COOTBETCTBYET QRCHEFTHOMY QOTYETY
WHCTPYKLA ot 02.07.2025 N2 16413

110 MEAULUHCKOMY IPUMEHEHHIO JIeKaDCTBEHITOT0 Hperapara- - | = 0002)

Iapuer® (Pariet®)

PeruncrpauuoHHblii HOMep:
Toprosoe Ha3BaHmue: HapHeT®

Memyﬂapomloe HECNMATCHTOBAHHOC HA3BAHUC: pa6enpa30n

JlekapcTBeHnHasi popma: TabneTKU KUIIEUHOPACTBOPUMBIE, TOKPHITHIE 000IOUKOM.

CocraB

Heticmsyrowee eewecmgo: pabenpazon Harpus, 20 Mr, 4TO B Iepecuere COOTBeTCTByeT 18,85 mr
pabenpasoia.

Bcnomocamenvnvie  sewecmsea: manaut (Manauton) - 40,0 wmr, Mmaraus okcua - 63,0 wr,
TUAPOKCUIIPONUIIIIEIUIION03a ciado3aMenieHnas (Tumnponosa) - 19,5 Mr, ruapoKCUIpONUIIEUIII03a
(rumposiosa) - 3,0 mr, Maruus creapat - 1,5 mr, sTuiiesonos3a - 1,0 mr, runpomeriossl granar - 12,0 mr,
JUAIeTUIIMPOBAHHBIA MOHOTIIHIIEpHT - 1,2 MT, Tanbk - 1,13 mr, Tutana quokeun (E171) - 0,6 mr, kpacuTenb
xenesza okcup xenteiit (E172) - 0,07 mr, Bock kapHayOckuit - 0,002 mr, yepHuia nuiieBble KpacHbie Al
(wennak Oemnblid, Kpacutenab kene3a okcupa KpacHeld (E172), Bock kapHayOCKui, CIOXHBIA 3Qup

TJIMIIEPUHOBON KHUCIIOTBI, TAHOJI JETHIPATUPOBAHHBIN, 1-OyTaHo).

Onucanue

CBeTso-xeNThle IBOSKOBBIIYKJIbIE TAOIETKH OKPYTJIOH (hOPMBI, TOKPHIThIE 000JI0YKOM, Ha OHON CTOPOHE
MapKHUpOBKa KpacHBIMHU YepHUIaMU «€243». LIBeT TabMeTKH Ha MOMEpPEeYyHOM cpe3e OT Oesoro 10 MOYTH

OeJIoro 1BeTa.

dapmakoTepaneBTHYecKas TPynna: CpeAcTBa JJis JIEUEHUS KHCIOTO3aBUCHUMBIX 3a00JIeBaHU;
MPOTHUBOSI3BEHHBIC CPEACTBA W CPEACTBA I JIeUeHUs racTpodsodareanbHoil pedumrokCHOW 00JIe3HU
(I'OPB); UHTUOUTOPBI IPOTOHHOT'O HAacoca.

Kon ATX: A02BC04



COOTBETCTBYET QRCHEFTHOMY QOTYETY
DapMaKoJIOrHYecKue CBOMCTBA ot 02.07 2025 N2 16413
(NOCNEOOBATENEHOCTE 0002)

dapmakoagrHaMHUKa

Mexanusm oevicmeus

Pa0ernpa3on HaTpusi OTHOCHTCS K KIACCy aHTHCEKPETOPHBIX BEUIECTB, MPOM3BOIHBIX OCH3UMHIA30JIa.
PaGenpa3os HATpHs MOAABJIAET CEKPELUIO XKENYJAOYHOTO COKA MYTEM CHENU(PUUIECKOr0 MHIMOUPOBAHKSA
H/K® AT®assl Ha CEKpETOPHOW MOBEPXHOCTH MNapHETAIbHBIX KIETOK kenyaka. H'/K™ ATdasa
IPEACTABISAET COOOU OENKOBBIM KOMIUIEKC, KOTOPBIA (YHKIMOHHPYET KaK NPOTOHHAS IOMIIA, TaKHM
00pa3oM, pabenpasosn HaTpus SIBJIAETCS MHTHOMTOPOM MPOTOHHOM IMOMITBI B JKEIYAKE U OIOKHUPYET
(UHAIBHYIO CTAIHMIO0 MPOAYKIMU KUCIOTHL. J[aHHBIH d(GEKT SBISETCS 10303aBHCHMMBIM M HPHBOIUT K
OJABJICHUIO KaK 0a3aJbHON, TaK M CTUMYJMPYEMOU CEKPELMU KUCIOTHI HE3aBHCHMO OT Pa3IpaKHTeEIIs.
PaGenpason HaTpust He 00Ja1aeT AHTUXOJIMHEPTUYECKMMHU CBOMCTBAMM.

Anmucexpemoproe oeticmeaue

[Tocne mepopanbHoro mpuema 20 Mr pabemnpas3osna HaTpUsi aHTUCEKPETOpHbIN 3¢ (dekT pa3BUBaeTCs B
TeueHue yaca. IHruOupoBanue 0azaJibHOM M CTUMYJIMPYEMOM CEKpelnH KHUCIOThI depe3 23 daca mocie
npuemMa nepBoi J03bl padenpaszosna HaTpus cocTaBisieT 69 % u 82 % cOOTBETCTBEHHO, U MTPOJOJIKAETCA 110
48 wuyacoB. Takas NPOAOIKUTENBHOCTh (PAPMAKOJMHAMUYECKOTO JEHCTBUS HAMHOTO IPEBBIIIACT
npecKazyeMoe 1o Mepuoay MOdyBbIBeIeHHs (MpUMepHO oauH 4vac). JlaHHbIH 3¢ (deKkT MoxeT ObITh
OOBSICHEH TPOJIOJKUTENLHBIM CBA3BIBAHUEM JIEKapCcTBEHHOTO BetecTBa ¢ H'/K™ AT®a30ii mapreTanbHbIX
KJIETOK >Kenyaka. BennumHa umHruOupyromero aeicTBus palempas3ojia HAaTpUs Ha CEKPELMIO KHCIOTbHI
JIOCTHUTaeT IJIaTo Mociie Tpex AHel mpuema padenpasona Hatpus. [Ipu nmpekpaiieHun npruemMa ceKpeTopHast
AKTUBHOCTb BOCCTAaHABJIMBACTCA B TEUEHUE |-2 THEN.

Brusnue na yposenb cacmpura 8 cbleOpomKe

B xose kimHMYeCKUX uccienoBanuii manueHTsl npuauManu 10 wim 20 Mr pabenpaszosia HaTPUs €KETHEBHO
PU MPOJOHKUTETHLHOCTH JIedeHUs 710 43 Mecs1ieB. Y pOBEHb TaCTPUHA B CBIBOPOTKE OBLIT MOBBIIIIEH MEPBbIC
2-8 Henenb, 4TO OTpaXkaeT MHTHOWpYIOlee NEHCTBUE Ha CEKpeluuto KUcIoThl. KoHIeHTpalus ractpuHa
BO3BpAIlajach K HCXOJHOMY YPOBHIO OOBIUHO B T€UCHHE -2 HEIEINb MOCe MPeKpalieHus JICUCHHUS.

Bausnue na snmepoxpomaddurnonodobuvie kiemxu

[Ipu uccnenoBanuu o0pa3loB OMONCHM >KENTy/IKa YelloBeKa M3 00JacTH aHTPalIbHOTO (HMXKHEro) OoThelna
KenmyJlka U JiHa skenyaka Oonee yem 500 manueHTOB, MOMYyYaBIIMX padenpa3ofl HATPHs WM IMpernapar
CpaBHEHHMsI B TEYCHHWE &8 HeAeNb, YCTOHYMBBIE M3MEHEHUS MOP(OIOTHYECKOH CTPYKTYpPHI
SHTEPOXPOMAPPUHONOAOOHBIX KIETOK, CTENEHH BBIPAXEHHOCTU TacTpUTa, YaCTOThI aTpO(UUECKOro
racTpura, KUIIEYHOW MeTaljia3uu WM pacrpocTpaHeHust uHdexkuun Helicobacter pylori ne Obun

00OHapy’KEHBI.



COOTBETCTBYET QKCNEPTHOMY QOTHETY
B uccnenoBanuu ¢ yuactuem 6osnee 400 manueHToB, WOIy4aBIINX padenpazosr garpustiEl 0 pt/iens wim 20

MTI/JI€Hb) TMPOIOJKUTEIBHOCTBIO 10 1 roja, yactora mnepnnééﬁﬁ (GLia -t 5ioi &)M&'H'I![Mlolﬁ ¢ 44k dBoit

st omenpasona (20 mr/kr). He O6bu1 3aperucTpiupoBaH HU OJUH Cly4ail aJleHOMaTO3HBIX U3MEHEHUH WIIH
KapIUHOUTHBIX OITyXO0Jiel, HaOII0JaBIINXCS Y KPBIC.

Jlpvaue 2¢hchexmul

Cuctemublie 3¢ ¢exTsl padenpa3onia HATPUS B OTHOIICHUH LIEHTPAIbHON HEPBHOM CHCTEMBI, CEPACYHO-
COCYIIMCTOM WM JAbIXaTeIbHOW CHUCTEM B HACTOSIIMKA MOMEHT HE OOHAapyXeHbI. BBIIO MOKa3aHo, YTO
pabenpazoi HATpHs IIPU NepopaibHOM IipueMe B 103e 20 Mr B TeueHHE 2 HeJlelIb He OKa3blBaeT BIMUAHUS Ha
(YHKLHIO IIMTOBUIHOW >KeJe3bl, YIJIEBOJIHbIH OOMEH, YpOBEHb NapaTUPEOUIHOIO TOPMOHA B KPOBH, a
TaKkkK€ Ha  YpPOBEHb  KOPTU30JIa,  OCTPOr€HOB,  TECTOCTEPOHA,  IPOJAKTUHA,  IJIIOKaroHa,
dommmkynoctumynupyomero ropmona (®CI), morennusupyromero rtopmona (JII), peHuHa,
aJIbIOCTEPOHA U COMATOTPOITHOIO TOPMOHA.

DdapMaKOKMHETHKA

Abcopbyus

PabGemnpazon OpicTpo abcopOMpyeTCs U3 KUIIEYHHUKA, H €r0 MMKOBBIE KOHIIEHTPAINH B TJIa3Me JIOCTUTAIOTCS
npuMepHo uepes 3,5 4 mocine npuema 1036l B 20 Mr. M3MeHeHrne MUKOBbIX KOHIEHTpaui B T1a3Me (Cmax)
Y 3HaYEHUH TUIOIIA U MO KpUBOH «KoHIeHTpalus-BpeMs» (AUC) pabenpa3zona HOCIT IMHEHHBIN XapakTep
B nuamnasoHe 103 oT 10 1o 40 mr. AGcontoTHast GMOJOCTYTHOCTh MOCIe nepopaibHoro npuema 20 mr (1o
CpPaBHEHHUIO C BHYTPHBEHHBIM BBEJICHHEM) COCTaBisAeT okojo 52 %. Kpome Toro, 6MOJ0CTYNMHOCTh HE
U3MEHSeTCs TP MHOTOKPAaTHOM ITpHeMe padernpa3zoia. Y 310pOBBIX J00POBOJIBLIEB EPUO/T TOTYBBIBEICHUS
U3 IJ1a3Mbl COCTaBiseT okojio 1 4 (Bapeupys ot 0,7 mo 1,5 4), a cymmapHBIid KIMpeHC cocTaBiser 3,8
MJI/MUH/KT. Y TIAIIMEHTOB C XpOoHHUYECKUM 3a0osieBanueM neuenn AUC yBenrdeHa BIBOE 1O CPAaBHEHHIO CO
3I0pPOBBIMH JIOOPOBOJIBIIAMH, YTO OTPAXKAET CHI)KEHHE MeTa0OJM3Ma IMEepPBOTO MPOXOXKIAEHUS, a MEPUoO.
NOJYBBbIBE/IEHHUS M3 IUIa3Mbl yBenudeH B 2-3 pa3a. Hu Bpems mpuema mpenapaTta B T€UEHHE CYTOK, HH
aHTalUuAbl HE BIMAIOT Ha aOcopOuuio pabenpaszona. Ilpuem mpemapara ¢ XKMpHOW NHUIIEH 3amenssier
abcopOuuto pabenpaszona Ha 4 uyaca u Oonee, ogHAKO HU Cmax, HU creneHb abcopouuu (AUC) ne
MU3MEHSIOTCSI.

Pacnpeoenenue

V uenoBeka cTeneHb CBA3BIBAHUS padenpasona ¢ OelKaMu I1a3Mbl COCTaBIsIeT 0koJo 97 %.

Memabonusm u evigedenue

Y 300poewix arodeii

[Tocne mnpuema OIHOKpaTHOH mepopanbHoit 10361 20 Mr '4C-meueHnoro paGempasona HaTpus
HEU3MEHEHHOTr0 MpernapaTa B Mode HaiineHo He Obuto. Oxono 90 % pabempaszonia BBIBOAUTCS C MOYOM

TJIaBHBIM 00pa30M B BHJI€ JBYX METAOOJHMTOB: KOHBIOTaTa MEPKaNTypoBO# KUCIOTH (M5) u kapOoHOBOI



COOTBETCTBYET SKCNEPTHOMY OTYETY
kucnotel (M6), a Takke B ¢opMe IBYX HEH3BECTHBIX MeFa00AWTOR; () BbIABICHHAIX B XoIe

TOKCUKOJIOTMUECKOT0 aHanu3a. OcTaBiascs 4acTb PUHATOTO ﬂdGéhﬂé&dﬁaﬁf}ﬂﬁﬁl BEBGAbrTcR ickiom.

CymMmmapHoe BbIBeneHHE cocTaBiisieT 99,8 %. OTu naHHBIC CBHIIETEILCTBYIOT O HEOOJBIIIOM BBIBEJICHUU
MeTaboIMTOB pabemnpa3ona HaTpus C Kemubio. OCHOBHBIM MeTabonuToM siBisieTcss Tuodgup (MI).
ENMHCTBEHHBIM aKTHBHBIM META0OJIMTOM SIBIICTCS JCCMETUIbHBI MeTabomutr (M3), omHako OH
HaOIOTAICST B HU3KOW KOHIIEHTPAIIMU TOJIBKO y OJHOTO YYaCTHUKA HMCCIeNoBaHUs mocie npuema 80 mr
pabenpazona.

Tepmunanvras CMAOUA NOYEYHOU HeOOCMAMOYHOCHU

VY manueHToB co CTaOMIIbHOM MOYEUHON HEIOCTATOYHOCTHIO B TEPMUHAIILHOM CTaIH, KOTOPBIM HEOOXO UM
TOJIEPKUBAIONINN TeMoauanu3 (KIMpeHc KpeaTuHumHa <5 Mmiu/mun/1,73 Mm?), BeiBenenue pabempasona
HATPHUS CXOXKE C TAKOBBIM Y 3710pOBBIX J0OPOBOIIBIEB. AUC B Cmax Y 3TUX MAallMEHTOB OBUTA MIPUMEPHO HA
35 % Huxe, yeM y 30pOBBIX JOOPOBOJIBIEB. B cpenHemM nepuos moiayBhIBEACHHs pabenpasoia COCTaBIIsLII
0,82 4 y 3m0poBbIX 100poBOIBLEB, 0,95 U y maleHTOB BO BpeMsi reMoinaiu3a u 3,6 4 mocjie reMoauanmsa.
Knupenc mnpemapara y mnanudeHTOB C 3a00JE€BaHUSIMH TIOYEK, HYXKIAIOIMMXCA B TEMOJUaIn3e, ObLI
npUOIM3UTEIIBHO B JIBa pa3a BBIIIE, YEM Y 3I0POBBIX JOOPOBOJIBIICB.

XDOHMHQCKMIZ KOMneHCMDOGClHHbll:Z uuppos

VY manueHToB C XpPOHUYECKMM KOMIICHCHPOBAaHHBIM LIUPPO30OM II€UeHM HabIrojanach IMpueMieMas
NEPEHOCUMOCTh Tepanuu padernpaszonom Hatpus B 1o3e 20 mr 1 pa3 B geHb, xots y Hux AUC Obuta B 2 pasza
BhIIIIE, @ Cmax YBeTTMYeHa Ha 50 % 10 CpaBHEHUIO CO 3/T0POBBIMHU JI0OPOBOJIBIIAMU COOTBETCTBYIOIIETO TTOJIA.

Tlooicunvie nayuernivl

VYV DNoXWIBIX MalMEeHTOB JJIMMHUHaLUs palemnpa3ojia Heckoibko 3amesuieHa. [locme 7 nHel mpuema
pabemnpa3zosna 1o 20 mr B cyTku y nmoxuibix Juil AUC Obuta mpuMepHo BABOE 00JibIie, a Cmax TOBBIIIEHA HA
60 % 1o CpaBHEHMIO C MOJIOJBIMH 3J0pPOBBIMU J100poBOJbIaMH. OHAaKO, MPHU3HAKOB KyMYJISLUU
pabenpazosia He OTMEYAJIOCh.

CYP2C19 noaumopdusm

VY nanuenTtoB ¢ 3ameqeHHbIM MeTaboauzmoM CYP2C19 nocne 7 queit mpuema padernpasona B 1o3e 20 mr
B cyTkn AUC yBennuuBaercs B 1,9 pasa, a nepro1 nosryBeiBeieHUsT — B 1,6 pa3a o CpaBHEHUIO C TEMU KE

napamMeTpamu y «ObICTpBIX MeTabO0IUu3aTOPOBY», B TO BpeMs Kak Cmax yBenuuuBaetcs Ha 40 %.

IToka3zanus K NPUMEHEHHIO
e SI3BeHHas OONE3HB KelyaKa B CTaAMKU 00OCTPEHUS U s13Ba AHACTOMO3a.
e SI3BeHHas 00Jie3Hb JBEHAALIATUIIEPCTHON KUIIKU B CTaJUU 00OCTPEHHUSI.
e Dpo3MBHAA U sI3BEHHAs ractpos3odareanbHas pediiiokcHas 60s1e3Hb WK pedIIroKc-330(arur.

o TlonaepkuBaromias Tepanus racTpo3zodareanbHol pedIoKcHOl 60Ie3HHU.



CO0TBETCTBYET SKCNEPTHOMY OTYETY
e HesposuBHas ractpos3odareaibHast pe(bJHOKCHaﬂ 60H€3HL T (02.07.2025 N2 16413

(o IBATENEHOCTE Q002
e CunapoM 3oimmuHrepa-IUIICOHA M JPyTHUe | COCTOSHMS, xapar(l'}ep H3YIONINECH TTATOROTNECKOT

TUIIEPCEKPELHEH.
e B xoMOMHAIIMU C COOTBETCTBYIOIIEH aHTUOAKTEpHUAIbLHON Tepanueit 1uist sapagukanuu Helicobacter

pylori y naliueHToB ¢ 3BEHHOH 00JIE3HBIO.

IIpoTuBONOKa3aHUA
e ['unepyyBCTBUTENHHOCTD K pabenpa3oiy, 3aMeIIeHHbIM O€H3UMHUIa30J1aM WIIA K BCIOMOTaTeIbHbIM
KOMITIOHEHTaM Ipenapara.
e bepemeHHOCTD.
e [lepuon nakranuu.

e Jlerckuii Bo3pact g0 12 mer.

C 0CTOPOKHOCTHIO
e Jlerckuii BO3pacT.

e [loyeyHas HEZOCTATOYHOCTH TSXKEJIOM CTEIIEHH.

IIpumeHeHnne npu 6epeMEeHHOCTH U JTAKTAIUA

JlanHbBIX 10 O6€30MacHOCTH MPUMEHEHHUs pabernpa3oiia BO BpeMsi 0epeMEHHOCTH HET.

HccnenoBanust BIUSHUS Ha PENPOAYKTUBHYIO (DYHKIIMIO y KPBIC U KPOJHMKOB HE BBISBUJIM TPU3HAKOB
HapyueHus GepTIILHOCTH WK Ie(hEeKTOB Pa3BUTHSI TUI0/1a, 00YCIIOBIIEHHBIX pa0erpa3oaoM; OJTHAKO Y KPbIC
B HEOONBUIMX KOJMYECTBAX IIPENapaT MPOHHMKAET Yepe3 IUIaleHTapHbii Oapwep. Ilapumer® me ciemyer
MPUMEHSTH PU OEPEMEHHOCTH 32 UCKITIOYEHHEM CITy4aeB, KOT/Ia OKUAAEMbIH MOJI0KUTETbHBIN (D PEKT s
MaTepH MPEBOCXOJAUT BO3MOXKHBIN Bpe s MJI0/1a.

HeussectHo, Bbigenserca nau pabenpazon ¢ rpyJHbIM MoJIOKOM. COOTBETCTBYIOIIHME HCCIEIOBaHUS Y
KOPMSIIITUX KEHITUH HE MPOBOJIUIUCH. BMecTe ¢ TeM paberpa3zon oOHapy»eH B MOJIOKE JIAKTHUPYIOIIHUX

KPBIC, 1 TIOOTOMY HapI/ICT® HCJIb3s Ha3HAYaTb KOPMAIIUM KCHIIUHAM.

Cnoco6 npuMeHeHus U 103b1
Ta6netku npenapara [Tapuer® Henb3s pa3KeBbIBATh WM U3MENbUaTh. TabIeTKH CIeIyeT II0TaTh IETUKOM.

YCTaHOBHCHO, 9TO HU BPEMA CYTOK, HU IMIPUECM NMHUIIU HE BJIUAKOT Ha aKTUBHOCTD pa6enpa3ona HaTpus.

IIpu a3eennou Oone3nu dcenyoKa 8 cmaouu 000Ccmpenus U A36e aHacmomo3a PpeKOMEHIyeTcs IPUHUMATh
BHYTpb 10 20 Mr ouH pa3 B JeHb. OOBIYHO M3JIEYEHHE HACTyMHaeT mocjie 6 Heaelb TepamuH, OJHAKO B

HEKOTOPLIX CIy4dasaX AJIUTCIBHOCTD JICHCHUA MOXET OBITE YBECIIUMYCHA €IIC Ha 6 HEACIb.



COOTBETCTBYET 3KCNEPTHOMY OTYETY
IIpu s36enHou 6one3nu 06eHadyamunepcmHuol KUWKY 6 cmaouu 0boempehiis PeROMEHITYents IpUHUMATD

BHYTph 10 20 Mr oauH pa3 B JeHb. JINTETBbHOCTH Nedenust Iéot"ra!ﬂh;{érgfﬁﬁnuul II'{e'hi:!rIL" ':ﬁ:"%ﬁ:ﬂ/qae

HCO6XOI[I/IMOCTI/I JIIUTCIIBHOCTD JICYCHUSA MOXKET OBITh YBCIWYCHA €IIC Ha 4 HEACIIN.

[pu nevenuu s3posusrou 2acmpodszodazeanvroll pedroxcrou boresnu (I'IPB) unu pedarokc-3zodhazume

pEeKOMEHAyeTCs IPUHUMATh BHYTpPb 110 20 MI OZJMH pa3 B 1€Hb. JJIUTENBHOCTD JIEUEHUSI COCTABISIET OT 4 10

8 Henelnb. B cjIydac HCO6XOIII/IMOCTI/I JJIIUTCIIBHOCTD JICUHCHUA MOXKCET OBITh YBCJIMYCHA CUIC HA 8 HEACID.

Ilpu nooddepoicusaroueti mepanuu_eacmpolzopazeanvhou pegaroxcnou oonesuu (I'IPBE) peKOMeHIyeTcs
NPUHUMATH BHYTPb 110 20 MT OJIMH pa3 B ieHb. [UIMTENIbHOCTD JICYCHUST 3aBUCUT OT COCTOSIHUS TAIIUCHTA.

Ilpu HesposusHoti eacmposdzoghaceanvhoii pepoxcrou oonesuu (HIPH) be3 330¢acuma peKOMEHIYyETCs

IPUHUMATH BHYTpb 110 20 MI' OJIUH pa3 B J€Hb.

Ecnn mocne yerbipex HeNedb JEUYEHUS CUMITOMBI HE MCUE€3a0T, CIEAYET MPOBECTH OMOJIHUTEIbHOE
UCCIIeIOBaHHE MallUEHTAa.

[locne xynmupoBaHUS CUMITOMOB JUIsl MPEAYNPEXKICHHS HX IMOCIEIYIOIIEro BO3HUKHOBEHHUS CIEIYyEeT
NPUHUMATH TIPEnapaT BHYTPb OJUH pa3 B IeHb 110 TPEOOBAHUIO.

s newenus CMHODOMCZ 3OJZJZMH2€DCZ-9]lZ/lCOHCl u ODVZHX COCMOSHUU, XAPAKMEPU3VIOUUXCSL Nnamoi02U4ecKoll

eunepcekpeyuel, 103y TOAOUPAIOT UHAMBHIyanbHO. HauanpHas no3a — 60 mMr B JeHb, 3aTeM 03y

MOBBIIIAIOT M Ha3HAYAIOT mpenapar B 1o3e 10 100 Mr B AeHb NpU OJAHOKPATHOM mpreme uinu mo 60 mr asa
pasa B JieHb. J{J1s HEKOTOPBIX MAIMEHTOB APOOHOE TI03MPOBAHUE MperapaTa sBISETCS MPEANOUYTUTEIbHBIM.
Jleyenne AOMKHO MPOJOIKATHCSA MO Mepe KIMHUYECKOW HEOOXOIUMOCTH. Y HEKOTOPBIX OOJBHBIX C
CUHAPOMOM 30JUTHHTepa-IIUCOHA JITUTENBHOCTD JIeUeHUs pabernpa3oyioM COCTaBIsiia 10 OJTHOTO To/ia.

Hna spaduxayuu Helicobacter pylori pekoMeHayeTcs NpUHUMAaTh BHYTph Mo 20 mr 2 pas3a B JieHb 110

OTIPENIETICHHON CXeMe C COOTBETCTBYIOUIEH KOMOHWHAIMe aHTHOMOTUKOB. JIJIMTETBHOCTH JICUCHUS
COCTaBJIAET 7 THEH.

HauueHmbl C NOYEeYHOU U NeYeHOYHOU He00Cmamo4yHOCHbIO

Koppexkiuu 10361 manueHTaM ¢ mo4evyHoi HeA0CTaTOUHOCThIO He TpedyeTcs.

VY nanueHToB ¢ Ne4YeHOYHOW HEeJ0CTaTOYHOCTHIO JIETKOW U CpeHEN CTEeNeHN KOHLIEHTpalus padernpasona B
KpPOBH OOBIYHO BBIIIIE, YEM Yy 37I0POBBIX MAIlMEHTOB.

[pu HazHayenuu npenapata [apuer® manueHTaM ¢ MeYeHOYHON HEIOCTATOYHOCTHIO TSKENOH CTEerneHH
ciiefyeT co0Ir01aTh OCTOPOKHOCTD.

Hooicunvie nayuenmol

Koppekunn no3s1 He Tpedyercs.
emu
BbezonacHocts 1 3¢ hexTuBHOCTE pabenpazona HaTpus 20 Mr Uil KpaTKOCPOUYHOTO (10 8 HE/eNb) JeUeHHs

I'OPB y nereit B Bo3pacte 12 neT u Gojiee MOATBEPKIEHA HKCTPANONSIINEH pe3yiabTaToB aJeKBATHBIX U



COOTBETCTBYET QKCNEPTHOMY QOTHETY
XOpOIIO KOHTPOJIMPYEMBIX HCCIEIOBAaHUN, MOIAKPEIIIomux 3¢ dekrnBHo¢Ts pabertpaicita] HaTpust UIs

A Y
LAy

B3pOCJBIX U UCCIENOBaHUSIMU O€30MacHOCTH U ¢a AKOKUHETIH I)![!H&l : 1§IGJP§T1)B,{IET'&K(I)IL6 "BOSP.');K;'ICTa.

Pexomenmyemass noza mis gereii B Bospacte 12 jer m Oomee coctaBmsier 20 mr 1 pa3 B JeHb
MIPOJIOJDKUTEIILHOCTRIO JI0 8 HEENb.

BezomacHocTh 1 3 peKkTUBHOCTH pabenpasona HaTpus 1yist Jiedenust | OPB y mereit B Bo3pacte mumasmie 12
JeT He ycTaHoBIeHa. be3omacHoCcTh U 3pPeKTUBHOCTE padenpas3oiia HATpHsl Uil IPUMEHEHUS TI0 APYTUM

IMOKa3aHusAM HC YCTAHOBJICHA JIA MAlIUCHTOB ACTCKOI'O BO3pacTa.

ITodouHOE nelicTBHE

I/ICXOI[SI N3 OIIbITa KIIMHUYCCKUX HCCHCHOBaHHﬁ, MOXHO CAcjIaThb BBIBOA, UTO HapI/ICT® O6BI‘IHO XOpOIJ_IO
nepeHocuTcst nanuentamu. [lo6ounbie 3G ¢GeKThl, B 1EIOM €1a00 BBIPaKEHHBIE WM YMEPEHHBIC, HOCST
MPEXOAIINI XapaKTep.

IIpu npueme npenapara [apuer®

B XOJI€ KJIMHUYECKUX UCCIIEeIOBAaHUI OTMEYaINCh CIEAYIOLUE MTOO0YHbIE
JEHCTBUS: TOJIOBHAS 00JIb, 0OJIb B JKUBOTE, TUAPEs], METEOPU3M, 3aI0p, CYXOCTh BO PTY, TOJIOBOKPYIKEHUE,
CBHITIb, TepH(EPUIECKUI OTEK.

HexenatenbHble peakuud CUCTEMATU3MPOBAHBI OTHOCHUTENBHO KaXKIOM U3 CHUCTEM OpPraHoB C
UCIIOJIb30BaHUEM CIIEAYIONIEH KiIacCu(PUKAIMN YaCTOThI BCTPEYaeMOCTH

Ouens gacto (>1/10)

Yacro (=1/100, Ho <1/10)

Hewacro (>1/1000, Ho <1/100)

Penxo (>1/10000, vo <1/1000)

Ouensb peaxo (<1/10000), Bkitouast eouHuumsie cryyau

YacToTa HeusBecTHA (HA OCHOBAHMH UMEIOIIUXCS JTAHHBIX OLICHUTH HEBO3MOYKHO).

Hapywenus co cmopoHvl uMMyHHOU cucmembl:

PENKO — OCTPBIE CUCTEMHBIE AIIJIEPTHYECKIE PEaKIIUU.

Hapywenus co cmoponwl kposu u aumgamuyeckoti cucmemvi:

penKo — TpoMOOIIUTOTIEHUS, HEHTPOTICHUSI, ICHKOTICHHUS.

Hapywenus memabonuzma u numanus:

PEIKO — THIOMAarHUEeMHS.

Hapywenus co cmoponvl neuenu u #cenuesbl8o0auux nymei.

MOBBIIIICHUE aKTHBHOCTH ITIEYCHOYHBIX (DEPMEHTOB;

PEIKO — TeMaTuT, JKeNTyXa, IeYeHOYHast SHIe(aTonaTusl.

Hapywenus co cmopoHwvl nouex u Mo4egblgo0AUuux nymeli:

OYEHb PEJIKO — UHTEPCTHIMAILHBINA HepuT';



COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
4acTOTa HEM3BECTHA — IPEKTUIIbHAS TUCHYHKIIUS. ot 02,07 2025 Ne 16413

. iNocT OBA HOC 0002
Hapymenuﬂ CO CNOPOHbBL KOJHCU U NOOKOMCHBIX MKAHAIL: (NOCHELOBATENBHOCTE GOC £,

penKko — OyJuIe3HbIe BBICHINAHNUS, KPAITMBHULIA;

OUYEHb PEIKO — MYJIbTH()OPMHAs 3pUTEMa, TOKCUUECKUN SMHIepMalbHbIN HeKpoau3, cuHapoM CTHBeHca-
JIxoHCOHa.

Hapywenus co cmopoHvl Mbluiednot, ckelemuol U COeOUHUMenbHOU MKAHU:

PEAKO — MHUAITUs, ApTPAJITHUs.

Hapywenus co cmoponbl penpoO0yKmugHot cucmembvl U MOJIOYHBIX JHCENE3:

OYEHb PEIKO — T'MHEKOMACTHS.

W3menenwmii qpyrux 1abopaTopHBIX MMOKa3aTesel B X0/ prueMa pabenpa3oiia HaTpus He HaOJI0JalloCh.
CornacHO JAaHHBIM MMOCTMApKETUHTOBBIX Habmoxenuit npu npueme WUIIIT Bo3MoKHO yBenndeHne prucka
BO3HUKHOBEHUS IIEPEJIOMOB, IOAOCTPON KOKHOM KPACHOM BOJTYAHKH U JKEJIE3UCTBIX IMOJIUIIOB JHA KEITyaKa
(cM. paznmen «Ocobble yKa3aHHsA»). 3aperuCTPUPOBaHbl PEAKUE CIydad MEYEHOUHOW sHIedasonaTuu y
MALAECHTOB C HUPPO30M.

1

[Ipn npumenenun UIIIl MoxeT MOBBIIATHCS PUCK PA3BUTUS OCTPOTrO TYOYJIOWHTEPCTULHATBHOIO

HedpuTa (C BO3SMOXKHBIM IIPOTrPECCUPOBAHUEM 10 MOUYCYHON HETOCTATOYHOCTH).

Ilepeno3supoBka

CumMnToMbI

JlaHHBIE 0 HAMEPEHHOM WM CITy4allHOM Mepefo3upOBKEe MUHUMaIbHBL. CllydaeB CHIBHOM NEPEIO3UPOBKU
pabenpazoyioM He ObLIIO OTMEYEHO.

Jleuenune

Cnenuduyeckuii antugor mns npenaparta Ilapuer® HemsecTeH. PaGempason XOpPOIIO CBA3BIBAETCA C
OenKaMH IIa3Mbl U TI03TOMY c1a00 BBIBOAMTCS NpH auanu3e. [Ipu nepeno3upoBke HEOOXOMMO MPOBOANUTH

CUMIITOMAaTUYCCKOC U MOAJACPKNBAIOIICE JICUCHUC.

B3aumopaeiicTBue ¢ IpyruMu npenaparamMmu

Cucrema muroxpoma P450

PaGenpazon natpus, kak u apyrue UIIII, merabonusupyercst ¢ ydyacTHeM CUCTeMbI IuToxpoma P450
(CYP450) B neuenu. B uccnenoBanusx in vifro Ha MUKpOCOMax I€YEHHU YesloBeKa ObLIO MOKa3aHO, YTO
pabenpa3zon Hatpus Metabommsupyercs uzopepmenramu CYP2C19 u CYP3A4.

HccnenoBanust Ha 300pOBBIX TOOPOBOJBIAX IOKa3aldM, 4YTO palOempa3on HaTpus He BCTyHaeT B
(apMaKOKMHETUYECKH WM KIMHUYECKU 3HAYMMbIE B3aUMOJEHCTBHS C JIEKAPCTBEHHBIMH BEIECTBAMH,

KOTOpBIe MeTabonu3upyercs cucreMoil utoxpoma P450 - BapdapuHoM, GeHUTOMHOM, TEOPUIIIIMHOM U



COOTBETCTBYET QRKCIHEFPTHOMY OTYETY
nuazenamMoM (HE3aBHCHMO OT BBICOKOM WM HHM3KOH akTHBHOCTHT (DEpMEHTa, “MeTaboMM3UPYIOIIEro

J— (NOCNEQOBATENBHOCTL 0002)

KOM6I/IHI/IDOBaHHaH TCpaIusi ¢ aHTI/I6aKTeDI/IaJ'IBHBIMI/I apcrnaparamMmu

bbu1o mpoBeseHo ucciieoBaHMe KOMOMHUPOBAHHOHN Tepanuu ¢ aHTUOAKTepHalbHBIMU Ipenaparamu. B
JTAHHOM YETBIPEXCTOPOHHEM MEPEKPECTHOM HCCIIEIOBAHUM y4YacTBOBaJIU 16 340pOBBIX JOOPOBOJIBLIEB,
kotopble monydasin 20 mr pabemnpaszona, 1000 mr amokcunmuinaa, 500 Mr KIapuTpOMUIIMHA WA
KOMOUMHAIMIO 3TUX Tpex npenaparos (PAK — pabenpa3zon, aMOKCHLIMILTHH, KIapuTpoMulinH). [TokazaTenu
AUC u Ciax 715 KIapUTPOMUILIMHA U aMOKCULIWJIIMHA OBUIM CX0’KMMU IPU CPAaBHEHUHM KOMOMHUPOBAHHOMN
tepanuu ¢ MoHotepanuei. [lokazatenu AUC u Cmax 11t pabemnpazona yBenuuuiuck Ha 11 % u 34 %
COOTBETCTBEHHO, a JUIs | 4-THAPOKCH-KIApUTPOMHLIMHA (aKTUBHOTO MeTabonuTa knapurpomununa) AUC u
Crax yBenmmumiuch Ha 42 % u 46 % COOTBETCTBEHHO, JUIi KOMOMHMPOBAHHOW TEpariu B CPAaBHEHHH C
MoOHOTepanuel. JlaHHoe yBenudyeHue 3KCrno3unum padenpasona u 14-ruipokcu-KiIapuTpoMULIMHA HE ObLIO
IPU3HAHO KIIMHUYECKU 3HAUYUMBIM.

B32H/IMOI[€I>10TBPI$I BCJICACTBHEC I/IHFI/I6I/IDOBaHI/I$I CCKPCIMH XCITYJOYHOro CoOKa

PaGenpas3on HaTpus OCYIIECTBISIET yCTOMYMBOE U MPOAOKUTENBHOE MOJABICHUE CEKPELIMH KEITYA0YHOIO
coka. Takum 00pa3oM, MOKET IPOUCXOAUTH B3aUMOJACHCTBHE C BEIIECTBAMU, a0COPOIUS KOTOPHIX 3aBHCHUT
ot pH. IIpu onHOBpeMEHHOM IpueMe ¢ pabenpa3oaoM HaTPHsl YPOBHHM KETOKOHA30J1a yMeHbInatoTes Ha 30
%, a ocTaTOYHbIC YpPOBHHM IUTOKCHHA yBeau4uBaroTcsa Ha 22 %. CnemoBaTellbHO, 3a OINpEaeICHHBIMU
HanUeHTaMH1 MOXET NOTpeOOBaTHCS Ha0III0IEHNE ISl PELIEHHS BOIIPOca 0 HEOOXOAMMOCTH KOPPEKTUPOBKU
JI03bI MIPY OJJHOBPEMEHHOM IpueMe paberpas3oiia HaTpUsl ¢ KETOKOHA30J0M, JUTOKCHHOM WM JIPyTMMHU
JIeKapCTBEHHBIMHU ITpernapaTamMu, abcopOums KOTOpbIX 3aBUCUT OT pH.

ATazaHaBup

[Ipu onHoBpemenHoMm mpueme arazanaBupa 300 mr / putonaBupa 100 mr ¢ omenpazonom (40 mr 1 pa3 B
JeHb) win atazaHaBupa 400 mr c sancompasosnoMm (60 Mr 1 pa3 B JieHb) 370pOBBIMH J100pPOBOJIbLIAMHU
HaOJII01aJ7I0Ch CYIIECTBEHHOE CHM)KEHUE SKCIIO3UIUM aTazaHaBupa. AGcopOuMs atazaHaBUpa 3aBUCUT OT
pH. XoTs o1HOBpEeMEHHBIN TIPHEM ¢ paberpa3oioM He MU3YyJaliCs, CXOXKHUE PE3YyTbTaThl 0XKHIAIOTCS TAKKe
JUIsL PYTUX MHTUOMTOPOB MPOTOHHOrO Hacoca. Takum 00pa3oM, HE PEKOMEHIYETCs OJHOBPEMEHHBIH
IpUeM aTazaHaBUpa C HHIMOUTOPAMU MPOTOHHOTO HACOCa, BKIItoYas pabernpaso.

AHTanuaHBIe CPEACTBA

B xnmHIYECKUX UCCIIeI0BAHMSIX aHTAIlUIHBIE BEIIECTBA TPUMEHSIITUCH COBMECTHO C paOenpa30yioM HaTpHs.
Knuandeckn 3HauMMble B3aUMOJCHCTBHUSI pademnpa3ojia HATpUs C TejeM THUAPOKCHIA aFOMUHUS WU C

THUAPOKCUIOM MAarHus HE Ha6J'IIOI[aJ'II/ICL.

[Ipuem nunwm



COOTBETCTBYET QRCHEFTHOMY QOTYETY
B xnuHHMYeCKOM HCCIIEIOBaHMHU B XOJ€ Npuema paoderpas3oia HaTpusle OOSHHeHHH DRApaMu nuiien

KJIMHUYECKH 3HAUUMBIX B3aUMOJICHCTBUI HE HAOIIOIQIIOCE. Hpuehfpla%eraE&IA Fﬂyrl'pfdh" t')[ztljléﬁp'eﬂ'&e’ﬁHo c

o0oramieHHON XKUpaMu MUIIEH MOXKET 3aMeJUIUTh BcackiBaHHe paberpa3ona a0 4 4acoB U 0ojiee, OAHAKO
Ciax 1 AUC He u3MeHsIoTCS.

[{ukiociopux

DKCIIEpUMEHTHI i1 Vitro ¢ UCIOJBb30BAHUEM MHUKPOCOM II€UYEHHU YEJNOBEKa MOKa3ajd, 4YTO padenpasodn
uHruoupyer Metabonusm wnukiocnopuHa ¢ ICsp 62 MKMonb/J, T. €. B KOHUIeHTpamuu, B 50 pa3
npeBbImarmed Cmax Y 30pOBBIX A00poBoJbeB mocne 14 aHeit mpuema 20 mr pabemnpasona. CteneHb
MHTHOMPOBAHUSA CX0Xa C TAKOBOM JIJIsl OMENpa3oiia B 9KBUBAJICHTHON KOHIICHTPAIUH.

Merotpekcar

CornacHo NaHHBIM COOOHICHWH O KIMHUYECKUX CIy4asx, OMyOJMKOBAaHHBIX (PapMaKOKHMHETHUECKUX
MCCJICIOBAaHHUM U PETPOCIIEKTUBHBIX aHAIM30B MOXKHO MPETOI0KUTh, YTO 0HOBpeMeHHbIi npuem UIIII u
MeTOTpeKcaTa (TMpexkae BCEro B BBICOKMX J033aX) MOXKET MPHUBECTH K TMOBBIIICHUIO KOHILIEHTPALUU
METOTpeKcaTa M/Iiu ero MeTadoauTa THAPOKCHMETOTPEKCATa U YBEIIMYUTh MIEPHUO/I TTOTyBBIBEACHUA. Tem
HE MEHee CHEIHUAIbHBIX MCCIECIOBAaHUN JIEKAapCTBEHHOIO B3aumonencTtBus mertorpekcara ¢ UIIIL we
MPOBOAMIIOCH.

Knonunorpen

OnHOBpeMEHHOE MpHUMEHEHHE paderpas3oia M KIOMUAOrpeNa y 30POBBIX JTOOPOBOJIBLIEB HE OKA3hIBAJIO
KJIMHUYECKH 3HAYUMOrO BIMSHHUS Ha SKCIO3MIMIO aKTUBHOrO MerabonuTta kionuaorpena. llpu
OJTHOBPEMEHHOM NPUMEHEHHUU C OJO0OpeHHOH M030H pabempaszona KOppeKLus J103bl KIOMHMIOTpeNna He
Tpebyercs.

Biusanaue Ha pe3yabpTaTsl 1a00PATOPHBIX UCCIEI0BAHNN

[Ipumenenne UIIII mpuBOAUT K CHUIKEHHIO KHCIOTHOCTH JKEIYJIOYHOTO COKA, YTO MOXKET IPHUBECTH K
yBEIMYEHUIO cofepxkaHus xpomorpannHa A (CgA) B ceiBopoTke KpoBH. [loBbilmieHHBIH ypoBeHb CgA
MOYET MPUBECTH K OMIMOOYHON MHTEpPIIpPETAlMK Pe3yIbTaTOB Ja0OPAaTOPHBIX MCCIEI0BAaHUN Ha HalIU4yHe
HeHpPOIHIOKPUHHOM omyxonu. Bo u3OexaHue JTOro BOMsAHUA npuMeHeHue Ilapuera® NOMKHO OBITH
BPEMEHHO IPEKpAILEeHO, IO KpailHed Mepe 3a 14 gHel 10 onieHkH ypoBHS CgA; MOBTOPEHHUE TECTA CIETYET

paccMOTpPETh B CiIydae, CCJIn HCXOIHBIN YPOBCHBb CgA ABIIACTCA BBICOKHM.

Oco0ble ykazanus

OTBeT mamueHTa Ha Tepanmuio pabempa3ojioM HATPUs HE HCKIIOYAeT HaJWUYHs 3J1I0KA4eCTBEHHBIX
HOBOOOpA30BaHUH B KETyIKeE.

Tab6nerku npenapara [apuer® Henb3s pa3KeBbIBATH M U3MeNbYaTh. TaONeTKHU clleIyeT TI0TaTh HETUKOM.

YcTaHOBIIEHO, YTO HU BpeMs CYyTOK, HU MPUEM MHILY HE BIUSIOT Ha aKTUBHOCTH pabenpasoia HaTpHusl.
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COOTBETCTBYET QKCNEPTHOMY QOTHETY
B cneuuanbHOM HCCIEIOBaHMM Yy MALMEHTOB C HapylleHHeM (QYHKHAW (U@ “erkoi4nm cpenneit

CTETIeHU He OBbUIO OOHAPYKEHO 3HAUMMOTO OTIHYHUS YaCTOTHI Ho6otrbik Ia'[pqﬁéiiTUB lrﬂ)tlﬁ'af) el Héﬁ'ﬁéT® oT

TaKOBOM y NOJOOpaHHBIX MO IOJy M BO3PACTY 3J0POBBIX JIML, HO HECMOTpPS HA 3TO, PEKOMEHIYEeTCs
COOMIOIaTh OCTOPOKHOCTH MPH TIEPBOM Ha3HadeHMH mnpenaparta Ilapuer® manueHTaM ¢ HapylcHHEM
¢ynkuuu nedenu Tsokenon crenenu. AUC pabenpasona HaTpus y MAIMEHTOB C HapylIeHHEM (DYyHKITUH
IIEYECHU TSKEJION CTEIIEHU IIPUMEPHO B JIBA pa3a BBILIE, YEM Y 3J0POBbIX MMALIUEHTOB.

[aruenTtaM ¢ HapymeHueM (GYHKIHM MOYeK WIM MEeYeHH KOPPEKTHPOBKA 103bI Hpemapata Ilapuer® ne
Tpedyercs.

T'unomaenuemus

[Ipu nevyeHun MHrUOMTOPaMU MPOTOHHOM MOMIIBI HA MPOTSHKEHUU IO KpailHel Mepe 3 MecsIeB B PEAKUX
cirydasix ObUTH OTMEYEHBI CIIy4a KIMHUYECKU MPOSBIISIOMICHCS WM OECCUMITOMHOW rUIIOMaruuemMun. B
OONBIIMHCTBE CIy4yaeB 3TH COOOLIEHHs MOCTynauu mnocie roga Tepanuu. Cepbe3HbIMH MOOOYHBIMHU
SBJICHUAMU ObUIM TETaHUs, apUTMUS M CYAOPOTd. BOJBIIMHCTBY NalMEHTOB TpeOOBalOCh JiCUEHHUE
TUIIOMarHUEMHH, BKIIIOYAOIIEee 3aMEIeHNE MarHus U OTMEHY Tepalui HHIMOUTOpaMy MPOTOHHOM OMITBI.
VY nanueHrtoB, KOTOpble OyAyT MOIy4yaTh JUIMTEIBHOE JICUEHUE WIM KOTOpble NPUHUMAIOT MHTUOUTOPHI
IIPOTOHHOM IOMIIBI C IpenaparaMy, TAKUMHM KaK JUTOKCUH WIM IpernaparaMy, KOTOPbIE MOTYT BBbI3BaThb
TUIIOMarHueMuIo  (Hampumep, JIUYPETHKH), MEIUIMHCKME pPAOOTHUKU JOJDKHBI KOHTPOJIMPOBATH
KOHIICHTPALIMIO MarHus /10 Havyaja JeUYeHUs] HHrHONTOpaMy MPOTOHHON TIOMIIBI M IEPUOINIECKH BO BPEMsI
JICYCHUS.

TanueHTh! He TOJKHBI IPMHUMATh OJJHOBPEMEHHO ¢ TipenapaTtoM Ilapuer® npyrue cpecTsa, CHUKAIONIUE
KHCJIOTHOCTb, Hanpumep O10katopsl Hz-penentopoB niiu HHruOUTOPBl TPOTOHHON TOMIIBL.

Ilepenomul kocmeti

CornacHO JaHHBIM HaOIIO/IaTENbHBIX MCCIIEOBAHUM MOYKHO HPENNONIOKUTh, yTo Tepanus WIIIT moxer
IOPUBECTH K BO3PACTAaHUIO PHUCKA CBS3aHHBIX C OCTEONOPO30M TEepesioMOB Oezpa, 3amsiCTbsi WM
NO3BOHOYHMKA. PHCK meperoMoB ObLT yBEIMYEH Yy MAIMEHTOB, IMOJy4yaBIIMX BbIcOkHe J03b1 MIIII
JTUTUTENBbHO (TO U Ooree).

Oonospemennoe npumenenue pabenpasona ¢ MemompeKcamom

CornacHo nuTepaTypHBIM JaHHBIM, ofHOBpeMeHHbIH mpueM UIIII ¢ merorpexcatom (mpekie BCEro B
BBICOKHX J/103aX) MOXXET NMPHUBECTU K IMOBBIIMICHUIO KOHIEHTPAIlMM METOTpeKcaTra W/MiM ero MeradoiuTa
TUAPOKCUMETOTPEKCATa B CBIBOPOTKE M YBEIMYHUTH IEPUOJ IOJYBBIBEACHUS, YTO MOYKET IPUBECTU K
Pa3BUTHUIO TOKCHUYECKHUX 3¢ ¢deKkToB MeroTpekcara. [Ipu HE0OXOAMMOCTH NPUMEHEHUS BBICOKHX 03

METOTPCKCATA MOKCT OBITh paccMOTpCHa BO3MOXKXHOCTb BpEMCHHOT O IIPCKPAILICHUA TCPAIIUU HIIIL.

Clostridium difficile

11



COOTBETCTBYET QRCHEFTHOMY QOTYETY
Tepanus UIIIT MoxeT MpUBOIUTH K BO3PACTAHHUIO [JUCKA >KETYyAOUHO-KMIIEUHEIX Huithekimif,i TaknX Kak

Clostridium difficile. (NOCNEOOBATENEHOCTE 0002)

Tlooocmpas xooicnas kpacnas eonuanxa (IIKKB)

Nmerotcs coodmennst o ciyvasx [IKKB npu tepanuu UIIIL. B cnydae pa3BuTHs KOKHBIX M3MEHEHUH,
OCOOEGHHO Ha Yy4YacTKaX KOXH, MOJBEPrIIMXCS BO3JECUCTBUIO MPSIMBIX COJHEUYHBIX JIy4ei, KOTOpbIE
COMPOBOXKIAIOTCS apTpairued, MalueHTy HEOoOXOAMMO HEMEJICHHO OOpaTUThCS 3a MEAWIIMHCKOU
MOMOIIBIO, MEIUIIMHCKOMY Pa0OTHUKY CIIEyeT pPacCMOTPETh HEOOXOIMMOCTh OTMEHBI pabderpazona.
Bosunuknosenue [IKKB nipu npeasiaymieit tepanuu U moxet yBennuuth puck BosHukHOBeHUs [IKKB
nipu nipueme apyrux MIIIL.

Kenezucmuie nonunvi OHa dHcenyoka

HnutenbHoe ucnonb3zoBanue UIIII, Bxiatouas padernpasosn, Mo Bceld BUAUMOCTH, CBA3AHO C MOBBIIICHHBIM
PUCKOM BO3HHUKHOBEHHS >KENIE3UCTHIX MOJMIIOB JHA JKENMyJKa. BONBIIMHCTBO KENe3UCThIX MOJUIOB AHA
Kenmyaka 0ecCCUMIOTOMHBI. Y TMAalMEHTOB C KPYMHBIMU WU H3BSA3BICHHBIMU TMOJIUNAMU BO3MOXKEH PUCK
JKEITyAOYHO-KUIIEYHBIX KPOBOTEUECHHI WJIM TOHKOKHIIEYHOM Henpoxoaumoctd. [lo 3Toll npuunnHe

JIO3UPOBKA U IPOJODKATEIbHOCTE Tepanuu NI 1oymKHbI OBITh MUHUMATBHBIMHU.

Biiusinue Ha BOKIeHUE AaBTOMOOMIISA U padoTy ¢ TeXHUKOMU
Hcxons u3 ocobenHocTell apMakoIMHAMHUKK padernpa3oiia U ero npoduiis HexenareabHbIX 3(deKTos,
MaJIOBCPOATHO, YTO HapI/IeT® OKa3bIBaeT BJIHMSHHUE Ha CIIOCOOHOCTH BOIUTH aBTOMOOWIIL H pa60TaTB C

TEXHHUKOI. O):[HaKO B CJIy4dac MOABJICHUA COHJIMBOCTH CIICAYCT n30eraTh TUX BHUOB ACATCIIBHOCTH.

dopma BbINIYCKa

TabneTkn KUIIEYHOPACTBOPUMBIE, TOKPBIThIE 000104K0M, 20 M.

ITo 7 unu 14 Tabnerox B Onucrepe u3 2-x cnoes amoMuHud. [lo 1 unu 2 6mucrepa BMecTe ¢ MHCTpyKLUEH
10 MEIULIUHCKOMY ITPUMEHEHHIO B KApTOHHOM nauke. Ha KapTOHHBIX MTauKax MOXKET ObITh MPEyCMOTPEH

KOHTPOJIb BCKPBITHS.

YcaoBus xpaHeHus

[Tpu remmneparype He Bbiiie 25 °C B HeIOCTYITHOM Ui feTeit Mecte. He 3amopakuBarth.
Cpok rogHocTu

2 rona.

He MPUMCHATH ITOCJIC UCTCUCHUSA CPOKA T'OJJHOCTH.
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COOTBETCTBYET QKCIHNEFTHOMY QTYETY
YcaoBus oTnycka U3 anrek at 02,07 2025 Ne 16413
(NOCNEOOBATENEHOCTE 0002)

ITo peuenty.

JepskaTe/ib perucTPpallMOHHOI0 Y0CTOBEPEHHUS] U OPraHU3alusl, IPMHUMAIOIIASA NIPeTeH3Hu:
00O «/Ixxoucon & Jlxoncon», Poccusi, 121614, r. Mocksa, yin. Kpeutarckas, 1. 17, kopr. 2

Ten.: (495) 755-83-57

®dakc: (495) 755-83-58

IIpousBoauTenn

IIpou3800cmeo 20mosoll 1eKapcmeeHHoU Gopmbl

Bymry ®apmacsiotukans JItn. Mucaro ¢gakropu

950, Xupoku, Oxanza, Mucaro-matu, Kogama-ryn, Caurama-k3H, SAnonus
Ynaxoexa u evinyckarowuii koumpone kavecmea

Jlysomenukamenta Cocbenane Texknuka ®apmaceytuka, C.A.

Omrpaga Koncunbepu [lenposy 69 b, Kenymi-ne-baiimry, 2730-055, bapkapena, [loptyranus
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COOTBETCTBYET QRCHEFTHOMY QOTYETY
MHCTPYKIUA or 02 07 2025 Mo 16413
(NOCNEOOBATENEHOCTE 0002)

10 MEAULIMHCKOMY IMPUMEHEHKIIO TEKAPCTREHHOIO IPENApaTa

IMapuer® (Pariet®)

PerncrpannoHHblii HOMep:
Toprosoe Ha3BaHue: HapHeT®
Me:kayHapoaHOe HeMATEeHTOBAHHOE HAa3BaHUe: padenpas3on

JlekapcTBeHnHasi popma: TabneTKH KUIIEYHOPACTBOPUMBIE, TOKPBITHIE 000I0YKOIA.

Cocras

Heticmsyrowee eewecmeo: pabenpaszon Hatpus, 10 mr, 4To B mepecuere COOTBETCTBYeT 9,42 mr
pabenpazoia.

Bcnomocamenvhvie ewpecmea: maHHuT (MaHHuton) - 26,0 mr, marHus okcupn - 44,7 wr,
TUAPOKCUIIPONUIIIIEIUIIONI03a clado3amenieHHas (Tumposnosa) - 13 mMr, ruApOKCUIPONUIIIICIITI0N03a
(rumposiosa) - 4,0 mr, Mmaraus creapar - 1,0 mr, sTrnnesutroio3a - 0,7 Mr, rurpomeIio3sl granar - 8,5
MT, JUAIEeTHIMPOBAaHHBIN MoHOTIUIepua - 0,85 mr, Tanbk - 0,80 mr, Tutana nuokcua (E171) - 0,43
MT, KpacUTelb xkene3a okcua kpacuslil (E172) - 0,02 mr, Bock kapHayOckuit - 0,0015 mr, uepHuia
nuieBsle cepple F6 (memmak Oenblid, Kpacutenb kene3a okcuj yepHbid (E172), srtanon

JeTUApaTUPOBAHHBIN, 1-OyTaHom).

Onucanue

Po3oBbIe ABOSIKOBBINTYKJIbIE TAOJIETKH OKPYIJION (hOpMBI, TOKPHIThIE 000JI0YKOM, HA OJHON CTOPOHE
MapKUpOBKa YEpHBIMH uyepHUIaMu «€241». I[Ber TabneTku Ha momepedyHoM cpese OT Oenoro 1o

MOYTH OCJI0ro OIBCTA.

dapmakoTepaneBTHYeCKasi TPyNNAa: CPeACTBA Ui JICUSHHS] KUCIOTO3aBUCHMBIX 3a00JICBaHUM;
MIPOTUBOSI3BEHHBIC CPEJICTBA M CPEACTBA IS JISUSHUS racTpod3odareaibHON pedIItoKCHON 00JIe3HI
(I'OPB); MHrUOUTOPBI IPOTOHHOTO HACOCA.

Kon ATX: A02BC04



COOTBETCTBYET 3KCNEPTHOMY OTYETY
dapmakoI0ruyecKkme cBoiicTBa ot 02.07.2025 N2 16413

DADMAKO U HAMIKA (NOCNEQOBATENBHOCTL 0002)

Mexanuszm oeticmeus

Pabenpazon HaTpUs OTHOCUTCS K KJIACCY aHTUCEKPETOPHBIX BEIIECTB, MPOU3BOAHBIX OCH3UMHK1a301a.
PaGenpa3on HaTpusi TONABIAET CEKPELHMIO JKEIYJOYHOTO COKa IyTeM CIeHU(pUIECKOro
unrubuposanus H/K" AT®a3el Ha CEKPETOPHOM MOBEPXHOCTU IMAPUETAIBHBIX KJIETOK JKENYIKa.
H'/K" AT®a3a npeacrapiser co0oii OENKOBbINA KOMILIEKC, KOTOPBIA (PYHKIMOHUPYET KaK IPOTOHHAS
MOMIIa, TAKUM 00pa3oM, pabenpas3oi HATpuUs ABISETCS HHIHOUTOPOM MPOTOHHOM MOMIIBI B JKETyIKE
u OnokupyeT pUHATBHYIO CTAAMIO MPOAYKIUU KUCIOTHL. JlaHHbIH 3 (deKT SABIAsSETCS 10303aBUCUMBIM
U TIPYUBOJUT K MOJIABJICHUIO KaK 0a3ajJbHOM, TaK M CTUMYJIHPYEMOI CEKpEeIH KUCIOThl HE3aBUCUMO
oT paznpaxuTtens. Pabenpa3on HaTpus He 0071a1aeT AaHTUXOJIMHEPTHUYECKUMH CBOMCTBAMH.

AnmucexpemopHoe oeticmeaue

[Tocne nepopansHOTro npuema 20 mr pabernpaszona HaTpUs aHTUCEKPETOPHBIN AP DEKT pa3BUBAETCS B
TedeHne vaca. IHruOupoBaHue 0a3aabHOW U CTUMYJIMPYEMOH CEKpelMH KUCIOTHI depe3 23 daca
mocJie mpueMa NepBoil 1036l padernpasosna HaTpusi cocTaBisieT 69 % u 82 % COOTBETCTBEHHO, U
npogomkaerca A0 48 uwacoB. Takas NPOAOKUTENBHOCTh (apMaKOJUHAMHUYECKOTO JAEHCTBUS
HAMHOTO TPEBBIIIAET MPEACKa3yeMoe M0 MePUOoy NOMyBbIBECHUS (IPUMEPHO OUH Yac). JlaHHbIH
3pPEKT MOXKET OBITh OOBSCHEH MPOJOIDKHUTEIBHBIM CBS3BIBAHHEM JIEKAPCTBEHHOTO BEUIECTBA C
H/K" AT®a30ifi mnapreTalbHbIX KJIETOK JKEIyJAKa. BeluurMHAa WHTHOUPYIOWIETO JEHCTBUS
palenpazosia HaTpuUsl Ha CEKPELMIO KUCIOTHI JOCTUraeT IJIaTo Mociie TpexX AHeH npuema padenpasona
HaTpus. Ilpu mpekpaleHnu mpueMa CeKpeTopHas akKTUBHOCTh BOCCTAHABJIMBAETCS B TeueHue 1-2
JTHEH.

Brusinue na yposensv cacmpura 8 CbleOpomKe

B xozxe xiaMHMYECKMX HCCIeqOBaHUN mauueHThl npuHuManu 10 umm 20 mr pabenpasona HaTpus
€XKEJHEBHO MPH MPOAODKUTEILHOCTH JeUeHHs 10 43 MecsieB. Y pOBEHb TaCTpHUHA B CHIBOPOTKE ObLT
MOBBIIICH TMEpBbIe 2-8 HEENb, YTO OTpakaeT MHTHOUpYIOIIee JEUCTBHE HA CEKPEIUI0 KUCIOTHI.
KonnenTpanus ractpuHa Bo3Bpailiaiach K HCXOJHOMY YPOBHIO OOBIYHO B TeueHHe 1-2 Helemb mocie
IIPEKPALEHUS JICUEHHUS.

Bauanue na sumepoxpomaddunonoodobuwvie kiemxu

[Tpu uccnenoBanum o0Opa3lOB OMONCHM JKETyJIKa YeloBeKa M3 00JIACTH aHTPAJIBbHOTO (HUYKHETO)
oTJieNa JKely/ika U JIHa kenyaka Oosiee yeM 500 manueHToB, MOJIy4aBIINX paOenpa3ol HaTpHs WK
npernapaTr CpaBHEHHUsI B T€UEHUE 8 HelleNb, YCTOWUYMBBIE U3MEHEHHs] MOP(OIOTHUECKON CTPYKTYpPHI

3HTepOXpOMa(I)(I)I/IHOHOI[O6HBIX KJICTOK, CTCIICHU BBIPA’)KCHHOCTHU IraCTpuTa, 4aCTOThI anO(i)I/I‘-ICCKOF ()



racTpura, KUIIEYHON MeTaIrulasuu Wil pacnppcrpaHeHus nHexiw Helicobaktertpylori ne Oblu

OGHAPYKEHBL. (NOCNEQOBATENBHOCTE 0002)

COOTBETCTBYET QRCHEFTHOMY QOTYETY

B uccnenoBannu ¢ yuactuem 6onee 400 manmueHToOB, mojydaBmmx pademnpason Hatpus (10 mr/aeHn
wiu 20 Mr/ieHs) TpoJOHKUTEILHOCTHIO 10 1 rofa, YacToTa TMIepIuia3uy Obuia HU3KON U CPaBHUMOM
¢ TakoBO# anst omernpasona (20 mr/kr). He Obu1 3aperucTpupoBad HU OJUH CIy4aid aJeHOMaTO3HBIX
M3MEHEHHUH WIIM KapLUUHOUIHBIX OITyXO0JIeH, HaOIOAaBIINXCS Y KPBIC.

Jlpveue 2¢hchexmul

CuctemHble >(dekTsl pabenpa3oja HaTpus B OTHOLIEHWH LIEHTPAlIbHOM HEPBHOM CHCTEMBI,
CepAECYHO-COCYTUCTON WJIM JBIXaTEJbHOM CHUCTEM B HACTOSALIMM MOMEHT He OOHapy»KeHbl. bblio
MOKa3aHo, 4TO pabernpas3os HATPHs IpU MEpopatbHOM Ipueme B g03e 20 Mr B Te4eHue 2 Heaellb He
OKa3bIBaeT BIMSHHUA Ha (DYHKIUIO [IMTOBUAHOW JKENe3bl, YIJIEBOAHBIH OOMEH, YpPOBEHb
napaTUPEOUTHOIO TOPMOHA B KPOBH, a TaKXKE HAa YPOBEHb KOPTHU30J]a, ICTPOr€HOB, TECTOCTEPOHA,
NpOJIAKTUHA, TJIOKaroHa, Qommukynoctumyiaupymomero ropmona (PCI'), dr0TeHHU3UPYIOLIETO
ropmona (JII'), penuHa, anpa0cTepoHa U COMaTOTPOITHOTO TOPMOHA.

dapmMakoKMHETHKA

Abcopoyus

Pabemnpa3on ObicTpo aOcopOupyeTcss U3 KHILEYHUKA, M €ro MHKOBbIE KOHIEHTpAalUU B IUIa3Me
JOCTUTAIOTCS MpuUMepHO uepe3 3,5 u mocie mpuema 10361 B 20 wmr. V3MeHeHHE MNHUKOBBIX
KoHUeHTpauui B 11a3Me (Cmax) U 3HAUEHUH IJIOLIAAM MOJ KpUBOH «KoHIEeHTpauusa-spems» (AUC)
palenpazosia HOCAT JUHEWHBIM Xapakrtep B JuanazoHe a03 or 10 mo 40 mr. AOcomtoTHas
OMOOCTYIIHOCTb IOCIIE epopaibHOro npuema 20 Mr (10 CpaBHEHHIO C BHYTPUBEHHBIM BBEJICHHEM)
cocrtasisieT okojo 52 %. Kpome Toro, OMog0CTYITHOCTh HE U3MEHSETCS] IPU MHOTOKPAaTHOM IIpHEMeE
pabemnpazona. Y 370pOBbIX JOOPOBOJIBLIEB EPUO/L MOTYBBIBECHUS U3 TUIa3Mbl COCTABIISET OKOJIO 1
g (Bapbupys ot 0,7 10 1,5 4), a cyMMapHbIi KIMPEHC COCTaBIsAeT 3,8 MJI/MUH/KT. Y MAIMEHTOB C
xpoHuyeckuM 3a0oneBanueM mnedeHu AUC yBenuyeHa BJBOE IO CPABHEHUIO CO 3]I0POBBIMU
T00pOBOJIBIIAMM, YTO OTpPa)kaeT CHMKEHHUE MeTabonM3Ma IEepBOrO MPOXOXKACHMS, a MepHoJ]
MOJTYBBIBEJICHUS U3 IJIa3Mbl yBeIHueH B 2-3 pa3a. Hu Bpems mpuema npenapaTa B T€UEHHUE CYTOK, HA
aHTalUIbl He BIUAIOT Ha abcopOuuto pabdenpasona. [Ipuem npemnapara ¢ xUpHOU MUILEH 3amMeIseT
abcopOuuto pabemnpaszona Ha 4 yaca u Oonee, oqHako HU Cyax, HU cTeneHb abcopouuu (AUC) He
U3MEHSIOTCS.

Pacnpeoenenue

VY uenoBeka cTeneHb CBA3BIBaHUS pabenpasona ¢ OenKaMu I1a3Mbl COCTaBIsIeT 0koJo 97 %.

Memabonusm u evigeoenue



VY 300poswix nrooeii ot 02.07.2025 N2 16413

[locne mpueMa OJHOKpPATHOM NEPOPaNbHOMU |03BI 20! hnt* :Mt-llx!fé;féﬁﬂcgrykp%e'ﬁbh!zbgg":iﬁrpnﬂ

COOTBETCTBYET QRCHEFTHOMY QOTYETY

HEU3MEHEHHOT0 Ipernapara B Mode HaiiieHo He Obu10. Okos1o 90 % pabGenpaszosa BEIBOAUTCS C MOUYOM
[JIaBHBIM 00pa3oM B BHUJE JBYX METaOOJMTOB: KOHBIOTATa MEpPKamnTypoBOil kucioTel (MS5S) u
KapOOHOBOI KuCIOTH (M6), a Takke B (hopMe ABYX HEM3BECTHBIX META0OIUTOB, BHISIBIICHHBIX B X0O/1€
TOKCHKOJIOTHYECKOT0 aHanmu3a. OcTaBmiascs 4acTh MPUHATOTO paldemnpasosia HATPHUS BBIBOAMTCS C
KaJIOM.

CymmapHoe BbIBeZieHUE cocTaBisger 99,8 %. DOTu naHHbIE CBUICTENBCTBYIOT O HEOOJBIIOM
BBIBEICHUU METa0OJIUTOB pabenpaszona HATpusi ¢ xemublo. OCHOBHBIM METa0OIUTOM SIBISIETCS
tHo3¢up (M1). EZMHCTBEHHBIM aKTUBHBIM META0O0IUTOM SIBISETCS J€CMETHIIbHBIN MeTaboiut (M3),
OJIHAKO OH HaOJIOAAJICS B HU3KOW KOHUEHTPALUU TOJIbKO Y OJHOIO YYaCTHUKA UCCIIEJOBAHUS I10CIIE
npuema 80 Mr pabemnpa3zona.

TepMuHaJleCl}l CMAoUs NOYEeYHOU HeOOCMAmoOYHOCHU

VY nanueHToB co CTaOMIBHOW MOYEYHOW HEJOCTATOYHOCTHIO B TEPMUHAIBHON CTaJMU, KOTOPBIM
HEO0OXO0UM MOJIEPKMBAIOIIMI TeMoauau3 (KIMpeHe KpeaTuHuHa <5 Mi/mun/1,73 M%), BeIBeicHHE
pabenpazoia HaTpUs CXOXKE C TAKOBBIM Y 310poBbIX 100poBOJbIEB. AUC U Cax y 3TUX MALUEHTOB
ObuTH TPUMEPHO Ha 35 % HMKe, UeM y 3J0pOBBIX J00pOBOJIbLEB. B cpeaneM nepuo nosyBbIBEACHUS
pabenpazona coctaBisin 0,82 4 y 370poBBIX 100poBObIEB, 0,95 W y mamueHTOB BO BpeMs
remoauanusa u 3,6 4 nocie remoauanuza. Kinupenc npemnapara y naiideHTOB ¢ 3a00JIeBaHUSIMU TTOYEK,
HYXJAIOLUXCS B TeMoAMaiau3e, OblI NpUOJM3UTENBHO B JBa pa3a BhIIIE, YEM Y 3/I0POBBIX
TOOPOBOJIBIIEB.

Xponuueckutl KOMRNEeHCUPOBAHHbLU UUDDO3

VY nauueHToB ¢ XpOHMYECKUM KOMIIEHCHPOBAHHBIM LIUPPO30M ME€UEHU HalroAanach mpuemiemas
NEePEeHOCUMOCTh Tepanuu padernpas3oiaoM HaTpus B 1o3e 20 mr 1 pa3 B aeHb, xots y HuX AUC Oblia B
2 pasza Bbiue, a Cmax yBenumueHa Ha 50 % MO CpaBHEHHMIO CO 3JI0pPOBBIMH JTOOPOBOJIBLIAMU
COOTBETCTBYIOILETO 0JIA.

Hoowcunvie nayuenmol

VY NoXXWIIbIX MAIMEeHTOB 3JIMMHUHAIMS paberpa3oia HeCKoIbKo 3aMemneHa. [locne 7 nHelt mpuema
pabenpazosna o 20 mr B cyTku y noxuibix jgun AUC Obuta mpuMepHo BaBoe Ooibiie, a Cmax
noBbIeHa Ha 60 % 1Mo CpaBHEHHIO ¢ MOJIOIBIMHU 370POBBIMH J0OpoBobilaMu. OIHAKO, TPU3HAKOB
KyMyJISILMU pabenpa3osa He 0OTMEYanocCh.

CYP2C19 nonumopdusm




COOTBETCTBYET QRCHEFTHOMY QOTYETY

VY nanueHToB ¢ 3ameneHHbIM MeTabonn3MoM |[CYP2C19 nocner7(HEH ipieMalpabénpasona B 1o3e
20 mr B cytku AUC yBenunuuBaercs B 1,9 jpasa, a dépﬁoﬁ]héhﬁ;}:ﬂséﬁé}lhﬁl'—'[1&'1,6"}95321 10

CPaBHEHHMIO C TEMH K€ MapaMeTpaMu y «OBICTPhIX MeTab0JIM3aTOpPOB», B TO BpeMs KaK Cmax

yBenuuuBaercs Ha 40 %.

Iloka3zanusa x NPUMEHCHUIO
CHUMIITOMBI JUCIICTICHH, CBSI3aHHOM C IIOBBIIICHHOM KHCIOTHOCTBIO JKCIIyJOYHOTO COKa, B T.4Y.

CHUMIITOMBI racTpod3odareabHON pedIFOKCHON 00JIe3HH (M3K0Ta, KUCIas OTPhDKKA).

IIporuBonokasanus
e [ WMIepYyBCTBUTEIBHOCTh, K padempa3oiy, 3aMeIIeHHBIM OCH3UMHJa30jaM WIH K
BCIIOMOTATEJIbHBIM KOMIIOHEHTaM Ipenapara.
e bepeMeHHOCTb.
e [lepuon nakrauuu.

e Bospacr 10 18 ner.

C 0CTOPOKHOCTHIO

o JloueuyHas HeTOCTATOUHOCTh TSKEJION CTEIIEHH.

IIpumenenne npu 0epeMEHHOCTH M JIAKTALUHA

JlaHHBIX MO 6€30IacHOCTU MPUMEHEHUs pabernpas3oia Bo BpeMsi 0epeMEeHHOCTH HET.

HccnenoBanus BIUSHUA HA PEIPOAYKTUBHYIO (DYHKIHUIO Y KPBIC U KPOJIMKOB HE BBISIBUIIN IPU3HAKOB
HapylLeHus GepTHIIbHOCTH WK Je(EKTOB pa3BUTHS 11012, 00YCIOBICHHBIX pabernpa3oyioM; OJHAKO
y KpbIC B HEOONBIIMX KOIMYECTBAX Mpenapar NPOHUKAET Yepes3 MialeHTapHblil 6apwep. [lapuer® He
clieflyeT NpPUMEHATh TpH OEPEeMEHHOCTH 3a MCKIIOYEHHEM CllydaeB, KOTJa OXHJaeMblit
MOJIOKUTEIBHBIN APPEKT A1 MaTEpU IPEBOCXOJUT BO3MOXKHBINA Bpea JUIsl IJI0/a.

HewussectHo, BblAenseTcs 11 padernpa3oli ¢ rpyJHbIM MoJIOKOM. COOTBETCTBYIOILIME UCCIEA0BAHUS Y
KOpMSIIMX JKCHIIMH HEe MpoBoawiInchk. Bmecte ¢ Tem pabempaszon oOHapykeH B MOJIOKE

JIAKTUPYIOMIUX KPBIC, U TIO3TOMY HapI/IeT® HCJIb3d Ha3HA4YaTb KOPMSIIUM KCHIMUHAM.

Cnocod npuMeHeHHs U 103bl

BnyTps, B 103¢ 10 Mr oiuH pa3 B CyTKH.



COOTBETCTBYET QRCHEFTHOMY QOTYETY

® Hemb3s pa3KeBeIBaTh MWW M3MeNBdath! Tabfekku] Gaeyer rioTaTh

Tabnerku mpenapara Ilapuer

LeIUKOM. PexomeHnayeTcs nmpuem npemnapara yTpom, nef)lszf 'nﬁHeMoM Eﬂﬁvflwklﬁ'ﬁolﬂfeﬁoﬂﬁo HU

BpeMsl CYyTOK, HU MIPHEM IMHILIU HE BIUSIIOT HA aKTUBHOCTH pademnpas3oia HaTpusi, HO peKOMEHAyeMoe
BpeMsi npuema Tabnerok Ilapuer® crmocoGcTByeT nydiieMy COOTIONEHMIO TALMEHTAMH CXEMbI
JICYEHUS.

[Tpu orcytcTBUM 3((hekTa B TeUCHUE TIEPBBIX TPEX JHEH JIeUeHUSI HEOOXOJMM OCMOTP CIIEUAINCTA.

MaxkcumanbHbIi Kypce JieueHus 0e3 KOHCYJIbTalluy Bpaya — 14 mHei.

ITo0ouHOE nelicTBHE

Hcxons U3 OmbITa KIMHUYECKMX HCCIEN0BAaHHH, MOXHO ceiaTh BbIBOJA, uTo Ilapuer® oObIuHO
XOpomio mepeHocurcs nanueHtamu. l[loGounsie 3¢ddekTs, B menom cnabo BBIPAKEHHBIE HIIH
yMEpEHHbIE, HOCST NPEXOIAIINI XapaKTep.

IIpu npueme npenapara Ilapuer®

B XOJl¢ KIMHMUYECKHX HCCIECJOBAHUM OTMEYaINCh CIEAYIOIIne
1no0oYHbIe JEHCTBUS: rojoBHast 00Jb, 00JIb B JKUBOTE, AMApEs, METEOPU3M, 3aI0p, CYXOCTh BO PTY,
TOJIOBOKPY>KEHUE, CHIIb, TEPH(PEPUIECKUI OTEK.

HexxenaTenbHble peakiMM CHCTEMATU3UPOBAHBI OTHOCUTENILHO KaXJOW W3 CHCTEM OpPraHOB C
MCIIOJIb30BaHUEM CIIEAYIONIEH KiIacCu(PUKAIIMN YaCTOThI BCTPEYaeMOCTH

Ouens gacto (>1/10)

Yacro (=1/100, Ho <1/10)

Heuacro (>1/1000, HO <1/100)

Penxo (>1/10000, Ho <1/1000)

Ouensb peaxo (<1/10000), BkItouast eOuHuumble Cryyau.

YacToTa HeusBecTHA (HA OCHOBAHUH MMEIOIIUXCS JJAHHBIX OILICHUTH HEBO3MOYKHO).

Hapywenus co cmopornsl ummyHHOU cucmemyi:

PENKO — OCTPBIE CHCTEMHBIE AJNIEPTUYECKUE PEAKIIUH.

Hapywenus co cmoponsi kpogu u iumgpamuyeckou cucmemol.

PENKO — TPOMOOIIUTOTICHHUS, HEUTPOTICHHU S, JICUKOTICHUS.

Hapywenus memabonusma u numanus:

PENKO — TUIIOMAarHUEMHUS.

Hapywenus co cmoponvl neuenu u #cenuesbl8o0auux nymei.

MOBBILICHHE aKTUBHOCTH IMEYEHOYHBIX ()EPMEHTOB;

pEIKO — TeNaTUT, JKeNTyXa, Ie4eHOoYHast SHIe]anonaTus.

HapyweHuﬂ CO CNMOPOHbL NOYEK U MO‘t@@blGOaﬂM/;uX nymezZ



COOTBETCTBYET QKCIHNEFPTHOMY QTHETY
OYEHb PEIKO — UHTEPCTULIMATIBHBIN He(ppHTl; ot 02,07 2025 Ne 16413

(inoc OBA JHOCTE 00021
9acTOTa HEU3BECTHA — DPEKTUIIbHAS TUCHYHKIUS. (NOCHELOBATENEHOCTE DUUZ)

Hapywenus co cmoponsi kodtcu u NOOKONCHBIX MKAHEU:

penko — Oysie3HbIe BBICHIIAHMS, KPAaTUBHUIIA;

OYCHb PEAKO — MYJIbTH()OPMHAS SPUTEMA, TOKCUYCCKUU SMUACPMAIBLHBIA HEKPOIU3, CHHAPOM
CruBeHca-J>koHCOHa.

Hapywenus co cmoponsl MbluieyHol, ckelemuoll U cOeOUHUMenbHoU MKAHU:

PENKO — MUAIITHS, apTPAITHUS.

Hapywenus co cmopomnsi penpo0yKmusHotl cucmembvl 1 MOJLOYHBIX JHCelle3:

OYCHB PEIKO — THHEKOMACTHSI.

V3meHeHuid nOpyrux JIabopaTOpHBIX IIOKaszarele B XoJAe mpueMa padernpasoyia HATpUS HE
HaOJIFO JAJIOCh.

CornacHo JaHHBIM MMOCTMAapKETHHIOBBIX HaOmroaeHud npu npueme UIIII Bo3MoxHO yBenuyeHue
pHUCKa BOSHHUKHOBEHHUS IEPEIIOMOB, MOJOCTPON KOXKHOM KPACHOUM BOTYAHKH U KEJIE3UCTHIX MOJIUIIOB
nHa xenynka (cMm. pasnaen «OcoOble ykazaHus»). 3aperucTPUPOBAHBI PEIKHUE CIIy4Yau MEYEHOYHOU
sHIe(DATONATHH Y TAIIHEHTOB C LIUPPO30OM.

! TIpu npumenenuu WUITIT MOKeT MOBBILATLCS PUCK PA3BUTHS OCTPOrO TyOYyIOMHTEPCTUIIHATLHOTO

He(puTa (C BO3SMOXKHBIM ITPOrPECCUPOBAHUEM 10 OUEYHON HETOCTATOYHOCTH).

Ilepeno3upoBka

CuMOTOMBI

JlanHble O HaMEpeHHOM WM CiIy4allHOH mepefo3upoBKe MUHUMAaNbHbL. Cily4yaeB CHIBHOU
nepe03uPOBKHU pabenpazoaoM He ObUIO OTMEUEHO.

Jleyenue

Cnenuduyeckuii anTu0T 1715 npenapata [lapuer® HenspecTeH. PaGenpason Xopomio cBA3bIBAETCS C
OenkaMM IJIa3Mbl U MO3TOMY ci1abo BBIBOAMUTCA INpH nuanuse. [Ipu mepeno3upoBke HEOOXOIUMO

MMPOBOAUTH CUMIITOMATHYCCKOC U IMMOAJACPKNBAOIICE JICUCHUC.

B3aumoaeiicTBue ¢ IpyruMu npenaparamu

Cucrema niuroxpoma P450

PaGenpazon natpus, kak u apyrue UIIII, metabonusupyercs ¢ ydyactueM cuctemsl uToxpoma P450
(CYP450) B neuenu. B uccnenoBaHusx in vitro Ha MUKPOCOMax IEUEHH YeIOBeKa ObLJIO MOKa3aHo,

yTo pademnpason HaTpus metadbonusupyercs uzopepmentamu CYP2C19 u CYP3A4.



COOTBETCTBYET QRKCIHEFPTHOMY OTYETY
HccnenoBanusi Ha 370pOBBIX TOOPOBOJBIIAX |TTOKA3AIH, YTO:PAOSTIPA3OLi /HalpusHE BCTyNACT B

(apMaKOKUHETUYECKH WU  KIMHHUYECKH sHAUMBlE |- ﬁgélllﬁxa{)&tégdﬁl‘ﬂﬁﬂl L Ma&jcfﬁéﬁHLIMH

BEIIIECTBAMH, KOTOPBIE META0OIU3HPYETCS CUCTEMOM 1uToxpoma P450 - Baphapunom, peHUTOMHOM,
TEOPWITMHOM W JAMa3ernaMoM (HE3aBHUCHUMO OT BBICOKOW WJIM HH3KOM aKTUBHOCTH (pepMEHTa,
METabOIM3UPYIOIIETO JUA3CIIaM).

KOM6I/IHI/IDOB21HH21$I TCpamnui C aHTI/I6aKT€DI/IaJIbHBIMI/I npenaparamMmu

Bruto npoBeneHo rccneqoBanne KOMOMHUPOBAHHOM TEpaniy ¢ aHTUOAKTepHATbHBIMU MTperiapaTaMH.
B n1aHHOM 4YeThIPEXCTOPOHHEM MEPEKPECTHOM HCCIEJOBAHUM Y4YacTBOBaNUM 16 370pOBBIX
n00poBOIIBbIIEB, KoTOphie mosydasn 20 mr pabGemnpaszona, 1000 mr amokcummuimhHa, 500 mr
KJIApUTPOMHILIMHA WM KOMOMHAIUIO 3THX Tpex npenaparoB (PAK - paGenpason, aMOKCHIIMIUINH,
knaputpomuniug). [Tokazatenu AUC U Crax 4J151 KIIAPUTPOMHLIMHA U aMOKCULIWIITIMHA OBLIH CXOXKHMHU
IpU CpaBHEHHU KOMOWHUpOBaHHOUW Tepamuu ¢ MoHotepanueil. [lokazatenu AUC u Chax 104
pabermnpa3zona yBenuuminch Ha 11 % u 34 % cooTBeTCTBEHHO, a 1isl 14-TuapOoKCU-KIapUTPOMHULIMHA
(axtuBHOoro meradomura kmapurpomuimHa) AUC u Cmax yBenmuuuiuchk Ha 42 % u 46 %
COOTBETCTBEHHO, JJs1 KOMOMHUPOBAHHOM Tepalnuu B CpaBHEHUM C MOHoTepanueil. JlanHoe
yBEIMUYEHUE DKCHO3UIMU pabdenpazona u 14-TUAPOKCU-KIAPUTPOMUILIMHA HE OBLIO MPU3HAHO
KIIMHUYECKH 3HAUUMBIM.

B3aHMOI[€fICTBHﬂ BCJIICACTBHUC I/IHFI/I6I/IDOBaHI/I$I CCKPCIMH XCITYJOYHOro CoOKa

PaGenpa3on HaTpus OCYILECTBIIAET YCTOMYMBOE M MPOAOJDKUTEIBHOE IIOJABICHHUE CEKPELUH
KENyJIOYHOro coka. Takum o00pa3oM, MOMKET MPOUCXOJUTh B3aMMOJIECHCTBHE C BEIIECTBaMH,
abcopbuus koTopbix 3aBUcUT oT pH. [Ipu onHOBpeMeHHOM IpreMe ¢ pabenpas3onoM HaTpUs YpPOBHU
KeTOKOHa30J1a ymMeHbInatores Ha 30 %, a ocTaTouyHble YPOBHHU AUTOKCHHA yBeIWYUBAIOTCS Ha 22 %.
CnenoBarenbHO, 3a OIPEIEICHHBIMH MTallMEHTaMU MOXKET OTPeOOBaTHCS HAOIIOACHHE JJIs PELICHUS
BOIIPOCA O HEOOXOIMMOCTH KOPPEKTHUPOBKH JI03bI IPU OJHOBPEMEHHOM ITpreMe paldenpasoa HaTpus
C K€TOKOHA30JI0M, JUTOKCHHOM MJIM IPYTMMH JIEKapCTBEHHBIMHU IpernapaTaMu, abcopOLus KOTOPbIX
3aBucur ot pH.

ATazaHaBup

[Tpu ogHOBpemenHoM npueme aTtazaHaBupa 300 mr / puronaBupa 100 mr ¢ omenpazonom (40 mr 1
pa3 B JeHb) uiaum arazaHaBupa 400 mr c nmancompaszonom (60 mr 1 pa3 B JeHb) 310pPOBBIMH
100poBOJIbIIAMHM HA0JI0/1aI0Ch CYLIECTBEHHOE CHM)KEHHME HSKCIIO3UIMU aTa3aHaBupa. AOcopOrus
aTazaHaBupa 3aBUcHUT OoT pH. XoTa 0JTHOBpEMEHHBII MpHEM ¢ pabenpa3oaoM HE U3ydalics, CXOXKHE

PE3YJIbTAThI OKHUAAOTCA TAKKE AJIA APYTUX HHT I/I6I/ITOpOB IMPOTOHHOI'O HAcCOoCa. Takum o6pa30M, HC



COOTBETCTBYET QKCIHNEFTHOMY QTYETY
PEKOMEHIyeTCsl OJHOBPEMEHHBIM TpHeM aTa3aHaBupa ¢ WHTHOWTOpaMms fpoTOHHOro Hacoca,

BKJTIOYAs Paberpasol. (NOCNEOOBATENEHOCTE 0002)

AHTanMaHBIE CpeJICTBA

B kiIMHMYECKHX HCClIe0BAaHUAX aHTALMIHbIE BELECTBA MPUMEHSIIUCh COBMECTHO ¢ pabenpa3oioM
HaTpus. KimHWYeckn 3Ha4YMMble B3aUMOACWCTBUS pabempa3ojia HATPUs C TelieM THIPOKCHAA
ITIOMUHUS WU C THIPOKCHIOM MarHus He HaOJIOaliCh.

[Tpuem nunm

B knuHMuYeckoM uccieoBaHUM B X0Ji€ TpreMa pabenpa3osia HaTpusl ¢ 00€AHEHHOM )KUpaMU MUILEH
KJIMHUYECKH 3HAUYUMMBIX B3auMmojeicTBuil He HaOmonanock. Ilpuem pabenpaszona HaTpus
OJTHOBPEMEHHO € O0OTaICHHOM KUpaMH MUILEH MOXKET 3aMeUINTh BcachlBaHUE pabemnpasona ao 4
yacoB 1 Oosee, 0qHaKO Cmax 1 AUC He U3MeHSAIOTCS.

[[uknocnopux

OKCIIEPUMEHTBHI in Vitro ¢ UCIOJIb30BAHMEM MHUKPOCOM II€UYEHH YeI0BeKa MoKa3alu, 4To padenpasoi
uHTHOUpyeT Metabonu3M mukinocnopuna ¢ ICso 62 MKMONB/1, T. €. B KOHIEHTpauuu, B 50 pa3
npesblaoed Cmax y 3A0pOBbIX 100poBObLEB nocie 14 nueit npuema 20 mr padernpa3zoina. CTeneHb
MHTUOMPOBAHUS CXO0Ka C TAKOBOM JIJIsl OMeNpa30jia B SKBUBAJIEHTHON KOHIIEHTPALIUH.

Merorpekcar

CornacHo TaHHBIM COOOMICHUH O KIMHUYECKUX CIyYasx, OMyOIMKOBaHHBIX (papMaKOKHMHETHIECKUX
UCCIIIOBAaHUIA M PETPOCTICKTHBHBIX aHAJIM30B MOXHO TPEATOIOKUTH, YTO OJJHOBPEMEHHBIN IPUEM
WINT u meroTpekcata (IpeXkae BCErO B BBICOKMX J103aX) MOXKET MPHUBECTH K IOBBILICHUIO
KOHIIEHTPALlMM METOTpeKcaTa U/UIM ero MeTadoIuTa THAPOKCUMETOTPEKCAaTa U YBEIUYUTh MEPUOJT
NOJyBbIBeleHUs. TeM He MeHee CIEeNHaNbHBIX HCCIEIOBAHUN JIEKAPCTBEHHOTO B3aWMOJICHCTBHSA
meroTpekcata ¢ MIIIT e npoBoaunocs.

Knonunorpen

OnHOBpeMeHHOE MpHMEHEHHe pabernpas3oja W KIONMUIOrpeNna Yy 3I0pPOBBIX JOOPOBOJIBIEB HE
OKa3bIBAJI0 KIIMHIUYECKU 3HAYNMOTO BIIMSHUS Ha YKCIIO3UINIO aKTUBHOT'O METa0O0INTa KIIOMHIOTpea.
[lpy ogHOBpEeMEHHOM TIPUMEHEHHWH C OJOOpPEHHOH 1030i palemnpa3onia KOPPEKIHS O3B
KJIOMUAOTpenia He TpeOyeTcs.

Bausnaue Ha pe3yJbTaThl J'Ia60DaTODHBIX HCCIeI0BaHUMN

IIpumenenne UIIIT mpuBOAUT K CHU’KEHHUIO KMCIIOTHOCTH JKEITYJA0YHOTO COKa, YTO MOKET IPUBECTH
K yBeIMYEHUIO cofepkaHusi xpomorpanuHa A (CgA) B cbiBOopoTKe KpoBU. [1oBBIIIIEHHBIN YPOBEHD
CgA MoeT mpHUBECTH K OIIMO0YHOM HHTEPIpETaLlUU Pe3yIbTaTOB Ja00PaTOPHBIX UCCIEIOBAaHUN Ha

HaJIM4ue HCﬁpOBHI{OKpHHHOﬁ OITyXOJIH. Bo u30exaHue 3TOro BIUSHHS NPpUMCHCHUC TIpCIiapara



COOTBETCTBYET QRCHEFTHOMY QOTYETY

[apuer® M0mKHO GBITH BPEMEHHO MpeKpalielo, o KpaitHeh-mepe 847 14 aficHonoroliclky ypoBHS
CgA; noBTOpEHHE TecTa CIEAYET PacCMOTPETp B cnyqé@,': el pféxofz}f;ﬁﬁ %oﬁéﬁ[} Ug&":s"l';éjl'i.ﬁeTcg

BBICOKHM.

Oco0ble ykazanus

OTBeT MmamueHTa Ha TEepamuio padenpa3oiaoM HATpPHUs HE HMCKIIOYAeT HAIWYUS 3JI0KAaYeCTBECHHBIX
HOBOOOPA30BaHUI B KEIyIKE.

Tab6nerku npenapata Ilapuet® Henb3si pasKeBbIBaTH WM M3MeNbuaTh. TabIeTKH cleayer IIoTaTh
OCJINKOM. yCTaHOBHeHO, 4TO HM BpEMA CYTOK, HM IPUCM IIHMIIUW HC BJIIHAIOT HAa AKTUBHOCTH
pabenpasosia HATpHS.

B cnenmanabHOM HCCIEIOBAHUY Y TIAIIMEHTOB C HapyIIeHueM (DYHKITUM MMEYCHHU JICTKOM UITH CPETHEH
CTCTIEHU HE OBUIO OOHApYKEHO 3HAYMMOIO OTJIMYMS YacTOThl MOOOYHBIX A((HEKTOB Mpemnapara

®

[Tapuer™ oT TakoBOM y MOJOOpaHHBIX IO MOJY U BO3PACTY 3/I0POBBIX JIML, HO HECMOTpPS Ha 3TO,

peKkoMeHyeTcs COOTI0AaTh OCTOPOKHOCTD TIPH TIEPBOM Ha3HA4YeHHH TIpenapara [lapuer® naruentam
¢ HapyumieHueM (yHKIMU nedeHu Tspkenod creneHu. AUC palenpasosia HaTpusl y HNAILMEHTOB ¢
HapyleHHeM (QYHKLIUU NEeUeHH TSDKEJIOM CTEeNeHU NMPUMEPHO B JIBa pas3a BhIIIE, YEM Y 3/I0POBBIX
ITallUECHTOB.

INanuenTam ¢ HapymeHneM (QYHKIUH IOYEK MM MeYeHH KOPPEKTUPOBKA 1036l mpenapara [Tapuet®
He Tpedyercsl.

T'unomacnuemus

[Ipn neueHnn MHrHOUTOpPaMH MPOTOHHOM MOMIIBI Ha MPOTSDKEHUHU 1O KpaiiHel mepe 3 mecsieB B
peAKux ciydasx ObUIM OTMEYEHBl CiIydyau KIMHMYECKU MPOSBISAIONIeHCcS WM OecCUMITOMHON
rurnoMarHueMuyd. B OonbIIMHCTBE ciyyaeB 3TH COOOLIEHMs IMOCTyNAlu IOCle Toja Teparuu.
Cepbe3HbIMH TOOOYHBIMU SIBICHUSIMU OBUIM TETaHUS, ApUTMHS M CyJOpOTH. BOJBIIMHCTBY
NAlMEHTOB TPeOOBAIOCH JEUEHUE TMIIOMarHMEMHUH, BKIIIOYAIOLIEe 3aMEUIeHHE MarHusi U OTMEHY
Tepanuu UHrUOMTOpaMU MPOTOHHOM MOMIBI. Y MalMEHTOB, KOTOpbIE OYAyT MOJMydYaTh AJIUTEIIBHOE
JeYeHUE WM KOTOpbIe MPUHUMAIOT MHTHOUTOPHI MPOTOHHOM MOMIIBI C MpernapaTtaMH, TAaKUMHU Kak
JUTOKCHH WJIM TpernapaTaMy, KOTOpPble MOTYT BbI3BaTh 'MIIOMArHUEMHUIO (Hampumep, TUYPETUKH),
MEAMIMHCKHE PAOOTHUKU JOJDKHBI KOHTPOJMPOBAaTH YpPOBEHb MarHusi J0 Hadajga JIeUeHUs
MHTHOUTOpAaMU MPOTOHHOM MOMIIBI U TIEPUOIUYECKH BO BpEMS JICUEHUSI.

[anuenTsl He JOKHBI HPUHMMATh OJHOBPEMEHHO C TpenapatoM Ilapuer® mpyrue cpenctsa,
CHIDKAIOIINE KUCIOTHOCTh, Hampumep Oiokatopsl Hz-perientopoB MM MHTHOUTOPHI MPOTOHHOTO

Hacoca.

Ilepenomvbr kocmeti

10



COOTBETCTBYET QRCHEFTHOMY QOTYETY

CornacHo IaHHBIM HaOJIOAATENBHBIX HCCIEHOBAHUNA MOKHQ:IPEARONOmKUTH) m1e a¢parus UIITT

MO>KET IPUBECTHU K BO3PACTAHUIO PUCKA CBA3AHHBIX C omébﬁbp’d&oﬁﬂéﬁﬁeﬂél\l&s Blézt' a! Sattsétts wn

NO3BOHOYHMKA. PHCK mepenoMoB ObLT YBEIMYEH Yy MAIMEHTOB, MOJIy4aBUIMX Bbicokue a03bl UIIII
JUTUTENBHO (TOa 1 Oosee).

OoHospemenHoe npumenenue pabenpasona c Memompexcamom

CornacHo IUTEpaTypHBbIM JaHHbIM, oqHOBpeMeHHbIN npuem UIIII ¢ meToTpekcaToMm (mpexae Bcero
B BBICOKHMX [03aX) MOJET NPUBECTH K TOBBIIICHUIO KOHIIEHTPAIMM METOTpPEKCaTa H/WIU €ro
MeTa00I1Ta THAPOKCUMETOTPEKCATa B CBIBOPOTKE U YBETHMUUTH NIEPUOJL TIOTYBBIBEJCHHS, YUTO MOXKET
IPUBECTH K Pa3BUTHIO TOKCHYECKHX 3((eKkToB MeToTpekcaTa. [Ipn HeoOXoauMOCTH MPUMEHEHUS
BBICOKHMX /103 METOTpEKCcaTa MOXET OBbITh PacCCMOTPEHA BO3MOXXHOCTh BPEMEHHOT'O MpEKpalleHUs
tepanuu WUIIII.

Clostridium difficile

Tepanus WUIIIT MoxeT npuBOIUTH K BO3PACTAHUIO PUCKA XKETyJOYHO-KUIICYHbIX MH(PEKIMUHA, TaKuX
kak Clostridium difficile.

Ilooocmpas xoxcuas kpacnas eéonvanxa (IIKKB)

Nmerorcs coobmenus o ciayyasx [IKKB npu repanuu UIIII. B cnyuyae pa3BuTusi KOXKHBIX U3MEHEHUH,
0COOEHHO Ha ydacTKaX KOXH, IOJIBEPIUIMXCSl BO3AECHCTBHIO NPSMBIX COJHEUYHBIX JIyueil, KOTOpble
COIIPOBOXKIAIOTCSA apTPAITHEH, MAMeHTy HEOOXOIUMO HEMEIJICHHO OOpaTUTHCS 332 MEAULIUHCKOU
MOMOIIbIO, MEJUIITHCKOMY pa0OTHUKY CIIEAYET pacCCMOTPETh HEOOXOJUMOCTh OTMEHBI padenpasoda.
Boznuknosenue I1IKKB npu npenpinymeii tepanun WUIIIT MoxkeT yBenMUnTh pUCK BOSHUKHOBEHHUS
ITKKB npu npueme npyrux MIIIT.

Kenezucmoie nonunvi OHa dHcenyoxa

HmutenbHoe wucnons3oBanue WIII, Bkiatouwass pabempaszoli, MO BCEW BUIMMOCTH, CBSI3aHO C
NOBBILICHHBIM PHUCKOM BO3HUKHOBEHMS JKEJIE3UCTBIX IIOJIMIIOB JIHA JKEIyJIKa. DOJIBIIMHCTBO
MKENE3UCTHIX MOJIUIIOB JIHA )KETyKa OECCUMITOMHBI. Y MALMEHTOB € KPYIHBIMU WIH U3bA3BIEHHBIMU
MOJINIIAMM  BO3MOXEH PHUCK JKEIYJOYHO-KHMIIEYHBIX KPOBOTEYEHMM WJIM TOHKOKMIICYHON
HerpoxoauMocTH. [lo 3Toil mpuunHe n03MpOBKAa W NMpOoAOKUTENbHOCTh Tepanun WIIIT nomxHb
OBITh MUHUMAJIbHBIMHU.

[anuenTaM, HpUHMMAOMUM mnpenapat Ilapuetr® s KpaTKOBPEMEHHOTO CHMITOMATHYECKOTO
nedenus nposiienuit ' OPb u HOPB (manpumep, uzxorn) 6e3 penenra, cieayer oOpaTUThCS K Bpauy
B CIEAYIOIINX CIIy4asx:

® TIPUMEHEHHUE CPEACTB JJI CHATHS CUMIITOMOB M3)KOTH U HapyIlIECHHUs MUILEBApEHMs B TeueHue 4

Henenb u 0ojee;
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® TIOSIBJICHHE HOBBIX CUMIITOMOB WJIH U3MEeHeHHe paHee HaOmomaBitink i ciimiToMoBy! maneHToB

B Bo3pacte 6olee 55 ner; (NOCHELOBATENBRHOCTE 000Z)

COOTBETCTBYET QRCHEFTHOMY QOTYETY

e Cilydyad HEHAaMEPEHHOI'O YMEHbBILIEHUS MAacChl Te€la, aHEMUHU, KPOBOTEYEHHUH B IKEIYyJOUYHO-
KHUIIEYHOM TpakTe, Aucdaruu, 6011 npu rI0TaHWHU, TOCTOSIHHOM PBOTHI MJIM PBOTHI C KPOBBIO U
COJIEP’KUMBIM JKETYyJIKa, CIy4yau sI3BbI JKelyJIKa WM Ollepaluil Ha jKelyIKe B aHAMHE3€, KENTyXH
U T.7. (B T.4. HapymeHne QyHKIUU TIeUYCHH U TIOYEK).

[TauueHThl, UIMTENBHOE BpeMsl CTPAJAOLIMe OT IOBTOPSIOIMUXCA CHUMIOTOMOB HapylIEHHs

NUILEBAPEHUS UM U3KOTH, JOJKHBI PEryJIsipHO HaOmo1aThes y Bpaua. [lanueHTsl B Bo3pacte 6osee

55 ner, exxeAHEBHO NPUHUMAIOLINE OE3peLEeNTypHbIE PenapaThl A CHATHS CUMIITOMOB U3KOTU U

HapyIIEHHs MUIIEBAPEHUS JOJDKHBI TPOHMH(DOPMUPOBATH 00 TOM CBOETO JICHaIIero Bpaya.

[lanueHThl He NOJKHBI IPHUHAMATh OJHOBPEMEHHO ¢ mpernapatoM Ilapuer® apyrue cpenctsa,

CHIDKAIOIIME KHUCIOTHOCTh, Hampumep OnokaTopsl Hz-penentopoB uiaM MHTHOUTOPBI MPOTOHHOM

MIOMIIBI.

[Tpu npuMeHeHUH OpYTrUX IpernapaToB NalMEHTaM CIelyeT POKOHCYIbTUPOBATHCS ¢ (hapMaleBTOM

®, OTITYyCKAaCMbIM oe3 PeUCIITA.

WM BpayoM Iiepe]] HauaioM Tepanuu npemnapatoM [lapuer
TanuenTsl JOKHE COOOIIUTE Bpauy Tepe ] HadaloM IIpUMeHenus penapara Ilapuer® 6e3 perenTa,
€CJIM UM Ha3HA4YEeHO 3HJIOCKOIMUYECKOE UCCIIEI0BAaHUE.

Crentyer u3beraTh npuema npenapata Ilapuer®

repesl NpOBEACHUEM MOYEBUHHOIO JbIXATEIbHOTO
TecTa.

[TarueHTsI ¢ HapylIeHHEeM (YHKIUH TIEUEHU TSHKENIO0M CTeTIeHH TOJKHBI OOpaTUTHCS K Bpady mepej
HauajioM Tepamuu mpenapatoM Ilapuer®, oTmyckaeMmelM 0e3 pelenTa, Al KPaTKOBPEMEHHOTO

cUMITTOMaTu4eckoro jeueHus npossiennii [ OPb u HOPB (manpumep, uszxorn).

Buansinne Ha BokIeHHEe aBTOMOOMIIA M PadOTy ¢ TEXHHKOM

Ucxons m3 ocobeHHOCTEH (apMakoIWHAMHUKK pademnpa3onia M ero Mpoduisi HexXenaTelIbHBIX
3¢ deKToB, ManoBepoaTHO, uTo Iapuer®™ okasbIBaeT BAMSAHHUE HA CIIOCOOHOCTH BOJUTH ABTOMOOHIIb U
paboTaTh ¢ TexHUKOH. OfHAKO B ciyyae MOSIBIEHUS COHJIIMBOCTU ClIeAyeT M30eraTb 3TUX BUJOB

ACATCIIBHOCTH.

dopMa BbIIIYCKA

TabneTkn KUIIEYHOPACTBOPUMBIE, MOKPBIThIE 0005104K0i, 10 M.
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COOTBETCTBYET SKCNEPTHOMY OTYETY
[To 7 unmm 14 Tabnetok B 6mmctepe u3 2-x crno¢s amromunus. [lor [10nU¢Tefy BMECTE d MECTPYKITHEH

[0 MEIULHUHCKOMY IMPUMEHEHUI0O B KapTOHHOHU nadie- Hal IJApT&fIﬂHHxl ek | Moaicé'rf 6bITh

MPEyCMOTPEH KOHTPOJb BCKPBITHSI.

YciaoBust XxpaHeHUs

[Ipu remneparype He Bbie 25 °C B HeqoCcTynIHOM Ui neTeit Mmecte. He 3amopakuBarts.

Cpox rogHoctu
2 roza.

He MPUMCHATH IMOCJIC UCTCUCHUA CPOKA T'OJHOCTH.

YciaoBus oTIycKa u3 anrexk

be3 penenra.

Jlep:kaTe/ib perucTPAllMOHHOIO YA0CTOBEPEHUsI M OPraHU3alus, TPUHUMAKOIIAS NPeTeH3Uu:
00O «/IxxoHcoH & JlxoHcon», Poccus, 121614, r. Mocksa, yi. Kpeutarckas, 1. 17, kopi. 2

Temn.: (495) 755-83-57

®daxc: (495) 755-83-58

IIpousBoauTenn

IIpou3zso0cmeo 20mosoii 1ekapcmeeHHol popmbvl

bymy ®apmacerotukans JIta. Mucaro gaxropu

950, Xupoku, Oxanza, Mucaro-matu, Konama-ryn, Cantama-kaH, SAnonus
Ynaxosxka u 8bll’lyCKaIOM/ﬂ/llz KOHmMpOJb Kadvecmea

Jlysomenukamenta Cocbenane Texknuka @apmaceytuka, C.A.

Omrpaga Koncunbepu [lenposy 69 b, Kenymi-ne-baiimry, 2730-055, bapkapena, [Toptyramus
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