COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 15.11.2024 N= 25268

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Owmernpazosn, 20 mr, Karcysibl KUIIEYHOPACTBOPHUMBIE.
2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JlelicTBytollI€€ BEIIECTBO: OMEIPa3oJl.

Kaxxnas kancyna conepkut omenpasoi 20 mr.

BcmomoratenbHbIe BElIeCcTBa, HATMYHE KOTOPBIX HA/IO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaktosa, caxaposa (cm. paszzuen 4.3.).

ITosHBINM IepeueHb BCIIOMOraTeIbHBIX BELIECTB IPUBEACH B pasaeine 6.1.
3. JEKAPCTBEHHAS ®OPMA

Kancyibl kuiieq4HopacTBOpUMBIE.
TBepaple >xenaTuHOBbIE Kamcyibl Ne 2, xopryc O€noro LBETa, KphIIIEYKa 3€JI€HOr0 IBETa.

Copnepxumoe Kancynn — Oesble WU 1o4TH Oesble chepruuecKue MneieThl.
4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHus1 K IPUMEHEHHUIO

Bspocasie

* s13BEeHHast 00JIe3Hb XKEJTyJIKA U IBEHAALATUIIEPCTHOM KHUIIKY (JIeueHHe U Mpo(UIaKTHKa);

» opanukauus Helicobacter pylori npu s3BEeHHOM OOJE3HU JKeJylKa M JBEHAILATUIEPCTHOMN
KHIIKHU (B cOcTaBe KOMOMHUPOBAHHOMN Teparum);

* pedmrokc-330¢arur;

* CHMIITOMaTHuecKas racrpoasodareanbHas pedarokcHas 6one3ns (I'9PB);

* acCOLMHPOBaHHBbIE C TEpanueil HeCTEepOUTHBIMH NPOTUBOBOCHAIUTEIBHBIMHU IpernapaTaMu
(HIIBII) s13BBI 1 5p0o3uu KenyaKa U JBEHAALATUIIEPCTHON KUIIKY (JIeYeHHEe U NPOPUITaKTHKA);

* JMCIIETICHS, CBS3aHHAS C TIOBBIIIEHHON KUCIOTHOCTHIO;

* CHHJpPOM 30JUTMHIEpA-DITUCOHA.

JleTH ¥ OAPOCTKHU

Jlemu cmapwe 2-x nem ¢ maccou mena ne menee 20 ke:
* pedmrokc-330¢arur;
* CHMIITOMAaTHUYECKOE JICUEHHUE U3KOTU U OTPBDKKHU KUcabiM nipu ['OPb.

Jlemu cmapuwieti 4-x nem u noOpoCmMKuU:
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* opamukanus Helicobacter pylori npu s3BeHHOU 6oﬂ%ﬁj%gﬁﬁg% 'FIIEOEF' I'chI'J:'IKi/I (B

cocTaBe KOMOMHMPOBAHHOMW TEpaIun).
4.2. PexxuMm 103MpoOBaHMs U C1IOCO0 NPUMEHEeHUs!

PexxuM 1o3upoBaHus

Bspocnvie

[Ipu oGocTpeHUHU SI3BEHHON OOJE3HW J>KENyJIKa W JIBEHAJAUATHIIEPCTHOM KHIIKH, peQIIioKc-
s30darute, HIIBII-acconnnpoBaHHBIX S3Bax M 9PO3UH JKEIy/AKa U ABCHAIIATUTICPCTHON KUIIIKH,
JUCIIETICUH, CBA3AHHOM C MOBBIIIEHHOM KHUCIOTHOCTBIO — 20 Mr 1 pa3 B cyrku. [lanmuenram c
TSDKEIIBIM TedeHueM pedirokc- 330¢aruta 103y ysenuuusaioT 10 40 mr 1 pa3 B cytku. Kypce
JICUYEHUs [TPH 3BEHHOM 00JIE3HU IBEHAALIATUIIEPCTHOM KUIIKHY — 2-3 HEe/IeH, IPYU HE00X0IMMOCTH
— 4-5 HeJelb; IPY SI3BEHHOW 0O0JIC3HHU KelTyKa U 330(arute — 4-8 Heelb.

[TauvenTam, pE3UCTEHTHBIM K JIEYEHHUIO JPYTMMH HPOTHUBOSI3BEHHBIMU JIEKAPCTBEHHBIMU
cpeactBamu, HasHayaroT 1o 40 wr/cyrku. Kypc neudenus npu s3BeHHOH Oose3HH
JBEHAAIATATICPCTHON KUIIKKH — 4 HEIeNH, NpU S3BCHHOW OOJE3HU JKelmyaka U pedirokc-
a30¢arure — 8§ Heleb.

[Tpu cunapome 3omuuHrepa-miucona — 60 Mr; mpu HEOOXOAUMOCTH 103y yBenu4uBaroT A0 80-
120 mr/cyTku (B 3TOM Cilydae ee Ha3HayaroT B 2-3 mpuema).

Jnst mpodunakTHKY perMANBOB si3BeHHOM 0osie3un — 10 mr 1 pa3 B cyTKw.

Hns spanukanuu Helicobacter pylori ucnonbs3ytot "TpoitHyto" Tepanuto (B TeueHue |1 Hememnu:
omenpazon 20 mr, amokcuWIMH 1 1, kinapurpomMunuH 500 Mr — mo 2 pasza B CyTKH; JIUOO
omenpazon 20 mr, kaaputpomuuuH 250 mr, metponuaazon 400 Mr — mo 2 pasa B CyTKH; JIHOO
omenpazon 40 mr 1 pa3 B cytku, amokcunmiiuH 500 mr u metponugazon 400 mr — o 3 pasa B
CYTKH) WM "71BOWHYI0" Tepanuio (B TedeHue 2 Henenb: omenpaszon 20-40 Mr 1 aMOKCHLIMIUINH
750 Mr — 1o 2 pasa B cyTkH, 1100 omenpaszoa 40 mr — 1 pa3 B cyTku 1 kiaputpoMurivt 500 mr —

3 pa3za B cyTku uinu amokcuniuiaH 0,75-1,5 T — 2 pasza B cyTKH).

Oco0ble TPVIIILI TAIMEHTOB

Ilayuenmul ¢ napywenuem ynKyuu novex

I[J'I}I ManMEeHTOB C HAPYILICHUCM (bYHKI_[I/II/I MMOYCK KOPPCKIUA TO3bI HE Tpe6yeTC51.

Tayuenmoi ¢ Hapywenuem hyHKyuu nevyenu
vy ManuEHTOB C HApYyYHICHUEM (i)YHKI_II/II/I IICYCHHU 6I/IO)IOCTYHHOCTI) U TICpUOJ NOJYBBIBCICHHA
OMEIpa3oJia U3 IIa3Mbl KPOBU YBEIMYMBAIOTCA. B ¢Bsi3u ¢ 3TM 11032 10 - 20 MT B CYTKH SIBIASIETCS

NOCTATOYHOM.

Hab;ueHn’lbl NOJ2CUTI020 803pacma
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CTHu

Peghnrokc-230¢pacum u cumnmomamuueckas eacmposzopazeanvras pegiokcuas 0Oone3Hb

(I'DPB) y oemeti cmapuie 2-x nem

Jetssm B Bo3pacte crapiie 2 JIeT ¢ Maccoil Tena 6osee 20 kr Ha3Ha4aroT npenapar Omenpason B
no3e 20 mr B 1 pa3 cytku. [Ipu He0oOX0IMMOCTH BO3MOKHO yBeIn4YeHHUe 10361 10 40 mr 1 pa3 B
cyTku. PekoMenayemas mpo0KUTEIbHOCTD JISYCHUS B cllydae pedaokc-330(daruTta cocTaBiseT
4-8 Henenb. Pekomenayemas mpo1oKUTEIBHOCTD JICUEHHUS B cilydae cumnroMmarndeckon ['OPb
cocrapnsieT 2-4 nenenu. Ecnu nocne 2-4 Henenb jeueHUs] KOHTPOJIb CHMIITOMOB 3a00JIeBaHUs HE

ObUI JOCTUTHYT, PEKOMEHAYETCS JONOJHUTEIBHOE 00CIEI0BAHNE MTALIUEHTA.

AHzeennas bOone3nv 0senaoyamunepcmHol Kuwiku, accoyuuposannas ¢ Helicobacter pylori (s

cocmase KOMOUHUPOBAHHOU mepanuu) y oemeti cmapuie 4-x iem

[Tpu BbIOOpE cXeMBbl Tepanuu CleqyeT YUUThIBaTh OQUIMATIbHbIE HAIMOHAIbHBIE, pEIrHOHAJIbHbIE
n MECTHBIC PEKOMCHAAIINH, Kacaromuecs PE3UCTCHTHOCTHU MUKPOOPraHnu3MoB K
aHTUOAKTEpUAIbHBIM CPEJICTBAM, IPOAOKUTEILHOCTH Tepanuu (Haubosee yacto — 7 JHEH, HO
B pAJie ciaydaeB — 10 14 qHeil) 1 MpaBUILHOIO IPUMEHEHUS aHTUOAKTEPHATIbHBIX [IPENapaToB.
Tepanuio He00OX0AUMO MPOBOAUTH MO HAOIIOACHUEM CIICIUATTUCTA.

Jlns neteit B Bo3pacTe crapiie 4-x JIeT peKOMEHYeTCs CIEeYIoIIas cXema JICUeHHUS:

Macca mena Cxema neuernus

15-30 xr Owmenpaszon 10 Mr, aMOKCHULIMJUTUH 25 MI/KT ¥ KJIQPUTPOMHUIMH 7,5 MI/KT.

Bce npenapatsl npuHUMaTh 2 pa3a B CyTKHM B TE€UEHHE HEJENN

31-40 kr Owmerpazon 20 Mr, aMOKCHITWIUTHAH 750 MT M KITQpUTPOMHUITUH 7,5 MT/KT.

Bce npenapartsl IpUHUMATD 2 pa3a B CYTKH B TCUCHUC HEACIIN.

> 40 xr Owmenpazon 20 mr, amokcuIMUIHH | T 1 knaputpomuiud 500 mr.

Bce npenapaTel npuHUMAaTh 2 pa3a B CYyTKH B TE€YEHUE HECIIH.

Crrocob nmpuMeHeHus

BnyTps.
Kancynasl 0OBIYHO NPUHMMAIOT  YTPOM, 3aluBasi  HEOOJBLIMM  KOJUYECTBOM  BOJbI
(HeTocpeICTBEHHO Mepe]l €101 WM BO BpeMs ITpHeMa MUIIIH ); KarCyJbl HeJIb3s pa3)KEBbIBATh.

4.3. [IpoTuBONOKA3aHUS

¢ TUIICPUYBCTBUTCIILHOCTL K OMCIIPA30JIy WU K JIIOGOMy N3 BCIIOMOTI'aTCIBHBIX BCUICCTB,

NIEPEYUCIIEHHBIX B pa3zaene 6.1.;
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HENEPEHOCHUMOCTb JIAKTO3bI, TITFOKO30-TalaKTa3Has MaIbaOCopOIus;

* OJHOBPEMEHHOE NPUMEHEHHWE C KIAPUTPOMHUIMHOM Yy TMAIMEHTOB C MOYEYHOUH
HEJOCTAaTOYHOCTHIO, a TAKXKE C aTa3aHABUPOM, 3Bep0o00eM, IPIOTUHUOOM, T03aKOHA30JIOM;

* JIETCKHI BO3pacT 10 2-X JeT U ¢ maccoi Tena < 20 xr (mpu jedeHuu peduirokc-330darura,
CUMITOMATUYECKOM JICUEHNUHU U3KOTU U OTPBLKKHU KucabiM ipu ['OPB);

* JIETCKHUM BO3pacT 10 4-X JeT (Mpu JICYEHUU SA3BbI ABEHAIATUIIEPCTHON KUIIKH, BHI3BAHHOM
Helicobacter pylori);

* gerckuii Bo3pacT A0 18 mer (mims Bcex mokazaHuid kpome: ['DOPb u s3BeHHas Oone3Hb

JIBEHA]IIATUTIEPCTHOM KUIITKU, accoruupoBanHas ¢ Helicobacter pylori).
4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

[TeueHoYHAss HEOCTATOYHOCTh, OCTEONOPO3, OEPEMEHHOCTh, HAIMYME TPEBOXKHBIX CUMIITOMOB
(3HAUUTENBHOE CHUKEHHE MACCHI TeJla, PBOTA, PBOTA C IPUMECHIO0 KPOBH, HApYyIIEHHUE [JIOTaHMUs,
W3MEHEHHUE [BETa Kaya (JIerreodpasHbiil ctyn) u ap. (cM. pasaen 4.4)), nedpunut BuramuHa B12
(unaHokoOamaMMHa); a TakKKe OJHOBPEMEHHOE IMPUMEHEHHE CO CIEIYIOIIMMH IpernaparaMu:
aTa3aHaBHp (J103a OMemnpaszoia He JOoJbKHA npeBblmath 20 Mr B CyTKH), HenduHaBup,
KJIOMUJIOTPEJl, TUTOKCHH, 3PJIOTUHUO, KETOKOHA30J1, UTPAKOHA30J1, [103aKOHA30J1, Bap(apuH Uiu
JIpyrue aHTaroHucTtsl BuTamuHa K, numiocraszon, nuasenaM, (EHUTOMH, a TakKXke JApyrue
npenaparsl, MeTabonu3upyoumecs B neyeHu ¢ yuactueM uzopepmenta CYP2C19, cakBunaBup,
TaKpOJIMMYC, METOTPEKCcaT, KJIapUTPOMHULIMH, BOPUKOHA30J1, pudaMIMIKH, TpenapaTsl 38epo0os

MIPOJIBIPSIBIICHHOTO (CM. paznen 4.5).

Oco0ble yKa3auus

[Tpu Hanmuuuu TI0OBIX TPEBOXKHBIX CHMITOMOB Y MallMEHTa (HanmpuMep, TAKUX KaK 3HAaUUTENIbHAs
CTIIOHTaHHAsl MOTEPsI MaccChl Tejia, MOBTOPHAsl PBOTA, Auc(arus, pBoTa ¢ NPUMEChIO KPOBU WU
MeJIeHa), a TaK)Ke MPU HAJIMYUU A3BbI JKeTyKa (WK MPU MO03PEHUH Ha S3BY XKely/Ka) CIeayeT
UCKJIIOYUTh HAJIMYUE 3JI0KAYECTBEHHOTO HOBOOOPA30BaHHS, IMOCKOJIbKY JIEYEHHE OMEIPa30jioM
MOJKET IIPUBECTHU K CIIIAKMBAHUIO CUMIITOMAaTUKN U OTCPOUYUTH IOCTAHOBKY JUArHo3a.

He pexomeHnyercs ONHOBPEMEHHOE NPHUMEHEHUE OMEIpa3oyia ¢ TaKUMHU IIpernapaTaMmM, Kak
aTa3zaHaBUP U HEIPUHABHP.

[To pesympTaTam wuccaegOoBaHUN OTMEUYEHO (apMaKOKHHETHIECKOE/(hapMaKOIMHAMUYECKOe
B3aMMOJEMCTBHE MEXAY KIonuaorpenaoM (Harpy3ouHnas no3a 300 Mr u nmoajeprkuBaroias 103a
75 mr/cyt) n omenpaszoioM (80 Mr/cyT BHYTpPb), KOTOPOE IPUBOAUT K CHUIKECHHUIO SKCIIO3UIIMU K

aKTHUBHOMY METa0OJHUTy KIomuaorpena B cpeaHeM Ha 46 % W CHUKEHHIO MaKCHMAalIbHOTO
4
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cienyet n3berarb OJJHOBPEMEHHOTO IPUMEHEHHUSI OMETIPa3oJia U Kionuaorpena (cM. pazaen 4.5).
OtnenbHbIe HAOMIOAATEIBHBIC MCCIICIOBAHMS YKA3bIBAIOT HAa TO, YTO TEpanus WHTHOUTOpaMU
NPOTOHHOTO HAcoCa MOXET HE3HAYMTEIbHO TIOBBIIIATh PHUCK CBSA3aHHBIX C OCTEONOPO30M
NIEPEIOMOB, OJTHAKO B IPYTHX MOJ00HBIX UCCIICIOBAHUSX ITOBBIIICHUE PUCKA HE OTMEYCHO.

B pangoMu3npoBaHHBIX, TBOMHBIX CIENBIX, KOHTPOJIUPYEMBIX KIMHHUYECKHX HCCIICOBAHMSIX
OMeETIpa30Jia U 330MeIpa30lia, BKIKYast B OTKPHITHIX UCCIICIOBAHUS C JJIUTEIBHOCTHIO TEPATUU
Oonee 12 net, He ObLIa OATBEPIKIICHA CBSI3b MEPEIOMOB Ha (POHE OCTEONOpO3a C MPUMEHEHHEM
UHTUOMTOPOB MPOTOHHOTO HACOCA.

XOoTs MPUYNHHO-CIICICTBEHHAS CBSA3b MPUMEHEHHS OMETPa3oiia/330Menpasoiia ¢ IepeoMaMy Ha
¢doHE ocTeonopo3a HE YCTAHOBJICHA, TTAIIMCHTHI ¢ PUCKOM Pa3BUTHS OCTEOTIOPO3a HITH TIEPEIOMOB
Ha ero ()OoHe JIOJDKHBI HAXOIUTHCS M0]] COOTBETCTBYIOIIMM KIMHHYECKUM HAOIIOICHUEM.

VY manueHToB, MOJYYaBIIMX OMENPa3oi Ha MPOTSHKEHWH, KaK MUHUMYM, 3-X MeEcCsIeB, ObLia
3apErHCTPUPOBAHA TsDKENAss THIIOMArHUEMHUS, TPOSBIIIONIASICS TaKUMUA CHMIITOMaMH Kak
YTOMJISIEMOCTB, Opefl, CYJIOPOTH, TOJIOBOKPYKEHHE U JKEIyJOYKOBas apuTMHusl. Y OOJBIIMHCTBA
NAIMEHTOB TMIIOMAarHUEMHsl KyIMPOBAIach MOCIe OTMEHBI HHTHOUTOPOB MPOTOHHOTO HAacoca U
BBEJICHUS MpENapaToB MarHus. Y MalKUeHTOB, KOTOPBIM IUIAHUPYETCS UTUTENbHAs Tepanus Uiu
KOTOpPBIM HA3HA4YEeH OMEIPa30Jl ¢ JUTOKCHHOM WJIM JAPYTMMHU IpenapaTtaMu, CIHOCOOHBIMHU
BBI3BIBATh TMIIOMAarHUEMHUIO (HAIpUMeEp, JUYPETHKH), CIEAYeT OICHHUTh COACPKAHWE MarHus B
T1a3Me KPOBHU JI0 Havaja Tepanuy v MeprHoJUUYeCKd KOHTPOIUPOBATH €T0 BO BPEMsl ICUCHHUS.
CornacHo pe3ynbTaTaM HaOJII01aTeTbHBIX UCCIIEOBAHUM, MHTHOUTOPHI MPOTOHHOM MOMITHI MOT'YT
MOBBIMIATh O0MMK puck meperoma Ha 10—40 %. OnpeneneHHas CTENEHb TAKOTO MOBBIICHUS
MOXKET OBITh OOyCJOBIIEHA JAPYrUMHU QakTopamMu pucka. [lallMeHTBI C PHUCKOM Pa3BUTHUS
0CTEOMNopo3a JOKHBI MOJIydaTh JICYEHHE B COOTBETCTBUU C JIEHCTBYIOIIMMH KIMHHUYECKUMU
PEKOMEHIAIMSMU U JIOJDKHBI MOTPEOISITh JOCTATOYHOE KOJTUYECTBO BUTaMUHA D 1 KaibIusl.
Omenpasof, Kak U BCE JIGKAPCTBEHHBIC CPEJICTBA, MOHMKAIOIIME CEKPEIHIO JKeJe3 JKeIyIKa,
MOXXET TMPUBOJUTh K CHUKEHHUIO BcachiBaHWs BUTamMuHa B12 (mmanokoOamamuua). OO0 3TOM
HEOOXOJUMO TIOMHHUTh B OTHOIICHUH MAIMEHTOB CO CHIDKEHHBIM 3aracoM BUTaMuHa B12 B
opranu3Me win ¢ GakTopaMu pHUcKa HapylIeHUs BcachlBaHUS BUTamMuHAa B12 mpu anmutenbHON
TEpaIuHi OMETIPA30JIOM.

Y manueHToB, NPUHWMABIINX BHYTPh B TEYCHHE JUIMTEIHLHOTO BPEMEHH IMperaparhl,
MOHIDKAIOIIUE CEKPEIIUIO Kelle3 KEeMYAKa, Jalle 0TMEYaaoch 00pa3oBaHUE JKEJIE3UCThIX KUCT B
KENyAKe. OTH SBJICHHUS OOYCIOBICHBI (PU3UOJIOTMUYECKUMU HW3MEHEHUSMHU B pe3ylbTare
MHTHOMPOBAHUS CEKPELMHU COJITHOM KUCIOTHI U MOJBEPraloTcs 0OpaTHOMY Pa3BUTHIO Ha (oHe

MPOJOHKEHUS TEPAITUA OMETIPA30JIOM.
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MOMITBl WJIM JAPYTUX KHUCIOTOMHTHOUPYIOIIUX areHTOB MPHUBOJUT K TIOBBIIICHUIO POCTa
HOPMaTbHOW MHUKPO(DIOPHI KHINEYHHKA, YTO, B CBOIO OYEpeIb, MOXKET MPHUBOIUTH K
HE3HAYUTENIbHOMY YBEJIMYECHUIO PUCKA PA3BUTHS KUIIEUYHBIX MH(EKIN, BEI3BAHHBIX OaKTEPUSIMU
pona Salmonella spp. n Campylobacter spp., a Taxxe, BepositHo, 6aktepuii Clostridium difficile y
TOCMUTATH3UPOBAHHBIX MTAIIUCHTOB.

[TpuMeHeHre HTHOUTOPOB MPOTOHHOW MTOMITHI CBSI3aHO C KpalHE PeKUMHU CITYy9asiMH Pa3BUTHUS
nogoctpoil koxkHOU kpacHod Boimvanku (IIKKB). B ciyyae BO3ZHMKHOBEHHS MAaTOJIOTHYECKHUX
U3MEHEHUH KOXH, OCOOEHHO Ha OTKPBITHIX €€ Yy4acTKaX, COMPOBOKIAIOUIMXCSA apTpairue,
NALUEHTY CIEAYET He3aMeUIMTEIbHO 00paTUThCS 3a MEIUIMHCKON momoluieo. Bpauy ciegyer
paccMoTpeTh Bonpoc 00 oTMeHe mpenapara OMernpasod.

VY namuentoB ¢ [IKKB Ha done npeamecTByomeld Tepanud HHIHOUTOPOM MPOTOHHOM MOMIIBI
YBEJIMYEH PUCK €€ Pa3BUTHUA MPH MOCIEIYIOIIed Tepanuu IPYrMMH UHTHOUTOPAMU MPOTOHHON
nomribl. [loBeiieHre KoHIeHTpauu xpomorpanaraa A (CgA) B Tuta3Me KpOBH MOXKET BIIMATH Ha
PE3YNIbTAThI UCCIICIOBAHUH, TPOBOJMMBIX C IEJIBIO TMAaTHOCTUKH HEUPOIHTOKPHHHBIX OIYXOJICH.
Bo usbexanue naHHOTO BIUSHUS JiedueHue mnpernapatoM Omenpaszon cieayeT MpeKpaTUTh He
MeHee ueM 3a 5 aHel 1o ompeneneHus koHueHtpauuu CgA (cM. paszaen 5.1) B miia3me KpoBH.
Ecnmu xonnentpanuu CgA u ractprHa B Iia3Me KpOBU HE HOPMAJIM30BAIUCH TTOCIIE HAYaTbHOTO
M3MEpEHMUs, ClIelyeT IPOBECTH KOHTPOJIBHOE HCCieIoBaHue uepe3 14 nHell mocie nmpeKkpaieHus

JICUCHUA I/IHFI/I6I/ITOpOM HpOTOHHOﬁ ITOMIIBI.

BcnoMorarenbHEIE BEIIeCTBA

Caxaposza
[Ipemapatr coxepxkut caxapo3y. [lanmmentam ¢ gepuumMToM  caxapo3bl/M30MaJIbTO3bI,
HEMEePEHOCUMOCTHIO (PYKTO3BI, TIFOKO30-TaJaKTO3HOU MaThabCcopOIIHeil, He clieIyeT MPUHUMATh

JAHHBIN JICKapCTB €HHBIN Ipemapar.

Jlakxmo3svl monozuopam
[Ipenapar conxepxkut nakro3dy. IlanmeHTam ¢ peako BCTpeyaroulelcss HacleCTBEHHOU
HEMEPEHOCUMOCTBhIO ~ TaJIaKTO3bl,  AC(PUIIMTOM  JIaKTa3bl WM  TIIOKO30-TaJIAKTO3HOM

MajbabcopOIMelt He ClIelyeT MPUHUMATh 3TOT IIperapar.

4.5. B3amMmopeiicTBMe ¢ IPYrHMH JICKAPCTBEHHBIMHM IpenapataMM W JApyrue BHIbI

B3auMOAeliCTBUSA

BausHaue oMmenpasoiia Ha d)aDMaKOKI/IHeTPIKV APYTuX JJICKAapCTBCHHBIX ITPCIIapaToB
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MHTUOUTOpPAaMH IIPOTOHHOTO HACOCA MOXKET MPUBECTH K CHIKEHHUIO MIIH MOBBIIICHUIO abcopOumn
JPYTUX IpernapaToB, BCAChIBAHUE KOTOPBIX 3aBUCUT OT KMUCIOTHOCTH CPEJIBI.

[Tono6HO npyrum mpenaparaM, CHHXKAIOIUM KHUCJIOTHOCTh JKEJIYJIOYHOIO COKa, JIEYEHUe
OMEIIPA30JI0M MOXET HPUBECTH K CHUKEHUIO BCAChIBaHMS KETOKOHA30Ja, WTPAKOHA30Ia,
M03aKOHA30Jla M OSPJIOTHHUOA, a TaKXKe TIOBBIIICHUIO BCACHIBAHHS TaKHUX IIPEnapaToB, Kak
qurokcuH. COBMECTHBIM IpueM omernpasosa B fo3e 20 Mr oguH pa3 B CYTKM U JUIOKCHHA
HOBBIIIAET OMOJOCTYIHOCTh AUrokcuHa Ha 10% (6MOAOCTYMHOCTh TUTOKCHHA IOBBIIIATIACh HA
BennuuHy 10 30% y 20% mnauuentoB). OaHOBpeMeHHBIN MpueMm mpenapara Omenpaszon ¢
APJIOTUHUOOM WM MTO3aKOHA30JI0M MPOTUBOIIOKAa3aH (cM. pazzaen «lIporuBonokazanus»). beuio
[IOKa3aHO, YTO OMENpa3od  B3aUMOJIEHCTBYET C HEKOTOPBIMU  aHTUPETPOBUPYCHBIMU
npenapatamMu. MexaHu3Mbl M KIMHUYECKOE 3HAaUE€HHUE 3TUX B3aUMOJICHCTBUII HE BCET1a U3BECTHBI.
VBenuuenue 3HaueHuss pH Ha ¢oHe Tepanmuu OMenpa3oloM MOXKET BIIMATh Ha BCAChIBAaHHE
AHTUPETPOBUPYCHBIX IpenaparoB. Taxke BO3MOKHO B3aMMOJIEHCTBHE Ha YpOBHE M30(epMEHTa
CYP2CI19. Ilpu coBMECTHOM NPUMEHEHHHM OMEINpPa30jia U HEKOTOPBIX AHTUPETPOBUPYCHBIX
IpenapaToB, TAaKUX KaK ara3aHaBUp U HellQUHABUP, HA (pOHE Tepariuy OMEeNpazoyioM OTMeYaeTcs
CHIKEHHE X KOHIICHTPALMHU B CBIBOPOTKE. B CBA3M € 3TUM COBMECTHOE ITPUMEHEHHE OMENpa3oia
C AaHTUPETPOBUPYCHBIMU TIpenaparamMy, TAaKUMH KakK ara3aHaBUp U HeN(QUHABUp, HE
peKOMeHayeTCsl.

[Tpr ogHOBpEMEHHOM NPHUMEHEHHMH OMEMpa3oia M CaKBUHAaBUpPAa ObUIO OTMEUYEHO IOBBILICHHE
KOHIEHTpAallul CaKBHHABHpa B CBIBOPOTKE, IPU MPUMEHEHHH C HEKOTOPBIMU JApPYTUMU
AHTUPETPOBUPYCHBIMHU NpenapaTaMu UX KOHLIEHTpAUsl HE MEHSJIACh.

Omenpazon wunrubupyer CYP2C19 — ocHOBHOWM u30(pepMEHT, YYacTBYIOUIMI B €ro
metaboau3me. CoBMECTHOE MPUMEHEHUE OMENpasoia ¢ ApYyrMMHU MpernaparaMu, B MeTabosu3me
KOTOpbIX IpuHuMaer yyactue uzodepment CYP2C19, takumu kak auaszenam, Bapdapun (R-
Bap(apuH) WIK Ipyrue aHTaroHucTsl BUTaMuHa K, peHnTonH 1 1nuaoctazon, MOXKeT MPUBECTH K
3aMeJUICHHI0 MeTa0oJau3Ma 3THX MpenaparoB. PexomeHnyercs HaOno/eHHe 3a TNalMeHTaMH,
NPUHUMAIOIUMHI (DEHUTOMH U OMEMPAa30JI, MOXKET NOTPeOOBATHCS CHUKEHUE J103bl (DEHUTOHHA.
OpnHako CONYTCTBYIOUIEE JIEYEHHE OMENpPAa3ojoM B CYyTOYHOM nA03e 20 Mr He BIHSAET Ha
KOHIEHTpaluio ()eHUTONHA B IIa3Me KPOBH Y MALUEHTOB, JUTUTEIHLHO MPUHUMAIOIINX Mpenapar.
[Tpu nprMeHeHnu oMenpasosia NalkueHTaMu, OJIy4aloluMU Bap(hapuH WIN IpYrHe aHTarOHUCThI
BuTamMuHa K, He06X01MM MOHUTOPHHT MEXIyHAPOAHOTO HOPMATU30BAaHHOTO OTHOILICHHUS; B psijie
CIlyuaeB MOXKET TIOHAJ00UThCS CHW)KEHHE [03bl BapdapuHa WM JPYyroro AaHTaroHUCTA
BuTaMuHa K. B To %e Bpemsi CONMyTCTBYIOIIEE JICUEHHE OMEINPA30JIOM B CYTOUYHOM 03€ 20 MT He

MNPpUBOAUT K HU3MCHCHHUIO BpPCMCHH KOAryJIsAlWHU Yy IMAIUMCHTOB, MJIWUTCIBHO IMPHUHHUMAIONINX
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[Ipumenenue omenpazoa B 103€¢ 40 MI OAMH pa3 B CYTKU MPUBOJUIIO K YBETHUYEHHUIO Cmax 1 AUC
nmiocTazona Ha 18% um 26%, COOTBETCTBEHHO; III OJHOIO H3 AaKTHBHBIX METAa0OIHMTOB
[IMJIOCTA30J1a YBeJIMUYeHUE cocTaBUiIo 29% u 69%, COOTBETCTBEHHO.

[To pesynbrataM wHcciaenOBaHUN OTMEUEHO (apMaKOKHMHETHYECKOe/(papMaKoIMHAMUYECKOE
B3aUMOJICCTBUE MEXIY KIONUAOrpesioM (Harpy3ounas no3a 300 Mr u mojaziepKuBaroias 103a
75 mr/cyT.) u omemnpa3zoniom (80 Mr/CyT. BHyTPh), KOTOPOE MPUBOANT K CHUKCHHIO SKCTIO3HUIIHH K
AaKTUBHOMY METa0OJUTY KIOMHAOTpena, B cpenHeM, Ha 46% W CHUKEHHIO MaKCUMAaJIbHOTO
uHruOupoBanus AJlO-uHIyIMPOBAHHOM arperaiuu TpOMOOIIUTOB, B cpeiHeM, Ha 16%.
Knunnyeckass 3HAYMMOCTH 3TOTO B3aUMOACHCTBUS HE sicHA. [IOBBIIEHME pHCKA CEPIIEYHO-
COCYJIUCTBIX OCJIO)KHEHHH TIPU COBMECTHOM IMPUMEHEHHMHM KJIOMHUAOTpea W HHTHOUTOPOB
MPOTOHHOTO HAacoca, B TOM 4YHCIE OMeNpas3ojia, He ObUIO MOKa3aHO B MPOCIEKTHUBHOM
PaHIOMU3UPOBAHHOM HE3aBEPIIEHHOM HCCIEIOBAaHUU C ydactueM Oonee 3760 mamueHTOB,
MOJTyYaBIINX TUTAE00 WM OMenpa3odl B jgo3e 20 MI/CyT. OJHOBPEMEHHO C Tepamuei
KJIOMUJIOTPEJIOM U ateTmicanuuuioBoil kuciaoroil (ACK), u He moaATBepKI€HO JOMOIHUTEIbHBIM
HEPAaHJOMH3UPOBAHHBIM AQHAJIW30M KJIMHMYECKUX HCXOJOB MACIITAOHBIX MPOCHEKTUBHBIX
pPaHIOMU3UPOBAHHBIX HccienoBanui ¢ yuactiuem Oosee 47000 manueHToB.

Pesynbrathl psga HaOMIOAATENBHBIX MCCIEAOBAHUI MTPOTUBOPEUYMBELI U HE JIAalIOT OJIHO3HAYHOTO
OTBETAa O HAJIMYUU WIW OTCYTCTBHH TOBBIIIEHHOTO PHUCKA TPOMOOIMOOIMYECKUX CEPICUHO-
COCYAMCTBIX OCIIOKHEHUH Ha (pOHE COBMECTHOTO MPUMEHEHHUS KIOMHUIOTpeNia ¥ WHTHOUTOPOB
MIPOTOHHOT'O Hacoca.

[Ipy npuUMeHEHHH KJIONMUIOTpesa COBMECTHO C (UKCUpoBaHHOM KomOuHaumed 20 wr
a3omenpazona u 81 mr ACK skcno3unusg K akTUBHOMY METaOOIMTY KIIOMMJIOTPeNia CHU3UIIACh
noutd Ha 40% 1O CpaBHEHHIO C MOHOTEpanueld KIOMUAOTPESIOM, MPU 3TOM MaKCUMaJIbHbIE
ypoBHU UHTHOUpOBaHus AJ|D-uHIyIIUPOBAaHHON arperauy TpOMOOIIMTOB ObLITH OJTMHAKOBBIMH,
YTO, BEPOSITHO, CBSA3aHO ¢ 0fHOBpeMeHHbIM TpueMoM ACK B Hu3K0i1 103€.

Omenpas3on He BAMSET Ha MeTaboJM3M IMpernapaToB, MeTabOJIM3UPYEMBIX H30()EepMEHTOM
CYP3A4, takux Kak IUKIOCHOPUH, JUAOKAaWH, XWHWJAWH, 3CTPAANOJ, JPUTPOMULMH U
OynecoHus.

He BbIsIBICHO B3aMMOACHCTBHS OMEMpa3ojia CO CICAYIOIMMH TpenapaTamMu: aHTaIUIHbIC
cpeactBa, kodewH, TeodhwuH, S-BapdapuH, NTHUPOKCHUKAM, JUKIO(EHAK, HAMPOKCEH,
METOIPOJIOJI, TPOMPAHOIION U 3TAHOJ.

[Ipu oAHOBpEMEHHOM MPUMEHEHUH OMEMNpa3oja U TaKpoJUMyca ObUIO OTMEYEHO IMOBHIINICHUE
KOHIEHTPALUU TAKPOJIUMYCa B CHIBOPOTKE KPOBH.

vy HCKOTOPBIX NAOUECHTOB OTMCYAIN HE3HAYUTCIBHOC MMOBBIIICHUEC KOHIICHTPAIIMK METOTPEKCATa
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MY OTUETY

BBICOKHX JI03 METOTpEKcara CJEAYyeT PacCMOTPETh BO3MOKHOCTH BPEMEHHOIO MpEeKpalieHUs

npucma omMeIipasoJjia.

BausHue 1ekapcTBEHHBIX IIPENapaToB Ha (baDMaKOKI/IHCTI/IKV omMceIpasoja

B merabomm3me omenpaszona ydactByroT uzopepmentel CYP2C19 u CYP3A4. CoBmecTHOE
npuMeHeHue omernpasona u uHruoutopos m3opepmentoB CYP2C19 u CYP3A4, Takux kak
KJIAPUTPOMULIMH U BOPUKOHA30JI, MOKET IIPUBOJUTH K MOBBIIIEHNIO KOHIIEHTPAIlMK OMEIpa3oJia
B IUTa3ME KPOBU 3a CYET 3aMeieHHs Meraboiu3Ma omerpa3osia. COBMECTHOE MpUMEHEHHUeE
BOpPUKOHA30Ja M OMeNpaszojia MNPUBOAUT K Oonee dveM JBYKpaTHoMy yBenuueHuto AUC
oMmemnpasona. B cBsf3u c Xopomied NEpPEeHOCMMOCTbIO BBICOKMX JI03 OMeEIpasoya, IMpu
HENPOAODKUTEIPHOM COBMECTHOM IPUMEHEHHM YKa3aHHBIX IIpernaparoB He TpeOyeTcs
KOPPEKLHHU 03Bl OMETNPa3oJia.

CoBMeCTHBIM HpHEM OMeEMNpa3ojla ¢ AMOKCHUUMUIMHOM WJIM METPOHUIA30JIOM HE BIMSET Ha
KOHLEHTPALMIO OMEINPa30Jia B I1a3Me KPOBH.

JlexapctBenHble Tipenapatsl, uHAyIUpYytonme n3opepmentsl CYP2C19 u CYP3A4, takue kak
pudaMOuIMH W Tmpenapatsl 3Bepo00s MPOJBIPSBICHHOIO, MPU COBMECTHOM IPUMEHEHUU C
OMETIPa30JIOM MOTYT IPUBOJIUTH K CHM)KEHHIO KOHIIEHTpAalMM OMEIpa3ojia B IUIa3Me KPOBH 3a

CYET YCKOpEeHHs MeTab0JIn3Ma OMEenpasona.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

Pe3ynbrathl nccienoBaHuil mokazaiu OTCYTCTBUE MOOOYHOTO ASMCTBUS OMENPa30Jia Ha 3I0pOBbE
OepeMEHHBIX KEHIIIWH, Ha TIJI0]T MM HAa HOBOPOXKIEHHOTO.

OmMernpasos MOKET MPUMEHATHCS BO BpeMsi OEpEMEHHOCTH.

JlakTanus

OmMernpason NpoOHUKAET B TPYJHOE MOJOKO, OJTHAKO MPH MPUMEHEHUU €r0 B TEpareBTUUYECKUX

7103aX BO3/ICiCTBHS HAa peOCHKa MalOBEPOSITHO.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeJCTBaMU U padorarh ¢

MEXaHU3MaMHU

OTCYTCTBYIOT JaHHBIC O BJIMIHUU IIpCliapaTa OMeraSOH Ha CIIOCOOHOCTH YIIPABJIATDH
TPAHCIIOPTHBIMU CPEACTBAMU U MEXAaHU3MaMH. OHHaKO, B CBsA3H C TEM, YTO BO BpEMs TCpalluu
MOTr'yT Ha6J'IIO)IaTI)C$I TOJIOBOKPYKCHHEC, HCYCTKOCTh 3PEHUA U COHJIMBOCTDB, CICAYCT CO6J'IIOJIaTI)

OCTOPOIKHOCTDH IPpH YIIPABJICHUH ABTOTPAHCIIOPTOM U MCXaHHU3MAaMMU.

4.8. HexxenaTesibHbIE peaKIUU
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Pesrome mpoduist 6e3onacHoOCTH

MY OTUETY

Hwxe mnpuBeneHbl HEXKeNATENbHBIC pEAKIMHU, HE 3aBUCAIINE OT PEKHUMa JTO3UPOBAHUS
OMeTIpa3oia, KOTOphIe OBLTM OTMEUYCHBI B XOJ€ KIMHHYECKHX HCCIEAOBAHUN, a TAKXKe IMPHU
MOCTPETUCTPALIMIOHHOM NIPUMEHEHHH.

HesxxenaTenbHble peakiMK MPEJCTaBICHb B COOTBETCTBUU C MOPAXKEHHEM OPTaHOB U CUCTEM
OpraHOB B TIOCITIEJOBATEIBHOCTH MEIUIIMHCKOTO CJIOBaps I HOPMATHBHO-IIPABOBOM
nesitenbHOCTH  (MedDRA). Yactora BO3HUKHOBEHHS ONPENENSsIaCh B COOTBETCTBHH  CO
CIIEMYIOIMMH KaTeropusiMu: odeHb yacto (>1/10), gacto (ot >1/100 no <1/10), Hewacto (oT >
1/1000 mo <1/100), peaxo (ot >1/10000 mo <1/1000), ouensr peako (ot <1/10000), gactora
HEU3BeCTHA (Ha OCHOBAHWM MMCIOIIMXCS JaHHBIX OIEHUTh HEBO3MOXKHO). B mpemenax kaxmoit
TPYIIBI YaCTOTHI

BCTPEUAEMOCTH HEXKENATENIbHBIE PEaKIIUU YKa3aHbl B MOPSJIKE YMEHbBILICHUS CEPbE3HOCTH.
Hapywenus co cmopoHvl Kkposu u aumgamuueckou cucmemvl: PEAKO — JIEUKONEHUS,
TPOMOOIIMTOTICHHS; OYCHD PEIKO — arpaHyJIOUTO3, TAHITUTOIICHHS.

Hapywenus co cmoponbi UMMYHHOU CUCMeMbl: PEIKO — PEaKIHH TUIEPYYBCTBUTEIBHOCTH
(Hampumep,  JMXOpajaKka, AHTMOHEBPOTHYECKUH  OTeK, aHaduiakTuyeckas  peakiius/
aHa()MIIAKTUYECKUH IIIOK).

Hapywenus memabonuzma u numanus. PelNKO — TUNOHATPUEMHS, YacTOTa HEM3BECTHA —
TUTIOMAarHUEeMUs], THITOKAIBIIMEMHsI BCJICICTBUE TSDKEIOH TUIIOMArHUEMHH, THUIIOMArHUEMUS
MOJKET aCCOLMUPOBATHCS C TUIIOKATHEMHEH.

THcuxuyeckue HapywieHus: HEYaCTO — OECCOHHUIA; PEAKO — BO30YXKJIEHHE, CIYTAHHOCTh
CO3HAHUS, IETPECCHS; OUY€Hb PEIKO — arpecCHs, TaJUTFOIIMHAIIHH.

Hapywenus co cmoponvl HepeHol cucmemvl: YacTo — TOJOBHas OO0Nb; HEYacTo —
TOJIOBOKPYKEHHUE, MTapecTe3usi, COHJIMBOCTD; PEIKO — HapyIlIeHHEe BKYca.

Hapywenus co cmoponwl opeana 3penus: peko — HEUYETKOCTh 3PUTEILHOTO BOCIPHSITHSL.
Hapywenus co cmoponvl opeana ciyxa u 1adbupunma: He4acTo — BEPTHUTO.

Hapywenus co cmopoHvl OvixamenbHOU cucmemvl, 0Op2aHo8 2pYOHOU KIemKU U CpedoCmeHUs.:
penko — OpoHxocHasMm.

Kenyoouno-kuweynvle Hapyuienus: 4acto — 00Jb B KUBOTE, AUApEs, METEOPU3M, TOIIHOTA/
pBOTa, 3amop, JOOpPOKAYECTBEHHBIC J>KEJIE3HMCTHIC IIONUIBI B IKEIMyJIKE; PENKO — CYXOCTb
CITM3UCTON 000JI0YKH ITOJIOCTH PTa, CTOMATHUT, KAHIU103 )KETyJOYHO-KUIIIEYHOTO TPAKTA; 4aCTOTa
HEU3BECTHA — MHUKPOCKOMUYECKUHN KOIUT.

Hapywenus co cmoponvl neuenu u dHcenyegvl8o0AWUX nymeu: HEYACTO — TIOBBILICHHUE

AKTUBHOCTH «II€YEHOYHBIX» (DEPMEHTOB B IIa3ME KPOBH; PEIKO — TemaTUT (C XKEeJITyXOM wiu
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MY OTUETY

3a00JIEBaHUSIMU [I€YEHHU.

Hapywenusa co cmoponsi Kodxcu u NOOKOJNCHbIX MKAHeU: HeYacTO — JePMAaTHT, KOXHBIN 3y,
KOXKHasl ~ Chlllb, KpANMUBHUIA; peAKo —  anonenus, ¢GoToceHCHOWIN3anus, OCTPBIN
reHepaIn30BaHHBIA HK3aHTEMATO3HBIM IyCTYJe3, JIKAPCTBEHHAs! ChIIb C S03WHOPMIMEH U
cucreMubiMu cumnromamu (DRESS-cungpom); odens penko — MynabTH(GOpPMHAs spuTema,
cungapom CrtuBeHca-/[>KOHCOHA, TOKCUYECKUN SMHUAEPMATIbHBIN HEKPOJIU3; 4acTOTa HEU3BECTHA
— moJocTpast KoxkHasi kpacHas Bosruanka (ITKKB).

Hapywenus co cmopousbt MuluieuHol, CKelemuol U cOeOUHUMeNbHOl MKAHU: HEYacTo —
nepesoM Oezpa, KOCTEeH 3amsCThsl U IO3BOHOYHMKA; PEIKO — apTpaIrus, MUAITHUS; OYEHb PEIKO
— MBIIIIEYHas c1adoCTh.

Hapywenus co cmopomsi nouek u Mouegbl800sauux nymeti. peIko — UHTEPCTULIMATILHBINA HeDpUT,
PUCK  pa3BUTHUS  OCTPOrO  TYOYJIOWHTEpCTULHMAIbHOrO  Heppura (C  BO3MONKHBIM
IIPOrPECCUPOBAHUEM JI0 TOYEYHON HENOCTAaTOUYHOCTH); YacTOTa HEU3BECTHA — IPEKTHJIbHAsS
TUCHYHKITHS.

Hapywenus co cmoponst penpo0yKmueHot cucmemvl U MOJOUHBIX Jicelle3. OYeHb PEIKO —
TUHEKOMACTHS.

Obwue Hapywienusi U peakyuu 6 mecme 66e0eHUs. HEYacTo — TMepudepuyecKue OTEKH,
HEZIOMOTaHue; PEIKO — YCUJIEHHE TOTOOTAETICHHUS.

CooOmranoch 0 ciydasgx o0O0pa30BaHUS JKEJNE3UCTHIX TOJHUIIOB B IJKEIYAKE Yy MAIMEHTOB,
MPUHUMAIOIINX JIEKAPCTBEHHbBIE MPENApPaThl, MOHMKAIOIINE CEKPELIUIO XKEJE3 KETYKA, B TCUEHUE
JUIUTEILHOTO MPOMEXYTKa BpeMeHHU. [lonunsl 100pokadecTBEHHbIE, TPOXOJAAT CAaMOCTOSATEIbHO

Ha (hOHE TPOJIOJLKEHUS TePaIUU.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmarh 0 TOA03PEBAEMBIX HEXKENATENbHBIX PEAKIUsAX IOCIIe PEeTUCTpaIlluu
JIEKapCTBEHHOTO TIpernapara ¢ 1eJbi0 00eCTIeUeHHs] HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«OJIb3a — PHUCK» JICKAPCTBEHHOTO Tpemnapara. MeauIuHCKUM pabOTHHUKAM PEKOMEHIYETCS
co00IaTh O JIIOOBIX MOI03PEBACMBIX HEXKENATENbHBIX PEaKIUAX JIEKapCTBEHHOTO Ipernapara
Yyepe3 HallMOHABHBIE CUCTEMBI COOOIICHUS O HEKEIATeNbHBIX PEAKIIHIX TOCYIapCTB — YICHOB
EBpazniickoro 3K0HOMHUYECKOT0 CO03a.

Poccuiickas @enepanus

®denepanbHas cryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012, r. Mocksa, CraBstHCKas IJI0IIa1b, 1. 4, cTpoeHue 1

Tenedon: 8 (800) 550-99-03
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DnekTpoHHas 1mouTa: pharm(@roszdravnadzor.gov.ru (NOCNEOOBATENEHOCTE 0002)

CaiiT B nH(OpPMAIIMOHHO-TEICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

PazoBeie mepopanbHble 10361 Tpenapata Omenpa3on n0 400 Mr He BBI3BIBAIM KaKHX-JTH0O
TsoKenbIX cumnromoB. [Ipu nmpuéme B3pocibiMu 560 Mr omemnpasojia OTMEYallach YMEpPEHHas
MHTOKCcUKanus. [Ipu yBenuueHMHM 103bl CKOPOCTHh 3JIMMHHALIMM IIpernapaTa HE H3MEHSJIAch
(KMHETHKa TIEPBOTO MOPSIKA), CIEIU(UISCKOE JICUCHHUE MTPU ITOM HE TPEOOBAIIOCH.

CHUMIITOMBI: TOJIOBOKPYXXEHHE, CIIyTAaHHOCTh CO3HaHUs, amaTus, TOJOBHAas O0Jib, OUiIaTalus
COCYZIOB, TaXUKap/us, TOIIHOTA, pPBOTA, METEOPU3M, AUapesl.

JleyeHne: CUMIITOMAaTHYECKOE JICYEHHUE, TIPU HEOOXOIUMOCTH ITPOMBIBAHUE KETYAKa, HA3HAYCHHE

AKTUBUPOBAHHOIO YTJISL.
5. DPAPMAKOJIOTHMYECKUE CBOMCTBA
5.1. ®apmakoauHaMuyecKne CBOiCTBA

dapmakoTepareBTHUECKasi TPYIa: CPEACTBA IS JICUCHHUsS] KUCIOTO3aBUCHMBIX 3a00JICBaHH;
NPOTUBOS3BEHHBIC CPEJCTBA M CPEACTBA JUIA JIEYCHHUS racTpod3odarcaqbHON pedIIroKCHOM
6one3uu (I'OPB); HrHOUTOPHI MPOTOHHOTO HACOCA.

Koo ATX: A02BCO1

Mexanusm neiicTBus

Owmenpa3zon sBisieTcst ¢1abbiM OcHOBaHUEM. KOHIIEHTpUpYeTCs B KUCIION cpelie CeKpeTOPHBIX
KaHaAJIbLIEB NMapHETANbHBIX KJIETOK CIU3UCTON 000JOUKH KENy/IKa, aKTUBUPYETCS U UHTUOUpYET
npoTOHHBIN Hacoc — pepmenT H+, K+ - AT®a3y. Biusaue omenpasona Ha MOCIEIHIOW CTaIUIO
nporiecca 00pa3oBaHUs COISIHON KHCIIOTHI B )KEITYAKE ABISAETCA J0303aBUCHMBIM U 00€CIIeYUBAET
BbICOKO?()(heKTHBHOE HMHTIHOMpOBaHHE Oa3albHOM M CTUMYJUPOBAaHHON CEKpELUH COJSHON
KHCJIOTHI HE3aBUCUMO OT CTUMYJIHMPYIOLIEro (hakTopa.

Hronpuna ruapoxIopu]l yCKOpSIET ONIOPOKHEHHE Kemyaka. tonpuna ruipoxaopu He BIUSET

Ha CBIBOPOTOYHBIE YPOBHU I'aCTPHHA.

dapmakoauaamuyeckue d3PHeKTol

Brusinue na cexpeyuto siceny0ouno2o coxa
OmMemnpazon TpU  ©KETHEBHOM TMEPOPAIBHOM TNPUMEHEHHH oOOecreunBaeT OBICTpOe U
3¢ (pexTHBHOE MHTMOMPOBAHNE JHEBHON U HOUHOM CEKPEITUHU COJITHON KUCIOTHI. MaKkCUMallbHBIN

ad ekt nocturaeTcs B TeUeHHE 4 AHEH JiedeHHs. Y MAIMEHTOB C S3BOW JBEHAAIATUIIEPCTHON
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kuku npenapat Omenpaszon 20 MT BbI3bIBAET VCTOP'IHHHEQEHM%EE&QEHB%% I&%&@Hoﬁ

KHUCIOTHOCTH He MeHee 4eM Ha 80%. IIpu 3ToM ocTUraeTcsi CHUKEHUE CpeHEN MaKCUMabHON
KOHLEHTPALUU COJISHOM KMCIIOTHI IIOC/IE CTUMYJIALIMU NeHTaracTpuHoM Ha 70% B TeueHue 24
YacoB.

V nanueHToB ¢ A3BOM JABEHAALATUIIEPCTHOM KUIIKK mpenapaT Omemnpaszon B o3¢ 20 Mr npu
€XXeJIHEBHOM I1€pOPAIbHOM IIPUMEHEHUH MO/IEP>)KUBAET BO BHYTPUIKEITYAOUYHON Cpe/ie 3HaUE€HHE
KHCJIOTHOCTH Ha ypoBHE pH >3, B cpeHem, B TeueHue 17 4acoB B CYyTKH.

HNurubupoBaHue CeKperuu COJSTHOM KUCIOThI 3aBUCHUT OT IUIOLIA/IM MO/ KPUBON KOHIIEHTpALUS -
Bpemsi (AUC) omemnpazona, a He OT KOHIEHTpAlMu Mpernapara B IUJIa3Me B JaHHBI MOMEHT

BPCMCHH.
eiicmeue na Helicobacter pylori

Owmenpazon obnagaer 6aktepunuaHsiM dbdexkrom Ha Helicobacter pylori in vitro. Dpagukanus
Helicobacter pylori mipu TPUMEHEHHH OMEINpa3ojia COBMECTHO C aHTHOAKTEPHAIbHBIMH
CPEIICTBAMHU COIMPOBOXKMACTCS OBICTPHIM yCTPAHECHHUEM CHMIITOMOB, BBICOKOW CTEIEHBIO
3KUBIICHUST JIE(PEKTOB CIU3UCTOW OOOJOYKU IKEITYJIOYHO-KUIICYHOTO TPaKTa WU JUITHTEIHHOU
peMHucCcHell SI3BEHHOW OOJIe3HH, YTO CHW)KACT BEPOSTHOCTh TAaKMX OCJIOKHCHHU, Kak

KPOBOTEUEHHsI, TaK ke dPPEKTUBHO, KaK U MOCTOSHHAS MOIIEPKUBAIOIIAs TePaITHs.
Lpyaue a¢hghexmul, ceazannvle ¢ uneubuposamnuem cekpeyuu CoaAHOU KUCI0mbl

VY nanueHToB, MPUHUMAIOIINX MTperapaThl, MOHWKAIOIINE CEKPEIIUIO KeJIe3 JKEeTyIKa, B TCUCHUES
JUTATEIBHOTO TPOMEXYTKa BPEMEHHM, dYalle OTMeYaeTcs OOpa30BaHUE JKENE3UCTHIX KHCT B
KEJTy/IKe; KUCThI JOOPOKAYeCTBEHHBIC M TPOXOAAT CaMOCTOSTEIBHO Ha (DOHE MPOIOIKECHUS
Tepanmuu. OTHU SBJICHUS OOYCJIOBJIEHBI (DU3MOJIOTHYCCKUMHU HW3MCHEHHSIMH B pe3yJbTaTe
UHTUOUPOBAHUS CEKPEIIUH COJISTHOM KUCIIOTBI.

CHWKEHHE CEKpELUU COJITHOM KHCIOTHI B XKEIYJKe O] IeHCTBUEM MHTHOUTOPOB NMPOTOHHOTO
Hacoca WK IPYTUX CHIKAIOUIMX KACIOTHOCTb XKETy/IKa CPEICTB IPUBOIHT K MOBBIIICHHUIO POCTA
HOPMAJIBbHOW MHKPOQIIOPHl KHUIIEYHHKA, YTO B CBOIO OYepelb, MOXET MPHBOAUTH K
HE3HAYMTEILHOMY YBEITMUCHHIO PUCKA PA3BUTHSI KUIICUHBIX MH(EKINIA, BHI3BAHHBIX OAKTECPUSMH
pona Salmonella spp. u Campylobacter spp., a y TOCOUTAIU3UPOBAHHBIX MAIMEHTOB, BEPOSTHO,
takxe Oaxtepueit Clostridium difficile.

Bo Bpems jeueHus mpenapaTaMu, TMOHIKAIOIIUMU CEKPELHIO JKele3 JKeMyaKa, KOHIEHTPAIUs
racTpuHa B CHIBOPOTKE KPOBH MOBBIIIACTCS. BClleICTBIE CHIKEHUS CEKPELIMHU COJITHON KHCITOThHI
nossllaeTcs KoHueHTpauus xpomorpanusa A (CgA). Ilosbienne koHneHTpanun CgA MoXeT
OKa3bIBaTh BJIMSHUEC HA pE3yJbTaThl OOCICIOBAHWI JUIS BBUIBICHHS HEHPOIHIOKPHHHBIX

omyxouiei (cMm. paznen 4.4). Jlyis mpenoTBpalieHus: JaHHOTO BIUSHUS TEPAIMI0 WHTHOUTOpaMU
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IPOTOHHOIO HACOCa HEOOXOMUMO IPUOCTAHOBUTS, Kaﬂ:mﬁﬁﬁl\%:%a:-EEM'hﬂoTﬁpgs'eEéHnﬂ

uccienoBanust KoHueHtpauuun CgA. Ecnu 3a 310 Bpemsi koHueHTpauun CgA W racTpuHa He
BEPHYJIMCh K HOPMaJIbHOMY 3HaYEHUIO, UCCIIEJIOBAHUE CIEAYET IOBTOPUTH uepe3 14 nHell mocie
IpeKpalleHus prueMa oOMenpasona.

V nereil 1 B3pOCIbIX MALMEHTOB, JJTUTEIBHO IPUHUMABIINX OMENPa30Jl, 0TMEYAJIOCh YBEJINYECHUE
KOJINYECTBA JHTEPOXpoMapPUHOMOTOOHBIX KIETOK, BEPOSTHO, CBA3aHHOE C YBEIMYECHHEM
KOHLIEHTPAllUU TacTpUHA B ChIBOPOTKE KpoBU. KIIMHMUECKON 3HAUMMOCTU JAHHOE SIBJIEHUE HE

HUMCCT.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

AOGcopouus

Omenpazon abcopbupyercs B TOHKOH KHIIKE, OOBIYHO B TeueHUe 3-6 4acoB. brogocTymHOCTh
nocie mpueMa BHYTPh cocTaBisier npubauzurenbHo 60%. Ilpuém numm He BaMsIeT Ha

6I/IOI[OCTy1'IHOCTL oMCIIpasoJia.

Pacnopenenenne

IToka3zarens cBA3bIBaHUS OMeEMNpasoja ¢ OelKkaMH IUIa3Mbl COCTaBIIIET OKono 95%, oObem

pacnpenenenus cocraiusieT 0,3 J/kr.

BI/IOTDaHCd)ODMaHI/IH

Owmernpa3on MOTHOCTHIO MeTa0oIM3upyercs: B nedyeHn. OCHOBHBIE (PEPMEHTHI, Y4acTBYIOIINE B
nporecce metabonuzma, CYP2C19 u CYP3A4. OOGpasyromuecs MeTaOOIUTHI - CYJIb(OH,
Cynb(hUI M TUAPOKCHU-OMETIPA30Jl HEe OKA3bIBAIOT 3HAYUTEILHOTO BIUSHUS HA CEKPELUIO COSTHON
KHUCTIOTHI.

OO6mmit mmasmeHHblt kimupeHc cocrabiusger 0,3-0,6 si/muH. bBuomoctymHocTh omemnpasolia
yYBEJIMYUBAETCS MpUOIU3NUTENbHO Ha 50% Mpu MOBTOPHOM NpUEME MO CPAaBHEHUIO C MPHUEMOM

Pa30BOi1 103BI.

OIMMUHALUA

[Tepuox nomyssiBeneHus coctapiusieT okoio 40 MmunyT (30-90 Munyt). Okoso 80% BeIBOIUTCS B

BUJC MeTa00IUTOB IIO4YKaMu, a oCTaJibHasA 4aCTh - KHIICYHUKOM.

Oco0bIe I'pynnbl DaMCHTOB

He orMedeHO 3HAUUTENHHBIX H3MEHEHUH OMOJOCTYITHOCTH OMEMNpPa3oja y MOXKHIbIX MaIllHeHTOB
WM y TIAIIUCHTOB C HapylIeHHOW (YHKIHMEH MoYeK. Y TAIMeHTOB C HApyIICHHOW (QyHKIMEH
MEeYEHU OTMEUAETCs YBEIWYCHHE OMOIOCTYIMHOCTH OMETMpa3ojia U 3HAYUTEIHHOE YMEHBIIEHUE

IMJIa3SMCHHOT'O KJIMPCHCA.

6. PAPMAIIEBTUYECKHE CBOMCTBA
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(NMOCNEOOBATENEHOCTE 0002)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

KabIus KapOoHar,

JIAKTO3bI MOHOTHJIpAT,

MaHHUTOII,

HaTpus ruapodocdat (muHatpus ruapodocdar 6€3BOIHBIN),
HaATpUS Jaypuicyabdar,

caxaposa.

Cocmas obonouku:

TUIPOMEII03a (THAPOKCUIIPONIIIMETHIILEIUIION03a),
TdTHI(TANAT,

HATPUS THAPOKCHI,

METAaKPHUIIOBOM KUCIIOTHI ATUIIaKpuiiaTa conojumep [1:1],
noBu10H K-30 (OJMBHHUIITUPPOIIUIOH),
nosmcop6ar-80 (TBuH-80),

MPOITUJICHTITHKOITb,

CIUPT LETHIIOBBIA,

TaJbK,

TUTaHA JIMOKCHUI.

Cocmas kancynvsl meepoou sxienamurogou Ne2:
Kopnyc:

JKEJIaTuH,

TUTaHA JIUOKCHU]I;

KpbluleyKa:

JKEJIaTuH,

KpacuTellb OpUIUIMAHTOBBINA YEPHBIH,

KpacHUTENb MaTEeHTOBBIN CUHUM,

KPAaCUTENb XUHOJIMHOBBIN KEITHIM,

TUTaHA TUOKCHU/I.
6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )
3 rona.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHECHUHU
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Xpanuth npu Temmeparype e Boite 25 °C. (MOCNEACBATENBHOCTE 0002)

6.5. XapakrTep u cofep:kaHue NePBUYHOH YNIAKOBKH

ITo 10 unum 15 karncys B KOHTYpHYIO SUEHKOBYIO YIAKOBKY U3 IJIEHKU MMOJIMBUHWIXJIOPUIHOW U
(b oY aTIOMHUHHEBOM IMEYaTHOM JIAKUPOBAHHOM.

ITo 1, 2, 3 KOHTYpHBIX SYEMKOBBIX ymakoBku 1o 10 kamcyn unau mo 1. 2, 3, 4 KOHTYpHBIX
AYEHKOBBIX YIAKOBKHM 110 15 Karicys1 BMECTE ¢ MHCTPYKIIMEH 110 IPUMEHEHUIO [TIOMEIAOT B aUKy

U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHHUUYTOKEHHHM HMCIHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEHUs

JIEKAPCTBEHHOI'0 Mpenapara Ui padoTbl ¢ HUM
Het oco06p1x TpeGoBanuii.
7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanus

3A0 «Kanondapma mpogaxiis»

141100, MockoBckast 0011., r.0. [I[&nkoBo, T. LI[énkoBo, yiu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54.

OnexTpoHHas noyra: safety@canonpharma.ru

7.1. IlpeacraBuTe/Ib AepKaTe/Ns PErUCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpeduTENEer HAIPABIATE 10 aAPECY:

Poccuiickas ®enepanus

3A0 «KaHoHpapma MpoAaKIIH»

141100, MockoBckas 00u1., T.0. lIlénkoBo, r. [lé€nkoBo, yi. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54.

8 (800) 700-59-99 (GecrumatHas ropsyas JuHUS 24 yaca)

DnekTpoHHas nouta: safety(@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S

9. JATA NEPBUYHON PETMCTPAIIMMA (IIOATBEPXJIEHUSA PETMCTPAIIMMN,
INEPEPETUCTPALINN)

JlaTa nmepBoii peructpanuu:
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10. TATA IEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0002)

OO01mas xapakTepruCcTUKa JIEKapCTBEHHOTO npemnapara OMernpa3olt 10cTymHa Ha HH()OPMAIMOHHOM
noprtajie EBpa3suiickoro 3KOHOMHYECKOTO CO03a B MH(POPMAIMOHHO-KOMMYHHKAIIMOHHON CETH

«urepner» http://eec.eacunion.org/.
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