sa B CYTKH B TeUeHHE ABYX HEAENb.
Jina obecredeHns IONHOIO 3aXUBICHAA JalbHellnee JieueHHe NMPOBOJMTE B COOTBETCTBHHU C
PEKOMEHJaIMsIMH B pas3fieNlaX «S[3Ba qBeHaUaTUIIEPCTHOR KAIIKM» U «SI3Ba XKelyaKay.
B Tex cirygasx, xorma mocie npoxoxueHns Kypca euenus tect Ha Helicobacter pylori octaetcs
TIOJIOXXATENLHEIM, KypPC JIEIEHUS MOXKET ORITh IIOBTOPEH.
Pecpnroxc 3zohazum
PexoMenzxyeMas 03a — mo oxnoi Tabnerxke JIOCEK® MATIC® 20 mr 1 pas B cyTku. ITpemapar
obecneurBaeT OBICTpOE YCTpaHEHHE CHMOTOMOB. Y OOJBIIMHCTBA IAHEHTOB H3JI€YEHHUE
HacTynaeT B TeueHue 4 Heflellb. B Tex ciryyasx, korza mocie nepeoro Xypca npueMa npenapara
IIOJTHOE H3JIeYeH1e He HacTynaeT, 0OBIYHO Ha3HAYalOT IIOBTOPHEIM 4-HeIeNbHEI Ky PC JIEUeHHS, B
TeYCHHE KOTOPOro AOCTUTAETCS H3JIEUEHHE,
[Naumentam ¢ Tsoxesol Gopmoii pedmoke 330¢arura pexomerayerca JIOCEK® MATIC® 40 mr 1
Pa3 B CyTKH; U3JI€UCHHAE OOBIMHO HACTYNAET B TeYeHHe § Hepens.
[TammenTaM ¢ pedimokc 330¢aruToM B CTagUH PEMHCCHH HasHadaroT oMenpasol 10 Mr 1 pas B
CYTKH B BUZIE AJIMTEIBHEIX KYPCOB NOJIEp)KHBAIOIEH Tepamuu. B ciyyae HeoOxoauMoCcTH 103y
MOXHO yBeIH4UTS J0 20-40 Mr.
Cumnmomamuueckas eacmpo-33oazeanvran peprioxcHas 60aesHy
PexoMennyemas nosa—JIOCEK® MATIC® 20 mr 1 pas B cyTxn. [Ipenapar obecreunBaer 6ECTpoOE

ycrpaneHue cuMnToMoB. TepaneBTrueckuit 3¢ GexT MoXKeT JOCTHraThCs IIPH €XEeTHEBHOM A03e
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omenpazon 10 Mr, mo3TOMYy He HCKIIOYaeTC ) nonbep-—H0

menenp nedenas (JIOCEK® MAIIC® 20 mMr 1 pas B CyTKHM) CHMIOTOMH HE HCYE3aloT,
PEKOMEHJyeTCs JOMOMHATENEHOE 06cneIoBaHte NalieHTa.

Hucnencus, césa3aHHAs € NOBLIUEHHOU KUCAOMHOCMBIO

Jnst obneraenus Golnelt WA yCcTpaHEHHS Oy MEHUI AUcKkoM(OpTa B SIUTracTpaabHON 061acTh,
¢ m3korod mwmM 6es wmakorm, HasHagatror JIOCEK® MAIIC® 20 mr 1 pa3s B cyTxu.
TepaneBTiuueckuit 3¢hdekT MOXKET HAOCTHraThea mpH Ho3e omemnpaszon 10 Mr 1 pa3 B cyTkd,
[O3TOMY JIe4EeHHE MOXKHO HAYHHATh C 3TOH J03bl. Ecmu mocne 4 Hemens nedenns (JIOCEK®
MATIC® 20 Mr 1 pa3s B CyTKM) CHMITOMH HE MCUE33IOT, PEKOMEHAYETCS NOMOIHHTENLHOE
o0cnegoBaHue NAHEHTA.

Cundpom 3onnunzepa-Innucona

[TanwenTaM ¢ cuHApoMOM 30JUIMHTepa-OJIMCOHA IpeapaT Ha3HAYalT B HHAMBHIYANBHOM
Jo3upoBKe. JledeHne poRoNKaoT 110 KIMHUYECKMM OKA3aHUAM HACTONEBKO JONIO, HACKOJIBKO
3aTo HeoOxomuMo. PexoMennyemas HavansHas xo03a — JIOCEK® MAITIC® 60 Mr exenneBro. Y
BCEX NAMUEHTOB C TsOKeJIOH @obMoﬁ 3aboneBaHusd, a TAKKE B TeX CIyyasx, KOrga Apyrue
TEPaIeBTHYECKUE METOXBI HE TIPHBEIH K JKEJIaEMOMY pe3yJIbTaTy, IpHMEHeH e Ipenaparta ObuIo
atdexTuBHEM y Gonee 90% nauuentos npu mpueme 20-120 mr JIOCEK® MATIC® exenseBHo.
B Tex cimyyasx, Kora CyTo4dHas 103a IpenapaTa npeBhmaer 80 Mr, 403y CIEAyeT ACTUTh Ha JiBe
4acTH ¥ IIPUHAMATE 2 pa3a B CYTKH.

Hemu u noopocmxu

Pegpnioxc 330¢hazum u cumnmomamuyecxasn zacmpo-330¢hazeansras pegnoxcrasi 6one3ms
HeTsM B Bo3pacTe crapime 2 JeT ¢ Maccoif Tena Gonee 20 xr HazHagaroT npemapaT JIOCEK®
MAIIC® B noze 20 Mr ofuH pa3 B cyTku. [Ipa HEOGXOAMMOCTH BO3MOKHO YBEIHUEHHE TO3BI 0
40 Mr ommH pa3 B CyTKH. PexoMeHIyeMas NMpOROIKUTENBHOCTE JIEYEHMS B CIIydyae pedumokc
330¢arura cocraBmsieT 4-8 Hexensb. PexoMeHIyeMas NpPOAOKMTENBHOCTE JIEYEHHS B CIydae
CHMIITOMaTH4eCKOH racTpo-330¢areansHoit pedtokcHoit GonesHu cocraenger 2-4 Hemenu. Eciu
nocne 2-4 HeAeNs JIeYEHHA KOHTPONb CHMIITOMOB 3a00JIeBaHHS He OBUI JOCTHTHYT,
pEKOMEHAYeTCs NOMOMHUTENbHOE 00CIeIoBaHAE MAl[HEHTA.

A3sa deenadyamunepcmuoii kuwixy, aviseannan Helicobacter pylori

ITpu BrI6OpE CXEMEI Tepanuy CeAyeT YIUTHBATL OQHIHAIFHEE HAIHOHANBHEIE, pETHOHAILHEIE
M MeECTHHlIE pEKOMEHJAIMH, Kacalolmuecs  PpEe3HCTEHTHOCTH  MHKpPOOPraHM3MOB K
aHTHOaKTepHaTBHBIM CPEACTBAM, NPOJOIDKUTEILHOCTH Tepaiy (Haubomee yacTo — 7 JHel, HO B
psize ciydaeB — 10 14 aHel) ¥ IpaBUIBHOTO NPHMEHEHHS aHTHOAaKTEpHANBLHEIX IIPETIapaToB.

Tepanmo H606X01II/IMO IIPpOBONUTE IIOHA HaOJIOZEHHEM CIIEIHAIHCTA.
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Macca reqa | Cxema JredeHus

15-30 xr Omernpa3zosn 10 Mr, aMOKCHIHIUTMH 25 MI/KT W KJIapUTpOMHIMH 7,5 Mr/kr. Bee

npenaparsl IPUHUMATh 2 pa3a B CyTKH B TEUECHHE HEJEIH.

31-40 kr JIOCEK® MAIIC® 20 mr, amokcuiiumud 750 MT ¥ KJIApUTPOMHIAH 7,5 MI/KT.

Bce [pernaparsl IPpUHAMATH 2 pa3a B CYTKH B TCUCHHUEC HEJICITH.

> 40 xr JIOCEK® MATIC® 20 mr, amokcunmumas 1 1 u knapurpomuis 500 mr. Bee

npenaparbl IpUHUMATh 2 pa3a B CYTKHA B TCYHCHHUEC HEICIIH.

Ocobble zpynnvl nayuenmoe

Hapywenue ¢ynrxyuu novex

JI1s mauueHToB ¢ HapymeHHeM (QyHKIHHE oYeK KOPPEKTHPOBKA 03kl He TpedyeTcs.
Hapywenue ¢hynkyuu nevenu

VY nauueHToB ¢ HapyuleHHeM (QYHKIHH NeuyeHH OMOJOCTYMHOCTh M NMEPHOJ [OJTYBHIBEICHUS
OMelnpasoiia U3 IIa3Mel yBelnuuBaroTcs. B cBs3u ¢ 3tum go3a 10-20 Mr B cyTKM sBIsieTcs
JIOCTaTOYHOM.

ITayuenmur noscunozo 6o3pacma

ﬂﬂﬂ IMAallHCHTOB IMOXHUJIOI0 BO3pacTa KOPpPEKTHPOBKaA A03bI HE Tpe6yeTcx.

[loGounoe eiicTBHE
Huxe npuBenensr nobounsie 3pdekTsl, He 3aBUCAIINE OT pekUMa J03UPOBAHHUS OMEINpa3oa,
KOTOpBIE OBUTH OTMEYEHBI B X0/1€ KIIMHUYECKHX UCCIIeI0BAHMMN, a TAKXKE MPH II0CTMAPKETHHIOBOM

MNPUMECHCHHUH.

Yacro ['onoBHas 6011b, 6011 B KUBOTE, AHAPEst, METEOPH3M, TOIIHOTA/PBOTA, 3a110P
(>1/100, <1/10)

Heuwacro Jlepmatut, 3yjA, CHIIb, KpalNWBHUIQA, COHJIMBOCTH, OECCOHHHIIA,
(=21/1000, <1/100) | ro10BOKpyIK€HHE, NapPECTE3UH, HEJOMOTaHWE, IOBBLIINICHHE AKTHBHOCTH

«TICYEHOYHBIX» (epMEHTOB

Penko Peakuun TUIIePYy BCTBUTEILHOCTH (Hanpumep, JIMXOpaJIKa,
(=1/10000, AHTHOHEBPOTHYECCKHIH OTeK, aHaunakTHYeCKas
<1/1000) peakims/anaQuIaKTHYeCKUN 1I0K), OpoHXOCma3M, renatur (¢ KeaTyXoH

HIIHA 663)., INe4YeHO4YHasA HEAO0CTATOYHOCTD, 3Hue(banonama Y HNaluEHTOB C

3a00JIeBaHUSIMU  TIEUEHH, apTpalrus, MHAIrus, MblleyHas c1abocTs,
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JIEUKOIIEHHA,  TPOMOONHTONCHIA, —arpaHyIoHHTo3; —HaHUUTOHCHIA;
Aenpeccus, THIOHATpHEMHS, BO30YXIEHHE, arpecchs, 3aMellaTejbCTBO,
TAUTIONMHALMY, HapyIeRHe BKyca, HEUETKOCTh 3PEHHd, CYXOCThb BO PTY,
CTOMAaTHT, KaHAWZO3 JKEJyHOYHO-KMIIEYHOTO  TpaKTa,  ajonelus,
¢oToceHcuOumMzamsa, MynsTHdOpMHas 3purTeMa, cHHApoMm CTHBEHCa-
JUKOHCOHa,  TOKCHYECKMH  SNHASPMANBHBIA  HEKPONH3,  OCTpHIX
reHepaln30BaHHBIA 3K3aHTEMAaTO3HEIA IyCTynes, JeKapCTBEHHas CHIIb C
s03uHOGMIMe M cucreMHeiMH  cuMnToMaMH  (DRESS-cunzapowm),
HHTEPCTHIHAIBHEL HEQPUT, THHEKOMACTHS, IIOTIHBOCTS, NEpUPEPUIECKUE

OTEKH, MHKpOCKOHH‘IeCKHﬁ KOJIUT

Yacrora [M'mnoMarumeMus, THIIOKaNBIIHEMHUSA BCIIEICTBHE TSIKEIOH THIOMarHueMHuH,

HCHU3BCCTHA THITOKAJIHCMHUA BCIICACTBHEC T'HITOMarHHECMHHA

Coobmanocs o cirydasx 06pa3oBaHUs KeNe3UCTHIX KUCT B XKEIYAKE Y NalHEHTOB, IPHHAMAIOIIHUX
IIpenapaTsl, MOHIDKAIOIINE CEKPEIMIO JKele3 JKEeNyAka, B TeUeHHe JUTHTENHHOIO IIPOMEXYTKa
BPEMEHH; KHUCTBHI NOOpOKaYeCTBCHHBIE M IIPOXOAAT CAMOCTOATENBHO Ha (pOHE MpOmODKEHHA

TEparmy.

IIepenozupoBka

Pa3oBle nepopaibHble 10351 penapara JIOCEK® MATIC® no 400 Mr He BEI3BIBATH KaKHX-THGO
TSKENBIX cuMITOMOB. [Ipu mpuéMe B3pocabiME S60 Mr oMelpazona OTMEYalach yMepeHHas
MHTOKCHKauus. [IpH yBemuueHHH RO3B1 CKOPOCTh SIMMHHALMK IIperapara He H3MeHsIach
(k@HETHKA IIEpBOro IOpsJKa), crenuduieckoe IeYeH:He A 3TOM He TpeGoBaoCk.

Cumnmomul. TOJNOBOKPYXKEHHE, CIIyTaHHOCTh CO3HAHMs, amaTHs, TojIoBHas Ooib, AWUNATAIMA
COCYIOB, TAXHKAP/IAS, TOLIHOTA, PBOTA, METEOPH3M, THAPES.

Jleuenue: cAIMIITOMaTHYECKOE JIEUEHHE, IPH HEOOXOJUMOCTH IPOMBIBaHKE XKe)TyIKa, Ha3HAYEHHE

AKTHBUPOBAHHOT'O YTIIA.

B3ammopneiicTBue ¢ JpPYrHMH JleKapCTBeHHBIMHM CcpeAcTBaMM H JApyrue ¢opMbl
B3aHMoOJeHcTBHA

Brusnue omenpasona na gpapmaxoxurnemuxy Opyzux 1eKGpCmeeHHbIX npenapamos

CHIXEHHE CEKpELUU CONSAHOH KHUCIOTHI B JKEIYAKE IPH JICYCHUH OMENpa3olioM H APYTHMH
HHTHOHTOPaMH IPOTOHHOTO HACcOCa MOJKET IIPHBECTH K CHIDKCHHUIO WJIH ITOBHINEHHIO abcopOnun

IPYI'UX IIPEIIapaToB, BCAChIBAHUE KOTOPBIX 3aBUCHUT OT KMCIIOTHOCTH CPEHEBL.
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IlomobHO apyruM npemapaTaM, CHHXKAIOLI

M —KHCAOTHOCTE KAy HOUHOTO—COoKa, —JIeICHHC—

OMEIIpa30jIoOM MOXKCT IPUBECTH K CHHXXEHHIO BCAChIBAaHMA KETOKOHA30lla, HTPAKOHA30]1a,

I103aKOHAa30Jia H 3p.TIOTHHH63, a TaxKe IOBRIICHHIO BCACBIBAHHA TaKMX IIPEIIaparoB, KaK

JAHUT'OKCHH. CoBMecCTHBI! IIpHEM OMeIpasona B HO3¢€ 20 Mr omguH pas B CYTKH M AHUTOKCHHA

TIOBEIMAeT OHOMOCTYIHOCTh AUrokcHHa Ha 10% (OMomOCTYIHOCTH AUTOKCHHA IIOBHINANACh HA

pemramny 0 30% y 20% mauuenTos). OTHOBpeMeHHEA npreM mpenapara JIOCEK® MATIC® ¢

3pIOTHHHOOM WM II03aKOHA30JI0M MpOTHBOMNOKa3aH (cM. paszen «IIporuBomnoxazanusy). beuio

I[IOKa3aHO, HYTO OMCIIPa30Jl

B3aUMOACHCTBYET

C HEKOTOPHIMM aHTHPETPOBHPYCHBIMU

npenaparaMH. MexaHH3MEI 1 KIIMHHYECKOE 3HaUeHHe 3THX B3aHMOJeHCTBHI HEe BCera H3BECTHEL

VBeymmuenue 3HageHnss pH Ha QoHe Tepanmu OMENpa3oloM MOXeT BIMATH Ha BCACHIBAHME

aHTHPETPOBHUPYCHEIX ITPETIAPATOB, Takxe BO3MOXHO B3aUMOJICHCTBHE HA YPOBHE HBO(l)CpMCHTa

CYP2C19. Ilpu coBMecTHOM NpMMEHEHHUH

OMeINpa3oila W HEKOTOPHIX AHTHPETPOBHUPYCHBIX

TpenapaToB, TAKUX KaK aTa3aHaBUp U HelduHaBUp, Ha GOHE Tepauy OMENMpa3oIoM OTMedaeTcs

CHHMIKCHHE MX KOHIICHTPAIIUH B CHIBOPOTKE. B cBa3H ¢ 5THM COBMeECTHOE IIPHMEHEHHE OMEIIpa3oia

C aHTHPETpOBHDYCHBIMH IIpeTiapaTaMH, TakWMHM KaK arasaHaBHp M Hel(QHHAaBHp, He

PEKOMEHIAYECTCH,

[Ipn omHOBpEeMEHHOM INIpHMEHEHHH OMenpa3ojia ¥ CaKBHHABHpa OBUIO OTMEYEHO IOBBINECHHE

KOHICHTpAaUHH CaKBHHaBHpa B CBIBOPOTKE,

IIpAd NOPUMEHEHHMH C HEKOTOPBIMH JDYIHMMH

aHTHPETPOBHPYCHEIMH MpeNapaTaMHi HX KOHLEHTpPAIHA HE MEHAIACh.

Omenpazon uarunbupyer CYP2C19 — ocHOBHOI H30(hepMEHT, YYaCTBYIOLIHIL B ero MeTaboM3Me.

CoBMecTHOE NpUMEHEHHE OMeIpa3oNia ¢ APYTMMH IIpellapaTaMH, B MeTaboNH3Me KOTOPEIX

nprHuMaeT yqactie uzodpepmest CYP2CI19,

TAaKAMH KakK JTuazenaM, Bapdapun (R-Bapdapun)

HIA NPYIrue anTarOHUCTEI BUTAMHHA K, (bBHPIT OHH M THJIOCTA30JI, MOXKCT IIPHUBECTH K 3aMCIIJICHHAIO

MeTabonu3Ma 3THX mpenaparoB. PexoMeryercst HaOMoOAeHUe 3a MalHeHTaMH, TPHHAMAIOIIUMHK

(beHHTOPIH H OMCIIpa30ll, MOXCET IIOTpCGOBElTbOﬂ CHHIKCHHE JO3EI :bennrom{a. Onnaxo

COIIYTCTBYIOILICE JICYCHHE OMENPA30IIOM B C}’TO‘IHOﬁ Jo3e 20 Mr He BIHSET Ha KOHICHTPAITHIO

(GeHnTOMHA B IIasMe KPOBH y IMANMEHTOB, MIMTENHHO IPHHEMAIOMMX Ipenapar. I[lpw

IIpUMEHCHUUA OMeENpa3ojla MauuCHTaMH{, IIOIYYaroImMAMH Baprbappm HIIK APYIHE aHTAalrOHHUCTHL

BHTaMHHA K, HeoOXomuM MOHHTOPHHI" MCXXIYHapOAHOI'O HOpPMaIN30BaHHOI'O OTHOIICHUA; B pAae

CIIy4acB MOXCT HOH&)IOGHTBC’I CHHIKCHHC JIO3bL Bap(baplma IH Ipyroro anTaronucTa BUTaMHHA

K. B T0 xe BpeMs COIMYTCTBYIOIIEE JIEYEHHE OMEIIPA30JIoM B CyToUHOM Ko3e 20 MI' He IPHBOJUT

K M3MEHEHUIO BpeMEHH KOaryJIIIHy ¥ MalMeHTOB, JUIMTENHHO IPUHAMAIOIMX BaphapHH.

IIpnMenenne omenpasona B no3e 40 Mr oquH pa3s B CyTKH IPHBOAMIO K YBeIMYCHHIO Cmax u

AUC munocrasona Ha 18% u 26%, COOTBETCTBEHHO; IS OXHOrO H3 AKTHBHBIX META0OJHTOB
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IIMJIOCTA30J1a YBEJIHUEHHE COCTABUIIO 29% U 9% -cooTBeFeTREeHHo-

[To pesynbTaTaM WCCIEIOBAaHUH OTMEYeHO (apMaKOKHHETHYEeCKoe/(hapMaKkoHHAMUYECKOe
B3aUMO/ICHCTBHE MEXIy KIonmuaorpesnoM (Harpy3ounas no3a 300 Mr u nojaaepxkuBaromas 103a

75 mr/cyT.) u oMenpazosoM (80 Mr/cyT. BHYTpb), KOTOPOE PUBOJMT K CHHIKEHHIO SKCITO3ULIMHA K

aKTHUBHOMY MeTabOJuTy KJIOMHMIOrpena, B cpeaHeM, Ha 46% W CHHKEHHIO MaKCHMaJIbHOTO
uHrubupoBanus AJlD-uHIy IMPOBaHHO# arperaliiy TPOMOOLMTOB, B cpe/iHeM, Ha 16%.
Knuauveckass 3Ha4MMOCTH 3TOTO B3auMoOJIeiicTBUS He scHA. [loBbnmeHWe pucka cepaedHo-
COCYZMCTBIX OCJIOKHEHHH IpPH COBMECTHOM IPUMEHEHHH KJIOMHJIOrpeia ¥ WHIHOUTOPOB
MPOTOHHOTO Hacoca, B TOM YHCJIEe OMernpa3ojia, He OBUIO IMOKa3aHO B IPOCIEKTHBHOM
PaHJIOMHU3UPOBAHHOM HE3aBEPUICHHOM MCCJIEAOBAaHUU C ydacTueM Oojee 3760 mnanueHTOB,
MoTydaBIIMX IU1anebo wim omenpa3on B jgo3e 20 Mr/cyT. OJHOBPEMEHHO ¢ Teparnmuei
KJIOIAJIOTpeNIoM ¥ aneTuicanuiuioBoit kucnotoi (ACK), 1 He NOATBEPIKAECHO AOMOTHUTEIEHBIM
HEPAHIOMH3UPOBAHHBIM AHAIM30M KIMHHYECKAX HCXOJOB MaciITaOHBIX MPOCHEKTHBHBIX
PaHIOMM3UPOBAHHBIX Uccie10BaHui ¢ yuactueM Oonee 47000 nanueHTOB.
PesyneTatel psija HaOMoAaTeIbHBIX UCCIIEAOBAHMN IIPOTHBOPEYMBEI H HE JAIOT OJHO3HAYHOTO
OTBETa O HAJIMYUH MM OTCYTCTBHH IOBBIIEHHOTO pHUCKa TPOMOO3MOOIHYECKHX CepedHO-
COCYIHUCTBIX OCJIOKHEHHH Ha ()OHE COBMECTHOTO MpPHUMEHEHHs KIIOMHJIOTpela ¥ MHIHOUTOPOB
MPOTOHHOT'O Hacoca.
[Ipn npUMEHEHMH KJIOMUAOTpeNa COBMECTHO C (DUKCHpOBaHHOH kKoMmOuHammeii 20 wMr
a3oMenpaszona ¥ 81 mMr ACK skcro3unust K akTHBHOMY MeTabOIHTY KIOMHAOrpea CHH3MIIACh
noutd Ha 40% 1O CpaBHEHHIO ¢ MOHOTEpamueil KIOMHAOTPEIOM, IPH 3TOM MaKCHMaJbHble
ypoBHH MHTHOMpoBanus AJI®-HHIyIMPOBaHHOM arperaii TPOMOOLUUTOB ObIIH OJMHAKOBBIMH,
4TO, BEPOATHO, CBA3aHO ¢ 0AHOBpeMeHHbIM npuemoM ACK B HH3KOI /103€.
Omenpaszon He BIMAET Ha MeTabONH3M MpenapaTtoB, MeTabOIM3UPYEMBIX H30()EpPMEHTOM
| CYP3A4, Takux Kak NMKJIOCTIOPHH, JMIOKAMH, XUHWIMH, 3CTPAJHOJ, JPUTPOMHIMH H
OynecoHu.
He BeIfBIEHO B3aMMOZEHCTBHS OMeNpaszosia €O CIIEAYIONMMH [perapaTtaMu: aHTalH/IHble
cpeactsa, KodewH, TeoduMH, S-BapdapwH, THPOKCHKAM, AUKIO(EHAK, HAIPOKCEH,
METOIPOJIOJI, PONPAHOJION U 3TAHOJI.
IIpy OZIHOBPEMEHHOM NPUMEHEHHH OMENpa3ojia M TAaKpoIuMyca OBUIO OTMEYEHO IOBBIMIEHHE
KOHILIEHTPALUHX TaKpOJIMMYyCa B CHIBOPOTKE KPOBH.
Y HEKOTOPBIX NMAIlHEHTOB OTMEYATH He3HAYHTETbHOE MOBBINIEHHE KOHIEHTPALMA METOTpEKcaTa
Ha (OHE COBMECTHOrO NMPUMEHEHHsS C WHIHOWTOpaMH IPOTOHHOro Hacoca. IIpu Ha3HaYeHUH
BBICOKHX JI03 METOTpeKcara CleIyeT pacCMOTPeTh BO3MOXKHOCTH BPEMEHHOIO TpeKpaleHus
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pHeMa omenpa?;ona;
Brusnue nexapcmeennvix npenapamoe Ha YapmaxoxuRemuxy omenpasona

B mertaGomuame oMenpasona yuactByrorT msodepmentst CYP2C19 u CYP3A4. CoemectHoe
npUMeHeHHe oMenpasona U mHrudburopoB m3opepmentoB CYP2CI19 m CYP3A4, taxux xax
KIIapUTPOMHUIIKH ¥ BOPHKOHA30J]I, MOXET IIPUBOAUTE K MOBEIMEHMIO KOHIIEHTPAIIMM OMENpasofia
B IUIa3Me KpOBH 3a CUET 3aMeVIeHHs MeTabonnama oMenpa3zona. COBMECTHOe IpHMEHEHHE
BOpHKOHa30lla M OMeNnpa3ojla NPUBOJUT K Oolee 3eM HBYKpaTHOMY YyBemmueHHo AUC
oMmenpasona. B cBA3M ¢ Xxopolmelf NEpEeHOCHMOCTBIO BBICOKHX J03 OMeENpasoja, IIpH
HENPOAOIDKATEIFHOM COBMECTHOM IIpUMEHEHMH YKa3aHHBIX IIpenapaToB He Tpebyercs
KOPPEKIMHA JIO3hI OMENpa3oa.

CoBMECTHEI TIpHEM OMenpazoNa ¢ aMOKCHI[MUIMHOM HIM METPOHHMAA30jIoM HE BIMAET Ha
KOHIIEHTPAIMIO OMENpa30Jia B IJIa3Me KPOBH.

JlexapcTBeHHEIE TIpenaparsl, uHAymEpyomue usopepmentet CYP2C19 u CYP3A4, taxue kxax
pudaMIuIUH ¥ npenapaThl 3Bepo0Os NpPOABIPABIEHHOrO, IPH COBMECTHOM NPMMEHEHHH C
OMENPA30JIOM MOTYT IIPHUBONMTE K CHHXKEHHIO KOHIIEHTPAI[MH OMEIpa3olia B INa3Me KpOBM 32

CUYCT YCKOPCHAA MeTabom3mMa oMenpasoina.

Ocobrble ykazanus

[Ipn HamI9HK MOOBIX TPEBOXKHBIX CAMIITOMOB (HaNpHMep, TAKHX KaK 3HAYHTEIbHAS CIIOHTAHHAL
TI0TEPsI MACChI Tela, IOBTOPHAs pBOTA, Uc(arus, peoTa ¢ IPUMECHIO KPOBH HIIH MEJIeHa), 4 TAKKe
IpY HaNWYMHM 3B XKedyaxa (WIH IpH IOJNO3PEHHHM Ha A3BY XKENYAKa) CleXyeT HMCKIIOYHTDH
HalM4yhe 3JI0KaYecTBEHHOIO HOBOOOpazoBaHMs, NOCKONBKY JeueHue mpenaparom JIOCEK®
MATIC® MoXeT IpHBECTH K CTIaKHBAHUIO CHMIITOMATHKY H OTCPOYHTH IIOCTAHOBKY JHATHO3a.
He pexoMeHAyeTca cOBMecTHOe NpHMEHEHME OMepa3oja ¢ TaKMMH IIpelapaTaMH, Kak
aTasaHaBHP M Hel(HUHABHD.

[To pesyneraraM McCCefOBaHMH OTMEYEHO (HapMaKOKHHETHYECKOS/hapMaKOAHHAMUYECKOE
B3aUMOJEHCTBHE MEXIY KIONHUAOrpeIoM (Harpy3ouHas no3a 300 Mr ¥ moxaep:kusaomas go3a
75 Mr/cyT.) 1 omenpasonoM (80 MI/CyT. BHYTpB), KOTOpPOe IPHBOAUT K CHHMKEHHIO SKCIIO3UIAH K
aKTHBHOMY MeTa0ONUTy KIONHAOrpena B CpefHeM Ha 46% M CHIKEHHIO MaKCHMaJbHOTO
narubuposanns AJl®-uHIynIMpoBanHoO# arperauni TpoMGOIMTOB B cpefineM Ha 16%. [Toatomy
clenyeT u3beraTb OZHOBPEMEHHOTO NPMMEHEHHS OMenpasolia M KIOMHAOrpena (cM. pasaen
«BzaumogeiicTBe ¢ ApDYTMMH  NIeKapCTBEHHBIMH CPEACTBAMH W OpyrHe  (GOpMH

B3aUMOJIEHCTBHIY ).
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OTaencHEe HaGMONATENBHEIE HCCIENOBaHHS-YKa3hBaloT—HaT0;—T0-TepalisaMHFUOHTOpaMH —

IPOTOHHOIO0 HAacoca MOXET HE3HAYMTENLHO IIOBBINATh DHCK CBS3aHHBIX C OCTEOIIOpO30M
[IEPETOMOB, oz[H;uco B JAPYTHX NOROOHBIX UCCIECAOBAHUAX MTOBLIMIEHHE PUCKA HE OTMEYEHO.

B paHAnoMHM3HpOBaHHBIX, ABOMHBIX CHENbIX, KOHTPOIHPYEMBIX KIMHHYECKHUX HCCICAOBAHUIX
OMeIpazona ¥ 330MeNpa3ona, BKIOYas ABa OTKPHITEIX UCCIEAOBAHUS C JIUTENLHOCTHIO TEPaIiy
Gonee 12 net, He 6bLIa MOATBEPKACHA CBA3b NIEPENIOMOB Ha (JOHE OCTEONMOpo3a ¢ IPUMEHEHAEM
HHTHOHTOPOB NMPOTOHHOIO Hacoca.

XO0Ts IpUYMHHO-CIEACTBEHHAA CBA3b NPHMEHEHN OMEIPAa30JIa/330MeNpasolna ¢ NepeioMaMi Ha
doHE OCTEONOPO3a HE YCTAHOBIIEHA, TAIAEHTEI C PHCKOM Pa3sBHTHS OCTEONOPO3a HIIH EPETOMOB
Ha ero (oHe JOJDKHEI HAXOAUTECS IO COOTBETCTBYIOIUM KIMHAYECKUM HaOIONEHUEM.
[orpimenne xornenTpanuu CgA MOXET OKaskIBaTH BIMSHUE Ha pe3yNbTaThl 00CIeIOBaHMM IS
BRIABIIEHMS HEHPOSHAOKPMHHBIX omyxoneil (cM. pasmen «®apmakomuHamukan). Jlns
IPeROTBPAINCHHS JAHHOTO BIMSIHUA TEPaHIO MHTHOHTOpaMH IIPOTOHHOIO Hacoca HeoOXOauMo
NPHAOCTaHOBHTD, KAK MHHHUMYM, 3a 5 JHEH J0 IpoBeAeHHA HcclieoBaHus KoHneHTpauuud CgA.

Ecm 3a 310 BpeMs koHIEHTpaMi CgA M TacTpHHA He BEPHYJIHCH K HOPMAJIBHOMY 3HAYEHMIO,

HCCIIEIOBaHHE CIIEAYET IOBTOPHTE Yepe3 14 nHeil nocne npekpaueHns IpueMa oMenpasoa.

Bananne Ha cnocoGHOCTH YNIPABJIATH TPAHCIOPTHBIMH CpPeACTBAMH, MEX2AHU3MAMH

OtcyTcTBYIOT JaHHEIE o BuusHuM mpenapata JIOCEK® MAIIC® na cmoco6HOCTE ynpasisaTs
TPAHCIIOPTHBIMH CPEJICTBAMM M MeXaHu3MaMu. OXHAKO, B CBA3M C TEM, UTO BO BpeMs TepalldH
MOTYT HabIIOHATLECS TOJOBOKPYKEHHE, HEYETKOCTh 3pEHHS H COHJIMBOCTD, CIEAYET COBIIONATh

OCTOPOXHOCTS IIPH YIPaBICHUH aBTOTPAHCIIOPTOM M MEXaHH3MaMHU.

®opMa BeIIycKa

TabseTkn, MOKPHITEIE IIEHOYHOM 000104UKO# 20 MT.

ITo 14 unu 28 Tabnerok BO (hi1akoHE U3 NONUSTWIEHA BHICOKOU IJIOTHOCTH C 3aBMHYHBAIOIIEHCS
KpBINKOH M3 IOJIHIPONMIeHa, CHabXEeHHON 3aIIUTHEIM KOJBIOM, 00eCeYnBatompM KOHTPOJb
[IEPBOr'O BCKPHITHSA, H Kancynoﬁ JECHKAHTa, BMOHTHPOBaHHON BHYTPh KpPBIIKH.

Ilo 1 ¢makoHy ¢ MHCTpyKIMeH NO NPUMEHEHHIO B KapTOHHOM Mauke ¢ KOHTPOJEM IEPBOTO

BCKpPBITHSA.

Cpok rogsocTu

3 roma. He npuHMMATH 110 MCTEYEHUH CPOKa TOTHOCTH.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
oT 2712 2023 Nz 27270
(Bxopawmia M3 N24241504)

Yeaosus XxpaHeHus!

XpaHUTH NpH TeMnepartype He Boime 25°C.
[Toce npuMeHeHUst KpBIIKY (1aKoHa MIOTHO 3aKPhITh.

XpaHl/ITb B HEAOCTYITHOM J1J1s JIETEH MecTe.

YeaoBus ornmycka

OTITycKaroT 1Mo peuenTy.

HanvenoBanue W HOpPHIMYECKHH ajpec Jepxkareis (BJaJejblia) PpPerHcTPANMOHHOIO
YA0CTOBEepeHus

YEITUIA®APM Apunaiimutrens [M6X, ['epmanus

CHEPLAPHARM Arzneimittel GmbH,

Ziegelhof 24, 17489 Greifswald, Germany

[IponsBoauTenn
Actpa3eneka Ab, ['aprynaBaren, 151 85 Conepranne, I1IBerus

AstraZeneca AB, Gartunavagen, 151 85 Sodertalje, Sweden

Gdacopmuk (mepBHYHAS YNAKOBKAa), YNAKOBIHK (BTOpHYHAs (mOTpebHTE/IbCKAS)
YIaKOBKa), BBITY CKAKMINH KOHTPO/Ib Ka4ecTBa

Actpa3eneka Ab, ['aprynaBaren, 151 85 Coaepranne, I1IBenus

AstraZeneca AB, Gartunavagen, 151 85 Sodertalje, Sweden

HITH

Caneka ®apmacproTukasic a. ¢., Hurpsiaeka 100, 920 27 I'norosen, CrnoBankas Pecriy6iika

Saneca Pharmaceuticals a.s., Nitrianska 100, 920 27 Hlohovec, Slovak Republic

Oprannsanus, NPHHEMAaIas NPeTeH3Hd noTpeduTe el Ha TeppuTopun Poccniickoii
Denepanun:

000 «®APMATEUT»,

127322, r. Mocksa, ya. SI6noukoBa, a. 23-2-20

Ten.: +7 (495) 991 91 71,

email: farmageit@mail.ru
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["enepasibHBIH QUpeKTOp
000 «®APMATEUT» Hedenon B.B.
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