COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 30.09.2025 N= 24451

OBIIASI XAPAKTEPUCTUKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEIIAPATA

JIOCEK® MATIIC®, 20 mr, TaOJIeTKH, OKPHITHIE ITIEHOYHOM 000I0UKOMA.

2. KAUECTBEHHbBINA 1 KOJJMYECTBEHHBII COCTAB

JelicTBytolee BENIECTBO: OMENpPa3ol.

Kaxxnas tabnerka comepxut 20 Mr oMemnpasoda.

BcmomorarennHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOTO
npemnapara: caxaposa (cM. paszzensl 4.3, 4.4).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKpBITHIE TUIEHOUHON 000s0ukoi. [IpomonroBaras NBOSKOBBIMYyKIas TabjieTka OT
pPO30BOrO 10 PO30BOTO CO CIabbIM KOPHUYHEBATHIM OTTEHKOM I[BETA, MOKPBITasl IUIEHOYHOI

0005109KO, ¢ TpaBupoBKOi 20 MG Ha OJHOM CTOPOHE U 3HAYKOM ® -na JIPyTOi CTOPOHE.

4. KINMHUYECKHUE JTAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

Ipenapat JJIOCEK® MAIIC® noka3aH K MPUMEHEHHIO V B3POCIBIX

e s3Ba JIBCHALATUTICPCTHON KUIIIKH;

e  s3Ba XKEINYJKQ,

® S3BBI U DJPO3UU JKEITyJKa M JBEHAJIATHIIEPCTHOW KHUIIKH, BBI3BAHHBIE IPUEMOM
HECTEPOUIHBIX MPOTHBOBOCTANMTENbHBIX TpemapaToB (HIIBII);

o opanukanus Helicobacter pylori tpu s3BeHHOW Oone3Hn (B KOMOWHAIUU C
COOTBETCTBYIOIICH aHTHOAKTEPHATHHON Tepanuei);

e pedrokc 330¢arur;

® CHUMIITOMAaTHYECKas ractpo-33odareanbHas pedrokcHas 00Ie3Hb;

® JIUCHENCHS, CBSI3aHHAs C MOBBIILIEHHOW KHUCIOTHOCTBIO;

e CHUHJAPOM 30JUIMHTEepa-DIUIMCOHA.

[Ipemapat JIOCEK® MAIIC® noka3aH K IpUMEHEHHUIO V IETeH U MTOIPOCTKOB

Jlemu cmapuwe 2-x nem ¢ maccou mena e meree 20 ke

e pedurokc 330(parur;
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e cHUMIITOMaTHuYecKas ractpo-33odareanbHas De(bnllrgllzclﬁa]{%%fe@ﬁﬂtlzn bHOCTE 0007T)

Jlemu cmapuie 4-x nem u noopocmku

e s3Ba JIBCHALIATUIICPCTHON KUIIKH, BeI3BaHHAst Helicobacter pylori.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEeHUs!

PexxuM 103upoBaHus

Bspocnvie

A36a 0seraduamunepcmHou KUWKU

[TanvenTamM C aKTHBHOW S3BOM [JBEHAALIATUIIEPCTHOM KHIIKM PEKOMEHAYETCS IPUHUMATH
npenapar JIOCEK® MATIC® 20 mr 1 pa3 B cytku. [Ipenapar obecrieunBaet ObICTPOE yCTPaHEHUE
CHUMIITOMOB. Y OOJIBIIMHCTBA MAllUEHTOB 3aKUBJICHUE S3Bbl HACTYINAET B T€UYEHUE 2-X HeZlenb. B
TeX CIIy4dasiX, KOTAa B TEUECHHUE 2-X HEJENb ITOJHOE 3aKUBJICHHUE S3Bbl HE HACTYIAET, 3a)KUBJICHHAE
JIOCTUTAETCS TPH TIOCHEAyIoIEeM 2-X HeneabHoM npreme npenapara JOCEK® MATIC®.
[Tanentam ¢ sA3BOM JBEHANATHIIEPCTHOW KHUIIKH, MAJIOBOCIPUUMYHMBON K JICYCHUIO, OOBIYHO
naszHavaroT npenapar JJOCEK® MAIIC® B nosuposke 40 mr 1 pa3s B CYTKH; 3a)KUBIICHHE S3BEI
0OBIYHO HACTYIaeT B TeYEHUE 4 HeJlelb.

Jnsg  mnpenorBpalieHUss pPEUMAMBOB MAlUMEHTaM C S3BOM JABEHAALATUIIEPCTHOW KHILKHU
pexomeHaytoT omenpason 10 mr 1 pa3 B cytku. B cmyuae He0OX0IUMOCTH 103y MOYKHO YBETTUYUTh

10 20-40 mr 1 pa3 B CyTKH.

A36a orcenyoxa
Pexkomennyemas nosa mnpenapara JIOCEK® MAIIC® 20 mr 1 pas B cyrku. Ilpemapar

obecrieunBaeT OBICTPOE YCTPAHEHHE CHUMITOMOB. Y OOJBIIMHCTBA TMAIMCHTOB H3JICUCHUE
HACTYyIaeT B TeueHue 4 Henenb. B Tex ciydasx, Korjaa 1mocie nepBoro Kypca npruemMa rnpemnapara
MIOJTHOE 32KMBJICHUE HE HACTYMAeT, 00OBIYHO Ha3HAYAIOT IOBTOPHBIN 4-HEAENbHBINA KypC JICUCHHUS,
B TEYEHHE KOTOPOTO JOCTHraercs 3akupieHue. llanmeHTam ¢ s3BOM JKelyaka, Maio
BOCIIPUMMYHMBOM K JIeYeHHI0, 00bMHO HasHaudaroT npenapat JIOCEK® MATIC® B nosuposke 40
Mr 1 pa3 B CyTKU; 3a)KUBJICHHE OOBIYHO JIOCTUTAETCs B TEUECHUE 8 HE/IETb.

Jlis mpenoTBpalieHusl PEelUAMBOB MAIMEHTaM C S3BOHM JKelyAKa pPEeKOMEHIYIOT Ipernapar
JIOCEK® MATIC® 20 mr 1 pa3 B cyTku. B ciydae HE0OX0UMOCTH O3y MOKHO YBEJIUYMBATH 10
40 mr 1 pa3 B CyTKH.

3661 1 dpo3uu .?fC@JZV()Ka u ()eeﬂa()uamunepcmnoﬂ KUWKU, BbI36AHHbIE NPUEMOM Hecmepou()ﬂblx

npomueosocnaiumenvivix npenapamos (HIIBII)

IIpu nanmuum HIIBII acconmupoBaHHBIX $3B KEIyJKa, ABECHAALATUIIEPCTHOW KHUILKH WU
racTpoAyOJCHAIbHBIX APO3UAX Y MALMEHTOB ¢ poaosnkatomeiics tepanueid HIIBIT ninu nocne ee

npeKpaieHus pekoMenayemas nos3a npenapara JIOCEK® MAIIC® — 20 mr 1 pa3s B cyTkm.
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W3JIEYEHUE HACTymaeT B TeueHue 4 Heaenb. Y TeX MAlMUEHTOB, Y KOTOPHIX HE MPOU3OILIO0
U3JICYCHUE B TEUCHHE HAYAIILHOTO TMEPHUOJAa TEPANHH, 3KUBICHUE OOBIYHO JTOCTHTACTCS TPHU
MOBTOPHOM 4-X HEIEIbHOM IpueMe mnpemnapara. Jas nmpopuiaakTUKH 53B, IPO3HM KEIyAKa U
JIBEHAIATUNIEPCTHON KHIIKA M CUMIITOMOB JUCIICTICHH, CBs3aHHbIX ¢ npuemoM HIIBII,
pexomennoBannas no3a npenapara JJOCEK® MAIIC® cocrasisier 20 Mr 1 pas B CyTKH.

Opaouxayus Helicobacter pylori npu a3eennou bonesuu (6 kombunauyuu ¢ coomeemcmeyiowel

anmubaxmepuaibHoU mepanueil).

Pexxumel apanukaruu Helicobacter pylori nmpu s3BeHHON 00JIC3HU

TpexKoMIOHEHTHAs CXeMa JIEUEHUS:

JIOCEK® MATIC® 20 mr + knaputpomuitat 500 mr + amokcurmuiin 1000 mr. Bee npemnapats
MPUHUMATH 2 pa3a B CYyTKU B TEUCHUE OJHOUN HEACIH

WIH

JIOCEK® MATIIC® 20 mr + merponumgazon 400 mr (umm tvaMAa307 500 Mr) + KIapuTpOMULIUH
250 mr. Bee npenapatsl npuHUMAaTh 2 pa3a B CyTKU B TEYEHHUE OJIHOM HEJENN

WIH

JIOCEK® MATIC® 40 mr 1 pa3 B cytku + (amokcunmmua 500 mr u metponnaason 400 mr) 3 pasa
B CYTKH B TEUEHUE OJHOU HEJEIHU.

JIByXKOMIIOHEHTHAsl CXEMa JICUECHUS:

JIOCEK® MAIIC® 40-80 mr exenHeBHO + amoxcuuanH 1500 Mr exxeaHeBHO (I03y CIExyeT
JENIUTh HA YacTH) B T€UEHHE NIBYX Hezelb. Bo BpeMs KIMHUYECKUX MCCIENOBaHUI MPUMEHSIIN
AMOKCUIIMJUTMH B cyTouHoM jo3e 1,5-3 1, JIOCEK® MAIIC® 40 mr 1 pa3 B cyrku u
knaputpoMuivH 500 Mr 3 pa3a B CyTKH B TE€UEHHE JBYX HENETb.

Jlns obecriedyeHs] TIOJTHOTO 3a’KUBJICHUS JalibHEHIIEe JeUeHUEe MPOBOAUTH B COOTBETCTBUU C
pPEKOMEHIALUAMHU B MOANYHKTAaX «SI3Ba IBEHAIIIaTUIIEPCTHON KUILIKU» U «SI3Ba KemyaKay.

B Tex ciydasix, korza nocie npoxoxxJaeHus Kypca jedenus tect Ha Helicobacter pylori octaetcs
MOJIOKHUTETBHOM, KYpC JICYCHUS MOXKET OBITh TIOBTOPEH.

Pedroxe 330dhazum

Pexomenayemas nosa npenapatra JIOCEK® MAIIC® — 20 mr 1 pa3 B cyrku. Ilpemapar
obecrieunBaeT OBICTPOE YCTPAaHEHUE CHMIITOMOB. Y OOJBIIMHCTBA MAIMECHTOB H3JICUYCHUE
HacTymnaer B TeueHue 4 Henenb. B Tex cimydasx, Korja mocie mepBoro Kypca rnpuema mnperapara
HIOJTHOE M3JICYCHHE HE HACTYIaeT, OOBIYHO Ha3HAYAIOT OBTOPHBIN 4-HeJeIbHBIN Kypc JICUCHHS, B
TEYCHHE KOTOPOTO TOCTUTAETCs N3JICUCHHUE.

[Mauumentam ¢ Tsbkenoit Qopmoit peduroke 330darura pexomenayercs npenapar JIOCEK®

MATIC® B nosuposke 40 mr 1 pa3 B CyTKu; U3JI€4eHUE OOBIYHO HACTYITAET B TEUCHHE 8 HEMIEb.
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[Tariuentam ¢ pedrokc 330aruToM B CTaIUH eMHccyH/;l Q&%@ﬁ&%@gﬁq&iﬂzp ]p.'az B

CYTKHU B BHJIE JUIUTEIBHBIX KyPCOB MOAACPKHUBAIONIEH Tepanuu. B ciydae HeoOX0qUMOCTH 103y

MO’KHO YBeIU4UTb 110 20-40 Mmr.

Cumnmomamuueckas 200mp0-3306b612€aﬂbHa}1 DeqbﬂIOKCHaﬂ bonesnb

Pexkomennyemas nosa mpenapara JIOCEK® MAIIC® 20 mr 1 pas B cyrku. Ilpemapar
obecrieunBaeT OBICTPOE YCTPAHEHHE CUMIITOMOB. TepaneBTuuecKuii 3pPeKT MOKET JOCTUTATHCS
MIpU ©KETHEBHOM J103¢ oMernpasofia 10 Mr, mo3TOMy HE UCKITIOYAeTCsS MHIUBUIYAIbHBIA TI0J100D
no3bl. Ecnu nocie 4 uenens nedenus (npemnaparom JIOCEK® MATIC® 20 mr 1 pas B cyTKH)
CHUMIITOMBI HE UCUE3aI0T, PEKOMEH/YETCsl TOTIOJIHUTENIbHOE 00CIeIOBaHHE MAI[ECHTA.

Jucnencus, c683aHHASL C NOBLIUUEHHOU KUCIOMHOCHbIO

st obserdenws 0oJiel u/Miti yCTpaHEHHU s OLYIICHUH JUCKOM(OPTa B SMHUTacTPaIbHOM 00J1aCTH,
¢ W3XKOroi minu 0e3 uzxkord, HazHadaror npenapar JIOCEK® MATIC® 20 mr 1 pas B CyTKu.
TepaneBrudeckuii 3p(HEeKT MOXKET AOCTUTAThCA TMPU EKETHEBHOW no03e omemnpazona 10 wr,
[IOSTOMY HE HCKJIIOYAeTCs] MHAMBHUIYANbHBbIM moadop mo3bl. Eciau mocie 4 Henenb JeyeHHS
(mpemaparom JIOCEK® MAIIC® mr 1 pa3 B CyTKHM) CUMOTOMBI HE HCYE3AIOT, PEKOMEHYETCS
JOTIOTHUTEIbHOE 00CIeI0BaHNE MMAlUEHTa.

Cunopom 3ornunzepa-Innucona

[Tanuentam ¢ cuHIpoMOM 30JUIMHIEpa-IJUIMCOHA Ipenapar Ha3HA4YaloT B HWHAUBUIYalIbHOU
no3upoBKe. JleyeHre mpoAoKaoT M0 KIMHUYECKUM MOKa3aHUSM HACTOJIBKO J0JT0, HACKOJIBKO
510 HeoOxomumo. Pexomennyemas HauanmbHas po3a mpemapara JIOCEK® MAIIC® — 60 wmr
€XKeTHEBHO. Y BCEX MAlMEHTOB C TSHKENO GopMoii 3a001eBaHMsl, a TAKKE B T€X CIIy4asixX, KOrjaa
APYruc TCPpariCBTUICCKUC METOABI HC ITPUBCJIN K KCIIACMOMY PE3YJIbTaTy, IPUMCHCHHUC IIPLCIiapaTa
obu10 ¢ dekTuBHBIM y Gonee 90 % manmenToB mpu npueme 20-120 mr npemapara JIOCEK®
MAIIC® exenneBHo. B Tex ciywasx, korjga cyrodsas J03a npenapara npesbimaer 80 mr, 103y
CJICOAYCT ACIIUTDh Ha IBC 4YaCTU U IPUHUMATDH 2 pas3a B CYTKH.

Oco0ble rpyInel NALKUEHTOB

Hapywenue ¢pynkyuu novex

Jly1s manmeHToB ¢ HapylleHHneM (PYHKIHUU MOYeK KOPPEKLHs 1035l He TpeOyeTcs.

Hapywenue ¢pynxyuu nevenu

VY nanueHToB ¢ HapyuieHueM GyHKIUHU e4YeHN OUOIOCTYITHOCTD U MEPHUO]] MOTYBbIBEICHHUS
OMEIpa3oJia U3 Maa3Mbl yBeIMUUBalOTCA. B cBa3u ¢ 3tum n03a 10-20 Mr B CyTKH SIBISIETCS
JIOCTaTOYHOM.

Hauuenmw NOJ2HCUTIOC0 803pacma

JIJ1s manmeHToB MOKKUIIOr0 BO3pacTa KOPPEKIUs A03bl He TpeOyeTcs.
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CTH

Hemu 6 6o3pacme om () 0o 2 1em

BezonacHocTh 1 3¢ eKTHBHOCTH Ipemnapata y aereil B Bo3pacte ot 0 10 2 neT Ha JaHHBI MOMEHT
HE yCTaHOBJICHA. JlaHHBIE OTCYTCTBYIOT.

Jlemu 6 so3pacme cmapuwie 2 1em ¢ maccou mena He menee 20 ke

Pecpniokc-330hazum u cumnmomamuyeckds 2acmpo-33opazeanvras pe@aiokchas 6one3ns

B nmo3e 20 mr 1 pa3 B cyrku. [Ipu HeoOX0quMOCTH BO3MOKHO yBelandeHue 10361 10 40 mr 1 pa3 B
cyTkH. PekoMeHiyeMast mpoJoJKUTENBHOCTD JIeUeHUs B ciiydae pediroke 330(aruTa cocTaBiseT
4-8 Henenb. Pekomengyemas mpo10KUTEIbHOCTD JICYEHUA B CIIy4ae CUMIITOMATHYECKOM TacTpo-
a30dareanbHON pedIroKcHOM Oose3Hu cocTaBisiet 2-4 Henenu. Eciu mocie 2-4 Heens JeueHus
KOHTPOJIb CHUMIOTOMOB 3a00jieBaHMsI HE OBUT JOCTUTHYT, PEKOMEHIYETCS IOMOJHHUTEIHHOE
o0cienoBanye NanreHTa.

Jlemu 6 6o3pacme cmapuie 4 nem u noopocmku

A3s6a 0senaouamunepcmuou kuwiku, evizeannas Helicobacter pylori

[Ipu BbIOOpE CXEMBI TEpANIUM CIEAYET YUYUTHIBATh O(UIIHMATbHbIC HALIMOHATILHBIE, PETHOHAIbHbIC
U MECTHBbIE PEKOMEHJALlMM, Kacalollhuecs  pPE3UCTEHTHOCTH  MHKPOOPTaHU3MOB K
aHTHOAKTEpUAJIBHBIM CPECTBAaM, MPOJOLKUTEIBHOCTH Tepanuu (Hanbosee 4acTo — 7 THEH, HO B
psize ciydaeB — 10 14 qHeil) ¥ MpaBUIBHOTO IPUMEHEHUS aHTUOAKTEepUANIbHBIX MIPETIapaToB.

Tepanuio He0OXOAMMO MPOBOAUTH MO HAOIIOJCHUEM CIICIIUAIIUCTA.

Macca tena | Cxema JieueHHUs

15-30 xr Owmernpazon 10 Mr, aMOKCHUIIMUIITUH 25 MI/KT ¥ KJIapuTpoMuliuH 7,5 mr/kr. Bee

IpenapaTsl IPUHUMATh 2 pa3a B CYTKHM B TEUEHHE HEJEIIN.

31-40 kr JIOCEK® MATIC® 20 mr, aMOKCULILIAH 750 MT ¥ KJIApUTPOMHULIMH 7,5 MI/KT.

Bce npenapatel npuHUMaTh 2 pa3a B CyTKH B TEUCHHUE HEJIETH.

> 40 kr JIOCEK® MATIC® 20 mr, amokcuiiuint 1 r u kinapurpomunus 500 mr. Bee

IpenapaTsl IPUHUMATh 2 pa3a B CYTKHM B TEUEHHE HEIEIIN.

Cnooco0 npuMeHeHus

Buytps. Tabnerku npenapara JIOCEK® MATIC® pekoMenyeTcs NPMHUMATh YTPOM, TaOJIETKY
CJIEAyeT INIOTATh LIEIMKOM, 3allUBast JKUAKOCThI0. TabJIeTKH HENb3s pa3KeBbIBaTh UIIH IPOOUTH.
Tabnerkn MOXHO pacTBOPATH B BOJAE WJIM CJErka MOAKUCICHHON MHUIKOCTH, HallpUMEp, BO

dpykxToBOM coke. [lomydeHHbIN pacTBOp OKEH OBITh MCIONB30BaH B TeueHue 30 MuH. YToOBI
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OBITh YBEPEHHBIM B IIpUEME TOJIHOW J03bl, HATIEHTE B':g%galﬁ%g'é;m;&% Lih%%%]!sf/my

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B300JITAlITE U BBITICHATE.

4.3. [IpoTuBONOKA3aAHUS

e ['unepuyyBCTBUTEIHHOCTH K OMEMPAa30Jly, 3aMEIIeHHBIM O€H3UMHUIA30JIaM WIH K JIF00OMY
U3 BCIIOMOTaTENIbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.

e  OIHOBPEMEHHBIN MPUEM C IPIOTHHUOOM, MO3aKOHA3Z0JIOM.

e JledumuT caxapa3pl/M30MalIbTa3bl, HEIEPEHOCUMOCTh (PPYKTO3BI, TIIIOKO30-TalaKTO3HAs
MajbabCcopOITusI.

e Jlerckuii Bo3pacT 10 2 JeT.

e Jlerckuii BO3pacT crapuie 2 JIET MO APYrUM TOKa3aHUsM, KpoMme JiedeHHs pedirrokc
330(aruta ¥ CUMIITOMATHYECKON TacTpo-330¢arecaibHON pedIIOKCHOM O0Ie3HN.

e Jlerckuii Bo3pacT crapiie 4 JeT Mo APYrUM IOKa3aHUsM, KpoMme JiedeHHs pedirrokc
330(aruta, CHMOTOMATHYECKOW TacTpo-330¢arcaibHON peQIIOKCHONW OONE3HU M S3BBI

JIBEHAJIIaTUTIEPCTHOM KUIIKH, BbI3BaHHOU Helicobacter pylori.

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
[Ipenapar ciemyer IPUMEHSTh C OCTOPOKHOCTBIO: Y TTAIMEHTOB C OCTEOIIOPO30M.

Oco0snle yKa3zaHus

[Ipu HaMM4YMK TaKUX CUMITOMOB, KaK 3HAUMTENIbHAS CIIOHTAHHAsl MOTEps B Bece, yacTas pBOTa,
nucdarusi, ppota ¢ KpOBbIO HIIM MeJIeHa, a TAK)KE TPU HAJIMYUU S3BbI JKeNyAKa (U MOJ03PEHUH
Ha 3By OKENyJIKa) CIEAyeT WCKIIOYUTh HaJWdhe 3JI0KAYeCTBEHHOTO HOBOOOpPA30BaHMS,
MIOCKOJIBKY JICUEHHE MOXKET TPUBECTH K MaCKUPOBKE CHMIITOMOB M, TAaKUM 00pa3oM, 3a1epKarh
MOCTaHOBKY JTHarHo3a.

He pexomeHayeTcst cOBMECTHOE NpPHUMEHEHHME OMENpa3oia ¢ TaKMMU MpernapaTtamu, Kak
aTa3aHaBUP U HEI(DUHABUD.

[To pe3ympTaTam wucciaeAOoBaHUN OTMEYEHO (hapMaKOKHHETHYECKOe/(hapMaKOIMHAMUYECKOE
B3aMMOJEICTBIE MEXAY KionuiaorpenaoM (Harpy3ouHas no3a 300 Mr u nojajepuBaroiias 103a
(75 mr/cyT.) u omernpa3zosioM (80 MI/CyT. BHYTpPb), KOTOPOE TMPUBOIUT K CHIIKEHUIO SKCIIO3UIIUN
K aKTHBHOMY METa0OJHTY KJIONUAorpesia B cpeaHeM Ha 46 % W CHHKCHHI0 MaKCHMaJIbHOTO
uHruouposanus AJld-unaynupoBaHHOil arperaiiuu TpoMOOIMTOB B cpeHeM Ha 16 %. [losTomy
cienyeT u3beratb 0JJHOBPEMEHHOTO IPUMEHEHHS OMEIPa3oiia U Kionuaorpena (cMm. pasnen 4.5).
OtenpHbIe HAONIOJATETBHBIC HCCIEIOBAHUS YKA3bIBAIOT HA TO, YTO TEpanus MHTHOUTOpaMu
NPOTOHHOTO HAcoca MOXKET HE3HAYMTEIbHO MOBBIIATh PUCK CBS3aHHBIX C OCTEOMOPO30M

MIEpEIOMOB, OAHAKO B APYIHUX HOI[O6HI)IX HCCICOOBAHUAX IMOBBIIICHHUEC PHUCKAa HE OTMCUCHO. B
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PaHIOMHU3UPOBAHHBIX, IBOMHBIX CIICTIBIX, KCHTDOJII/I[;%I_‘}IET; E%ﬁéﬁl&gﬁb '%Iﬁbgc;f;gl}nﬂx

COOTBETCTBYET 2KCNEPTHOMY OTYETY

OMCIIpa30Jjia U 330MCIIPa30Jid, BKIIIOYAsA ABA OTKPBITHIX UCCICAOBAHUSA C JJIMTCIBbHOCTBIO TCPAIIUA
Oonee 12 net, He ObLIa IOATBEPKICHA CBS3h MEPETOMOB Ha (JOHE OCTEONOpO3a C MPUMEHEHUEM
MHTHOUTOPOB TMPOTOHHOTO Hacoca. XOTs TNPUYMHHO-CIEACTBEHHAsl CBSI3b IPUMEHEHUs
OMeTpa3oJia/a30Merpas3oiia ¢ mepeioMaMu Ha OHE OCTEONopo3a He YCTaHOBJIEHA, MALIUEHTHI C
PUCKOM Ppa3BUTHUA OCTCOIIOPO3a WM ICPCIOMOB Ha Cro (bOHe JOJKHBI HaXOAUTHCA 110
COOTBCTCTBYIOIIUM KIIMHUYCCKUM Ha6HIO,Z[€HI/I€M.

[ToBbrienne koHIEHTpau XxpomorpanuHa A (CgA) MokeT OKa3bIBaTh BIUSHUE HA PE3YNIbTAThI
oOcrmeoBaHUN IS BBISBICHUSI HEUPOIHAOKPUHHBIX omyxojed (cm. pasmen 5.1). s
NPEIOTBPALICHNUS JAHHOTO BIMSHUS TEPaIMi0O HHrHOMTOpaMH MPOTOHHOTO Hacoca HEOOXOAUMO
IIPUOCTAaHOBUTH, KAK MMHUMYM, 3a 5 IHEW 10 IPOBEAEHUS HcciaeaoBanns KoHleHTpauuu CgA.
Ecnu 3a 310 Bpems koHueHnTpauun CgA W racTpuHa HE BEPHYJIUCHh K HOPMAJbHOMY 3HAYEHUIO,
HCCIIEIOBAHME CIIEAYET MOBTOPUTH uepe3 14 aHel mocie nmpekpailieHus mpueMa oMenpasosia.

Hapvuienne ¢gyHKIMHY ITOYEK

Octppiii TyOyJOWHTEPCTHLIHMANBHBIM HEQPUT HaOMOJaICs y MalUEHTOB, NPUHUMAIOIIUX
OMEIPa30J1, 1 MOKET BOZHUKHYTh B JTFOOOH MOMEHT BO BpPEMs T€palUU OMENPa3oyIoM (CM. pasjiel
4.8). Octpplii TYyOYJOMHTEPCTULIUAIBLHBIN HE(PUT MOXKET MPOTPECCHUPOBATH JI0 TOYCUHOMN
HesocTaToyHoCTH. [Ipu mojo3peHrH Ha OCTpBI TyOYJIOMHTEPCTHLHAIBHBIM HeQpHUT mpuem
OMeETIpa3oJia CIeyeT NPEKPATUTh U HE3aMEUINTEIbHO Ha4aTh COOTBETCTBYIOIIIEE JICUCHUE.

BcnoMorarenbHEIC BEIISCTBA

[Ipenapat JOCEK® MAIIC®conepkut caxaposy.
[TarenTam ¢ peiko BCTpeyaromiencs: HacleICTBEHHON HeePpeHOCUMOCTbhIO (PPYKTO3BI, TIIFOK030-
raJlakTO3HOM MasibabcopOIrel nin 1e(UIMTOM caxapasbl-M30MalIbTa3bl HE CIEAyeT MPUHUMATh

JIaHHBIN Mpenapar.

4.5. BzaumojeiicTBie ¢ JPYTHMH JICKAPCTBEHHBIMHM MpenapaTaMM H Jpyrue BHABI
B3aMMO/EHCTBHUSA

BausHamue oMmenpasoiia Ha d)aDMaKOKI/IHeTI/IKV APYTruX JCKAaPCTBCHHBIX ITPCIIapaToB

CHMIKeHHE CeKpeluu COJITHOM KHCIOTHI B JKEIyJKE IPU JICYEHUU OMENpPAa30jJOM M APYTHMHU
UHTUOUTOpPAaMH MIPOTOHHOTO HACOCA MOXKET MPUBECTH K CHUYKEHUIO MIIM TIOBBILICHUIO a0COPOINH
JPYTUX TPernapaTroB, BCACBIBAHUE KOTOPBIX 3aBUCUT OT KUCIOTHOCTU cpesl. [logobHo apyrum
IpernaparaM, CHIDKAIOIIMM KHCJIOTHOCTB JKEIYAOYHOIO COKa, JIEYEHHUE OMEINPa30JIOM MOKET
IIPUBECTH K CHI)KEHUIO BCAChIBAHUS KETOKOHA30J1a, UTPAKOHA30J14a, II03aKOHA30J1a U 3pJIOTHHUOA,
a TaKXXe IOBBIIICHHUIO BCACBIBAaHUS TAaKHUX IIpenaparoB, Kak AUTokcMH. COBMECTHBIN NpueM

OMCIIpa3oJia B 103€ 20 mr OIWH pa3 B CYTKH U JUT'OKCHHA IMOBBIIIIACT 6I/IO,Z[OCTy1'[HOCTI> JUTOKCHHAa
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Ha 10 % (OMOAOCTYITHOCTH TUTOKCHHA TOBBIMIAIACH HA %%J{E@E&'?J 5{)%'502%1-@19&%03).

OnHOBpEMEHHBIH IPHEM OMEIPa30J1a C SPIOTUHUOOM HIIH MTO3aKOHA30JI0M ITPOTHUBOIIOKa3aH (CM.
pazgen 4.3). b0 mokasaHo, UYTO OMENpPas3’od  B3aUMOAECHUCTBYET C  HEKOTOPBIMH
AHTUPETPOBUPYCHBIMHM  IpemaparaMud. MexaHu3Mbl U KIMHUYECKOE 3HAa4eHHE ITHX
B3aMMOJICHCTBUI HE BCET1a U3BECTHHI. Y BenndueHue 3HaueHus pH Ha hoHe Tepanuu oMenpa3onom
MOJKET BIMATH Ha BCACBIBAHUE AHTUPETPOBUPYCHBIX IIpernaparoB. Takke BO3MOXHO
B3auMmojeiicteue Ha ypoBHe wu3odepmenta CYP2C19. Ilpu coBMecTHOM MpHUMEHEHHH
OMETpa3oyia W HEKOTOPBIX aHTHUPETPOBUPYCHBIX IMpernapaToB, TaKUX KaK aTa3aHaBUp U
HenuHaBUp, Ha (oHE Tepanmuu OMEMpa3ojioM OTMEYAaeTCs CHIKEHHWE WX KOHIEHTpaluu B
CBIBOPOTKE. B CBsI3M ¢ 3TUM COBMECTHOE NPHUMEHEHHE OMENpa30ja C aHTUPETPOBUPYCHBIMU

npenapaTtami, TAKUMH KaK aTa3aHaBUp U HEJI(PHUHABUD, HE PEKOMEHIYETCH.

[Ipn ogHOBpEeMEHHOM MPUMEHEHHH OMETNpa3ojia W CaKBHUHABHpA OBUIO OTMEYEHO TMOBBIIICHUE
KOHIIEHTPAIlMU CAaKBUHABHpPa B CHIBOPOTKE, NpPU MPUMEHEHHH C HEKOTOPBIMU APYTUMHU
AHTUPETPOBUPYCHBIMH TIpEMapaTaMyu WX KOHIIEHTpalus He MeHsutack. OMenpas3oil HHTHOUpyeT
CYP2C19 — ocHOBHOW wu30(epMEHT, ydacTByIOmUA B ero wmeradonusme. CoOBMECTHOE
IPUMEHEHHE OMENpa3oJa ¢ APYTUMU MpernapaTaMu, B MeTab0I1M3Me KOTOPhIX TPUHUMAET y4acTue
mzoppment CYP2CI19, rtakumu kak 1uazenam, Bapdapun (R-Bapdapun) wmm npyrue
aHTaroHUCThl K, ()eHUTOUH M UII0CTA30], MOKET MPUBECTH K 3aMEIJICHUIO METa0OIM3Ma ITHX
npenapaTtoB. PexomeHnyercs HaOmiofeHHE 3a MAUEHTaMM, NPUHUMAIOIIMMHU (EHUTOUMH U
OMETpa3oyl, MOXET IMOTpeOoBaThCsl CHIKEHHE 103bl (peHutomHa. OIHAKO COMYTCTBYIOILEE
JIeYeHUEe OMETPa30JIOM B CYyTOUHOH f03e 20 MI HE BIUSET Ha KOHIIEHTPAILKI0 (EHUTOMHA B TIJIa3Me
KPOBH y TAIlMEHTOB, AJTUTEIHHO MPUHUMAIOMMX mnpenapar. [Ipu mpuMeHeHuHn omerpa3olia
nanueHTaMy, MOJy4arolluMHU BappapuH WM Jpyrue aHTaroHuctsl BuTtamuHa K, HeoOxomum
MOHHUTOPUHT MEXIYHApOJHOTO HOPMAJIM30BAHHOIO OTHOILIEHUS; B PsJ€ CIIy4aeB MOKET
MOHAIOOUTHCS CHIDKEHUE J103bI BapdapuHa WM Opyroro antaronncra ButamuHa K. B 1o xe
BpeMs COIYTCTBYIOIIEE JICUEHHWE OMEMpa3oJioM B CyTO4YHOW 1o3e¢ 20 Mr HE NOPUBOIUT K
U3MEHEHUIO BpPEMEHHM KOAaryjasiuu Yy TNAalMeHTOB, JIUTENbHO NPUHUMAIONINX BapQapuH.
[Ipumenenue omenpa3zona B n03e 40 Mr oMH pa3 B CyTKM NMPUBOAWIO K yBeandeHHto Cmax u
AUC munocrasona Ha 18 % u 26 %, COOTBETCTBEHHO; Il OJHOI'O M3 aKTUBHBIX METAa0OJIMTOB
LMJIOCTAa30J1a yBENUYEHHE cocTaBUIIO 29 % u 69 %, COOTBETCTBEHHO.

[To pesynpTaTam wucciaeAoBaHUN OTMEYEHO (apMaKOKHHETHYECKOe/(hapMaKOIMHAMUYECKOE
B3aUMOJICHCTBUE MEXKIY KIOMUAOTpesioM (Harpy3ouHas mo3a 300 Mr u moaaepKuBaroIias J103a
75 mr/cyT.) u omemnpazonom (80 Mr/cyT. BHYTpPb), KOTOPOE MIPUBOJIUT K CHIDKEHUIO DKCITO3UITUH K
aKTUBHOMY METAa0OJUTY KIOMMIOTpena, B cpenHeMm, Ha 46 % M CHIDKEHHIO MaKCHMAaJIbHOTO

uHruOupoBanus AJ|®O-uHIynIMpPOBaHHOW arperamuyd TpoMOOLUTOB, B cpenHeM, Ha 16 %.
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COCYAMCTBIX OCJIOKHEHHH TPH COBMECTHOM MPUMEHEHHH KJIOMUAOTpETa M HMHTHOWTOPOB
MPOTOHHOTO HAacoca, B TOM YHCIE OMENpa3oja, He ObUIO TOKa3aHO B MPOCIEKTHUBHOM
PaHIOMHU3UPOBAHHOM HE3aBEPIICHHOM HCCJIEAOBaHUU C ydactueM Ooisiee 3760 marnueHTOB,
MOJIYJaBIIMX TUIanedo wim omemnpaszon B go3e 20 Mr/cyT. OJHOBPEMEHHO C Tepamuei
KJIONUIOTPENIOM U aneTuiacanuimioBoi kuciaoroi (ACK), 1 He moATBEPKACHO AOMOTHUTEIbHBIM
HEPAaHJOMHU3UPOBAHHBIM aHAIM30M KJIMHUYECKUX HCXOJOB MACIITAOHBIX MPOCIEKTUBHBIX
PaHIOMHU3UPOBAHHBIX HcclienoBaHui ¢ yuactueM 47000 maueHToB.

Pe3ynbrathl psna HaOmoAaTENbHBIX UCCIEIOBAHUNA MPOTUBOPEUMBHI U HE JAIOT OJIHO3HAYHOIO
OTBETa O HAJIWYUHM WM OTCYTCTBHH IIOBBIIIEHHOTO pPHUCKa TPOMOOIMOOIMYECKUX CEpACUHO-
COCYAMCTBIX OCIIO)KHEHUH Ha (POHE COBMECTHOTO MPUMEHEHHS KIOMHIOTpENla 1 MHTUOUTOPOB
OPOTOHHOrO Hacoca. [Ipu npUMeHeHHMH KJIOMUAOrpesa COBMECTHO C (UKCHUPOBaAHHOM
koMmOuHammer 20 mr 33omenpazona u 81 mr ACK skcmo3umusi kK akTUBHOMY METaOOIUTY
KJIOMUJIOTpelia CHU3MIach oyt Ha 40 % 1mo cpaBHEHHUIO ¢ MOHOTEpAINEN KIOMHUIOTPENIOM, IpU
3TOM MaKCHMallbHbIE YPOBHH UHTUOMpoBaHUs AJlD-UHIYIIMPOBAHHON arperanuu TpoMOOITUTOB
OBLTH OJIMHAKOBBIMH, YTO, BEPOSITHO, CBSI3aHO ¢ 0AHOBpeMeHHBIM npueMoM ACK B HU3KOM 103€.
OmMemnpazon HE BIMSET Ha METAa0OJM3M IMPEnapaTroB, META0ONMH3UPYEMBIX H30(PEPMEHTOM
CYP3A4, takux Kak UIUKIOCHOPUH, JUIAOKaWH, XWHUAWH, 3CTPAAUOJN, HPUTPOMUIMH U
Oyneconun. He BBIABIEHO B3aWMOJEWCTBUS OMEMpaszoia CO CICAYIOIIMMH IpenapaTaMu:
aHTallUHbIE cpeacTBa, KodewH, TteodwauH, S-BapdapuH, NHUPOKCHKaM, JUKIOPEHAK,
HAIPOKCEH, METOIPOJIO, IPOTPAHOIIOIN U 3TAHOJL.

[Ipn ogHOBpEMEHHOM MPUMEHEHHWH OMEIpa30jia U TaKPOJIUMyca ObBUIO OTMEYEHO MOBBIIICHUE
KOHIICHTpAIlUU TaKPOJIMMYCa B CBIBOPOTKE KPOBH.

Y HEKOTOpBIX MalMEHTOB OTMEYAIi HE3HAYUTENIbHOE TOBBIIICHHE KOHIIEHTPAIlMU METOTpeKcaTa
Ha ()OHE COBMECTHOTO MPUMEHEHMs] C MHTMOMTOpaMH MPOTOHHOro Hacoca. Ilpu HasHaueHuu
BBICOKHX JI03 METOTpEeKcaTa CIeAyeT PacCMOTPETh BO3MOXKHOCTh BPEMEHHOTO IMPEKpPAICHUS
npuemMa oMenpasoJa.

BausHue 1ekapcTBEHHBIX IIPEapaToB Ha d)aDMaKOKI/IHeTI/IKV oMceIipasoja

B merabommsme omemnpazomna ydactByroT uzodepmentel CYP2C19 u CYP3A4. CoBmectHOE
npuMeHeHne omenpasosna 1 uHruoutopo uzodepmentoB CYP2C19 u CYP3A4, takux kak
KJIApPUTPOMULIMH U BOPUKOHA30J1, MOKET MPUBOAMUTDH K MOBBIIIEHUIO KOHIIEHTPALMU OMEIPa3oJia
B IUTa3ME KPOBU 3a CYET 3aMeJjieHHs] Merabonm3Ma omernpazona. CoBMECTHOE NpPHUMEHEHUE
BOPMKOHA30jJla W OMEMNpa3ojia MPUBOJUT K Oojee dvem ABykpaTHomy yBenuwdeHuto AUC
oMmemnpasona. B cBsi3M ¢ Xopomield NEpPEeHOCHMMOCTBIO BBICOKMX JI03 OMeEINpasosa, IHpu

HCIIPOAOJDKUTCIIBHOM COBMCCTHOM TMPUMCHCHUM YKAa3aHHBIX MNPCHapaToB HE Tpe6yeTc;1
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KOPPEKIINH JJ03bI OMEMNPa3oia.

CoBMeCTHBIN npueMm omerpasoja ¢ aMOKCUIUIITIMHOM HJIM MCTPOHUIAA30JIOM HC BJIMACT Ha
KOHIIEHTPAIIMIO OMENpas3oja B Iula3Me KpoBU. JIeKapCTBEHHBIE Mpenaparhl, WHIYIHUPYIOIINE
nzopepmentel CYP2C19 u CYP3A4, rtakme kak pudaMmuiMH W Tpenaparbl 3BepoOos
NIPOJBIPSIBIICHHOTO, TPH COBMECTHOM IPHUMEHEHHH C OMENpa3ojioM MOTYT MPHUBOAWUTH K
CHI)KCHHMIO KOHIICHTpPAIlMU OMENpa3oja B IUIa3Me KPOBHU 3a CYET YCKOPEHUs MeTaboian3Ma

OMeIpasona.

4.6. DepTHIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

Pe3ynbraThl nccneoBaHui MoKa3aid OTCYTCTBHE ITOOOYHOTO JCHCTBUS OMEINpa3oiia Ha 310pPOBbE
OepeMEeHHBIX >KEHIIMH, Ha TUI0J UM HOBOPOXKIEHHOTO.

[Ipenapat JJOCEK® MATIC® paspemen 11t IpUMEHEHUS IPU OEPEMEHHOCTH.

JlakTanus

Omenpas3on MpOHUKAET B IPYAHOE MOJIOKO, OJTHAKO NPU MPUMEHEHUH €T0 B TEPaleBTHUYECKHUX

J103aX BO3JICHCTBUE HAa peOCHKA MaJIOBEPOSITHO.

4.7. Biusinue Ha CIOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMHM CPeICTBAMH M PadoTaTh ¢
MeXaHU3MaMH

OrcyrcTByroT nansbele 0 Biusaun npenapara JIOCEK® MAIIC® Ha cnmocoGHOCTH YIIPaBIATH
TPAHCHOPTHBIMM CPEACTBAMU M MeXaHW3MaMu. OJHAKO, B CBSI3U C TEM, YTO BO BpeMs Tepanuu
MOT'YT Ha6JIIOI[aTI>C$I TOJIOBOKPY>KCHHUEC, HCYCTKOCTD 3PCHUA U COHJIMBOCTDL, CJICAYCT CO6JIIOI[aTI>
OCTOPOKHOCTD IPU YIIPABJIICHHUU TPAHCIIOPTOM H BBIIIOJIHCHUMN APYIrUX MNOTCHIHAJIBHO OITACHBIX
BUJOB [JEATEIbHOCTH, TPEOYIOIMX IOBBILIEHHOW KOHLEHTpPAllMd BHHUMAaHHS M OBICTPOTHI

MICUXOMOTOPHBIX PEAKIUM.

4.8. HexxenaTesibHbIE peaKIUU

Pe3roMe HexxenaTeabHbIX PEAKIINN

YacToTa BO3HMKHOBCHHS HEKENIATEIbHBIX PEAKIUi OIpeieNnsiach B COOTBETCTBUH  C
knaccudukanueit BO3: ouens uacmo (> 1/10); uacmo (> 1/100, vo < 1/10); neuacmo (> 1/1000,
HO < 1/100); pedro (= 1/10 000, Ho < 1/1000); ouens peoxo (< 1/10000); uacmoma Heuzsecmuna
(Ha OCHOBaHHMHW MMEIOIINXCS TAHHBIX OIICHUTh HEBO3MOYXKHO).

Hwxe npusenensl moOounble 3P GEKTh, HE 3aBUCAIINE OT PEXUMa JO3UPOBAHMS OMEIpa3oa,
KOTOpbIe OBUIM OTMEYEHbI B XOA€ KIMHMYCCKMX HCCICIOBAHMN, a TaKXke Tpu

MOCTPECTUCTPATUOHHOM ITPUMCHCHUH.
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Yacmo TonoBHAas 6olb, 00b B~ KUBOTE.  TUAPES, ~ METCOPUEM,

TOIITHOTA/PBOTA, 3aI10p

Heuacmo Jlepmatwut, 3y, ChIllb, KPAIIMBHUIA, COHIIMBOCTh, OECCOHHUIIA,
TOJIOBOKPY)KCHHE, TapecTe3uH, HEAOMOTaHUE, IIOBBIIIICHUE

AKTUBHOCTH <«IICYCHOYHBIX)» (bepMeHTOB

Peoxo Peakunu runepuyyBCTBUTENHHOCTH (HAIpUMEp, JUXOPAlKa,
AQHTHMOHEBPOTUYECKUI OTEK, aHa(uIaKTHUECKast
peakmus/aHaIaKTHIeCKU 1I0K), OpoHXOCIa3M, renaTuT (¢
KENTyXoH wminum  0e3), TMeYeHOYHas  HeIO0CTaTOYHOCTD,
sHIehaNoNaTUs y TAIMeHTOB C 3a0O0JIeBaHUSIMU IICYCHH,
apTpaJirusi, MUAITUs, MbIIIeYHas cIaboCTh, JIEHKOMEeHMUs,
TPOMOOLIMTONICHHUS, arpaHyJoLUTO3, MaHIUTOTICHHUS,
Jenpeccusi,  TUIOHATpUEMUs,  BO30OYXKJIEHHE,  arpeccus,
3aMemaTeNbCTBO,  TAUTIONMHALMK,  HAapylIeHHe  BKYca,
HEYETKOCTh 3PEHHUS, CYXOCTh BO PTY, CTOMAaTUT, KaHIUA03
KEITyT0YHO-KUIIEYHOT O TpaKTa, anonenus,
¢dorocencubunM3anys, MyIbTU()OPMHAs BSpHUTEMA, CHHAPOM
CruBenca-/[>xoHCOHA, TOKCUYECKUI 31U I€pMaTbHBIN HEKPOJIN3,
OCTPBIi T€HEPAIM30BAHHBIM  HK3aHTEMATO3HBIM  IYCTYJIE3,
JIEKapCTBEHHAsl ChIIIb C 303UMHOGWINEH U CHCTEMHBIMHU
cumntomamu (DRESS-cuHapom), puck pas3BUTHS OCTPOTO
TyOyJOMHTEpCTUIIMANBHOTO  HedpuTa  (C BO3MOXKHBIM
MPOrPECCUPOBAHUEM 10  [OYEYHOW  HEJIOCTAaTOYHOCTH),
TMHEKOMACTHs,  MOTIUBOCTb,  MepUPEepUyYEcCKUe  OTEKH,

MHUKPOCKOIIMYECKUIN KOJIUT

YacTtoTa HEU3BECTHA I'mmmomMarumemusi, THUIIOKAIBIIUEMHUSI BCICACTBHE  TSKEIOM
THIIOMarHueMHUH, TUTIOKAITHEMHUS BCIICACTBHE THIIOMAarHUEMMU,

APEKTHIIbHAS AUCPYHKIHS

Coo0b1manocs o ciydyasx 00pa30BaHUs JKEIE3UCTHIX KUCT B JKEIYIKE Y MAIUCHTOB, IPUHUMAIOIINX
Ipenaparsl, MOHMWKAIOIINE CEKPEIUIO KeJle3 KEIYyJKa, B TEYEHUE JIUTEIBHOIO IMPOMEXYTKA
BPEMEHH; KHUCTBl JOOPOKAYECTBEHHbIE M IMPOXOIAT CaMOCTOSITENbHO Ha (DOHE MPOJOIKEHUS
TEPAINH.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmare O T0/I03peBaeMbIX HEKENIATEIbHBIX PEAKIUAX TI0CIe PETHCTPaIlluu
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JIEKapCTBEHHOT'O TIpemnapara ¢ 1eablo o0ecTieueHus Henﬂg&;sﬂgr%'%ﬁﬁ%ﬁﬁccga%ﬂﬁnﬂ

«oNb3a — PHUCK» JIEKAPCTBEHHOTO Tpernapara. MeTuIuHCKAM pa0OTHUKAM PEKOMEHIYeTCs
coolmiate 0 JOOBIX MOJ03PEBAEMBIX HEKENATENbHBIX PEaKIHsIX JIEKapCTBEHHOIO Iperapara
yepe3 HallMOHAJIbHBIE CHCTEMbI COOOUIECHHS O HEXENaTEebHBIX peaklusiX rocydapcTB — YJICHOB
EBpa3zuiickoro 5KOHOMHUYECKOTO COK03a.

Poccniickas @enepanvs
denepanpHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS
109012, r. Mocksa, CraBsiHCKasl miiomaib, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas mouta: pharm(@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

PazoBeie mepopanbHbie 10361 oMmemnpazona g0 400 Mr He BBI3BIBAIM KAKHUX-JIHOO TSHKEIBIX
cumnTomoB. Ilpu mnpueme B3pocaeiMu 560 Mr omenpasoja OTMeEUYadach yMEpEHHas
HMHTOKCHUKAIUA. HpI/I YBCIMYCHUUN O03blI CKOPOCTH 3JIMMHHAIMU OMCIpa3ojia HC H3MCHAJIACH
(KMHEeTHKa IEPBOTO MOPsIKa), crienuUuecKoe IeUeHUEe IPH STOM He TPeOOBaIOCh.

CHUMINTOMBI: TOJIOBOKPYXXEHHE, CIIyTAaHHOCTh CO3HAHUS, amaTHs, TOJOBHAas OoJb, JuiIaTanus
COCYZIOB, TaXUKap/usi, TOIIHOTA, PBOTA, METEOPU3M, AUApEsl.

JleyeHue: cuUMNTOMAaTHYECKOe, MPH HEOOXOAMMOCTH NPOMBIBAHHME IKENIyAKa, Ha3HAuEHUE

AKTUBHUPOBAHHOI'O YTJIA.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHe CBOlicTBa

dapmakoTepaneBTHYeCcKasi TPyMIa: CPeACTBA JUIA JCYCHUS KUCIOTO3aBUCHMBIX 3a00JeBaHUIl;
IPOTUBOS3BEHHBIC CPEJCTBA M CPEACTBA JUIA JICYCHHUS racTpos3odarcalbHON pedIIOKCHON
6one3nu (I'OPB); ”HrHOUTOPHI MIPOTOHHOT'O HAacOCA.

Koz ATX: A02BCO01

MexanusM aeiictBus U dhapMakoaruHaMudeckre YO GEKTHI

Owmernpazon sBisieTcs: cinabbiM OoCHOBaHWEM. KOHIIGHTpUpPYETCS B KUCIIOW Cpelie CEKPETOPHBIX
KaHAJIbLIEB MapUETAIbHBIX KJIETOK CIM3UCTON O0OOJIOUKM KETyIKa, aKTUBUPYET U MHTHOUpYyeT
NpOTOHHBIHM Hacoc - pepment H', K'-AT®-a3y. BiausHue omenpasona Ha MOCIEIHION CTAIUIO

mponecca 06p330BaHI/I$I COJISTHOM KHUCJIOTHI B KEITYOKE ABJIACTCA J0303aBUCUMBIM U obOecreynuBaeT
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KHUCIIOTHI HE3aBUCUMO OT CTUMYIUPYIOMIETO (haKkTopa.

Brusanue na cekpeyuro sceny0ouHo2o coka

Omenpa3on mOpH  €XKETHEBHOM IEpOpalbHOM MPUMEHEHHH oOOecreunBaeT ObICTpoe U
3¢ pexTUBHOE MHTHOMPOBAHKE THEBHOW M HOYHOM CEKPEIMH COJISTHON KHCIIOTHI.
MaxkcumanbHblii 3G ¢GeKT AocTHraercs B TeueHHe 4 qHel JieueHus. Y TAalMeHTOB C SI3BOM
JBEHAALIATUIIEPCTHON KHUIIKK OMENpas3oi B 03¢ 20 Mr BbI3BIBAET YCTOMUMBOE CHUXKEHUE 24-
YaCOBOM KENyI0YHON KUCIOTHOCTH HEe MeHee, yeM Ha 80 %. IIpu 3ToM gocTUTraeTcsi CHUKEHHUE
cpeaHel MaKCHMalbHOW KOHLIEHTPALMU COJISTHOM KHCIIOTHI MOCIE CTUMYJISIIIUU [TEHTaraCTpUHOM
Ha 70 % B TeueHue 24 4acos.

VYV nmanueHToB ¢ SA3BOM ABEHALIATUIIEPCTHON KHUIIKKA OMEMNpPa3oJ B 103€ 20 M MpU €XKETHEBHOM
nepopaTbHOM MIPUMEHEHUH MOICP)KUBACT BO BHYTPHIKEITYIOYHOMN CcpeJie 3HAUCHHUE KUCIIOTHOCTH
Ha yposHe pH > 3, B cpenHeMm, B TedeHue 17 4acoB B CyTKHU.

HNurubrpoBaHue CEKpeny COMSTHOM KUCIOThI 3aBUCUT OT IUIOIIAIH MO/ KPUBOM «KOHILIEHTpALHsI-
BpeMs» (AUC) omenpa3zona, a He OT KOHIICHTPAIlUM TIpenapara B IUIa3Me B JaHHBIA MOMEHT
BPEMCHH.

Heticmesue na Helicobacter pylori

Owmernpason o6manaer 6akrepunuaabiM 3¢ dexktom Ha Helicobacter pylori in vitro. Dpanuxanus
Helicobacter pylori mipm TNpPUMEHEHMH OMEMpa3ojia COBMECTHO C aHTHOAKTepHUaIbHBIMHU
CPEICTBAMHU COIMPOBOXKAACTCS OBICTPHIM yCTPAHEHHEM CHMIITOMOB, BBICOKOW CTENEHBIO
3KUBIIEHUST Je()EKTOB CIU3UCTOW O0O0NOUKH kemymaouHo-kuimeyHoro Tpakra (OKKT) u
JUTUTEIIBHOW PEMHUCCHUEN SI3BEHHOU OOJIE3HH, YTO CHI)KAET BEPOSTHOCTh TAKUX OCJIOKHEHUN KaK
KPOBOTEUEHHSI, TaK ke 3PPEKTUBHO, KaK U MOCTOSHHAS MOAJIEP’KMUBAIOIAs Teparusl.

Hpyaue 3¢pgpexmui, céazannvie ¢ uHeUOUPOBAHUEM CEKPEYUU CONSAHOU KUCTOMbL

VY nmanueHToB, MPUHUMAIOIINX MPENapaThl, MOHWKAIOIINE CEKPEIUIO JKeJe3 KellyIKa, B TCUCHUE
JUINTETILHOTO TIPOMEXKYTKa BPEMEHHM, dYalle OTMeudaeTcsi oOpa3oBaHHE >KEJIE3UCThIX KHCT B
KEIy/Ke; KUCThl JOOPOKAYeCTBEHHBIE M MPOXOASIT CaMOCTOSITENIbHO Ha (OHE MPOIOHKEHUS
Tepanmuu. ODTH SBICHHUS OOYCIOBJICHBI ()M3HOJOTHYECKIMH W3MEHEHUSMU B Ppe3yibTare
WHTHOUPOBAHUS CEKPEIUH COJISTHON KHUCIOTHI.

CHIKEHHE CEKPELHU COJITHON KUCIIOTHI B JKEIyJKe MOJ JeHCTBHEM MHTUOUTOPOB MPOTOHHOIO
HAcoCa WK APYTUX CHUKAIOIIUX KUCIOTHOCTD JKETyIKa CPEICTB MPUBOAMUT K OBBIIICHUIO POCTa
HOPMATbHOW MHUKPOQIIOPHI KHUIIEYHWKA, YTO B CBOI OuYepellb, MOXET NPHUBOJUTH K
HE3HAYNTEILHOMY YBEITMYCHUIO PUCKA PA3BUTUS KUIIIEUHBIX HH(EKIUH, BEI3BAHHBIX OAKTEpUSIMU
pona Salmonella spp., Campylobacter spp., a y TOCTIUTaIM3UPOBAHHBIX MAIUEHTOB, BEPOSTHO,

taxke 6aktepueit Clostridium difficile.
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racTpvHa B CHIBOPOTKE KPOBH IOBBIIIAETCS. BeneacTBue CHUKEHNS CEKPELIUU COISTHOM KHCIIOTHI
noBbInaeTcs KoHuenTpauus xpomorpanuaa A (CgA). Iossimenne konneHTpanun CgA MOXeT
OKa3bIBaTh BIUSHUE HA peE3yJlbTaThl OOCIENOBAaHUI JUIsl BBISIBICHUS HEMPOIHIOKPUHHBIX
omyxoiiei (cM. pazmen 4.4). Iyt mpenoTBpalieHus: JaHHOTO BIWSHHS TEPAIMI0 WHTHOUTOpaMU
IPOTOHHOTO Hacoca HEOOXOJMMO MPUOCTAHOBUThH, KaK MHUHHMMYM, 33 5 JIHEH 0 NMpOBEICHUS
uccienoBanusi KoHueHtpauuun CgA. Eciaum 3a 310 BpeMs KoHueHTpauuu CgA M racTpuHa He
BEPHYJINCh K HOPMaJIbHOMY 3HaYEHUIO, UCCIIEJOBaHHE ClIeyeT MOBTOPUTH yepe3 14 nHelt mocie
MpeKpaleHus puemMa oMenpasoda.

VY nereit 1 B3pOCIBIX NAIIMEHTOB, [UIUTEIBHO MPUHUMABIINX OMENPa30il, 0TMEUANIOCh yBEITHUCHHUE
KOJIMYECTBa JHTEpoXxpoMadGUHOMOTOOHBIX KIETOK, BEPOSTHO, CBS3aHHOE C YBEIHMYECHUEM
KOHIEHTPAIlUU TacTpUHA B CHIBOPOTKE KpoBH. KiMHHUYECKON 3HAUMMOCTH JAAHHOE SIBJIEHUE HE
UMeEeT.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AGcopbuus

Omernpazon abcopOupyeTcsi B TOHKOW KHIIKE OOBIYHO B TeueHHE 3-6 yacoB. bromocTymHOCTh
nociie IMpuemMa BHYTpPb cocTaBisieT mnpuobnusutenbHo 60 %. Ilpuem numm He BiIuseT Ha
OMOOCTYITHOCTH OMETpa3oJia.

Pacnpenenenue

[Tokazarenb CBA3BIBaHUA OMeEMpaszojia ¢ OenkamMu Ia3Mel okoiio 95 %, oO0beM pacnpeseneHus
coctapsieT 0,3 i/kr. O6mwmit ia3MeHHbii kimpeHc coctasisgeT 0,3-0,6 1/muH. bruomocTynmHoCTh
OMeETIpa3oJia YBEINUUBaeTCs MPUOIM3uTeabHO Ha 50% mpu MOBTOPHOM MPUEME TIO CPABHEHUIO C
IIPUEMOM Pa30BOU 1O3BI.

Buorpancdhopmarims

Omenpasosn MmoJHOCThI0 MeTabonusupyetcs: B neueHu. OCHOBHbIE (DEPMEHTHI, YUYaCTBYIOIIHE B
nporecce merabonusma - CYP2C19 u CYP3A4. OO6pasyromuecss MeTa0OIUTHI - CYIb(OH,
CyIb(HI U THAPOKCH-OMEIPA30J HE OKAa3bIBAIOT 3HAUUTEIILHOTO BIMSHUS HA CEKPEIIHIO COJISTHOM
KHUCIIOTHI.

OJIMMUHALNS

[Tepuon nonyBeiBeneHus coctanisier okono 40 MuayT (30-90 MunyT). Okomno 80 % BeIBOAUTCS B
BUJIE META0OJIUTOB IMMOYKAMH, & OCTATbHAS YaCTh — KUIIICYHUKOM.

JInIta moKMUJIoro Bo3pacra

He oTMedeHO 3HAUMTEIBHBIX U3MEHEHUH OMOJIOCTYITHOCTH OMENpa3oiia y MOKUIbIX MallMeHTOB
WIA y TIAlMEHTOB C HapyIIEHHOW (yHKIMEH MOoYeK. Y MalUeHTOB C HapyLIICHHON (QyHKIUEH

MEYCHNU OTMCHUACTCA YBCIIMYCHUC 6I/IO,Z[OCTyHHOCTI/I oMC1Ipa3oJjia U 3HAYUTCIbHOC YMCHBIICHUC
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Wmeromuecs panHele o gersax (1 rom wu crapuie) MO3BOJSAIOT MPEANOIOKHUTh, YTO

(apMaKOKMHETHKA B PEKOMEHAYEMBIX J03aX aHAJIOTHYHA TaKOBOM Y B3POCIIBIX.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
I'munepuina moHocTeapar

I'mnpoiosza

['mnpomennosa

Maruus creapat

MeTakpHuJIOBOM U 3TAKPUIOBOM KHUCIIOT COIIOJIUMED
emntono3a MUKpOKpUCTaITINYECKast
[Tapadun

Makporon

[Momucop6at 80

Kpocnosugon

Hatpus creapundymapar

Caxapo3sa

Tanbk

Turana quokcun (E171)

TpusdTriinurpar

Kpacurens xene3a oxcuy kpacHsbiil (E172)
6.2. HecoBmecTHMOCTDH

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs)

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

XpaHuThb 1pu TeMIiepatype He Boie 25 °C.

[Tocne mpuMeHeHUs KPBILKY (pI1akoHa IIOTHO 3aKPHITh.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKHU

[To 14 nnu 28 TabieTok BO ¢yIakoHE U3 MOJMATUIICHA BRICOKOH TJIOTHOCTH C 3aBUHYMBAIOIIEHCS

KPBIIIKOW M3 MOJUIIPONIICHa, CHA0KEHHOM 3alUTHBIM KOJIBLIOM, 0OECIIEYMBAIOIIUM KOHTPOJIb

IIEPBOT0 BCKPBITHUS, U KAIICYJION JECUKAHTA, BMOHTUPOBAHHON BHYTPb KPBILIKH.
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BCKPBITHSL.

6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH MNPH YHUYTOKEHHUHM HCIOJIb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEHHBIX TMOCjJe TPUMeHEeHHs
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUMYJISIHUH C MPenapaTom

Oco0ble TpeOOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIUOHHOTI'O YAOCTOBEPEHUS
I'epmanus
YETIJTAD®APM Apunaiimutrens ['MOX,
[Hurensxod 24, 17489 I'paiidcBansg

7.1. IlpencraBurtennb aepkaresisi perucTPalMOHHOI0 YA0CTOBEPEHHU S

[Iperen3un noTpeOUTEIEN HAIIPABIATE 10 aJIPECY:

Poccuiickas ®@enepanus
000 «®APMATEUT»
127322, r. Mockaa, yi. SI6104ukoBa, 1. 23-2-20.
Ten.: +7 (495) 991 91 71

E-mail: farmageit@mail.ru

8. HOMEP PETUCTPAIIMOHHOTI' O YAOCTOBEPEHMUAA

9. JATA TIEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nmepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

O6mas xapakTepucThka jekapctBenHoro mnpenapara JIOCEK® MAIIC® noctynna Ha
MH(POPMALMOHHOM MoOpTale EBpasHiickoro >KOHOMHYECKOIO COK03a B HH(DOPMALMOHHO-

KOMMYHHKAITMOHHOH cetn «MHTepHeT» https://eec.eacunion.org/.
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