COOTBETCTBYET QRCIHEPTHOMY OTYETY
ot 02.07.2025 Ne 16413
OBLIASI XAPAKTEPHCTHKA JIEKAPCRBRHHOTO FIPENARATA)(0)2)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

[TapueT, 10 M, TaGIETKH KUIIIEYHOPACTBOPHUMEIE, ITOKPHITHIE 000JIOUKOM.

2. KAUECTBEHHBII M1 KOJIMYECTBEHHBIN COCTAB

JleiicTByro1IIee BEIIECTBO: pabenpasol.

Kaxxnass TabneTka KAIIeYHOpACTBOpUMAsi, MTOKphITas 00010ukoi, coaepkut 10 mr pabemnpazona
HATpHs, YTO B IEpecYeTe COOTBETCTBYET 9,42 Mr pabernpasoda.

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku KUIIEYHOPACTBOPUMBIE, TOKPBITHIE 000T0UYKOM.

Po30BBIE NTBOSIKOBBIYKIIBIE TAaOIETKH OKPYIJIOH (OPMBI, MOKPHITEIE O0OJOYKOW, HAa OJHOU
CTOpPOHE MapKHUPOBKA YEPHBIMH uYepHUIaMu «€241». LIBeT TabneTku Ha MOMEPEUHOM Cpe3e OT

0eJI0ro 10 rmouTy 0eJIoro nBera.

4. KINMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

CHUMIOTOMBI JMCIIENICHH, CBSI3aHHOM C MOBBIIIEHHONW KUCIOTHOCTBIO KETyJOYHOI'O COKa, B T.4.
CUMITOMBI racTpos3odarearbHONU pedIIroKCHONM 00Me3HU (M3KOoTa, KHCTas OTPHIKKA).

4.2. Pe:kuM 103UPOBaHNS M CIOCO0 MPUMeEHEHUs!

PexxuM 103upoBaHus

BuyTps, B 03¢ 10 Mr 0uH pa3 B CyTKH.
[Ipu otcyrctBuM 3(d@dexkra B TeueHHe MEepBbIX TpeX JHEH JiedeHUus HEeoOXOJUM OCMOTP
CIEUAIIACTA.
MaxkcuManbHbIi Kypc JeueHus: 6e3 KOHCYIbTalluy Bpada — 14 nHeil.
eTu
[Tapuer npoTuBONOKa3aH y AeTell B Bozpacte 10 18 et

Cnooco0 rmpuMeHeHus

s npuema BHYTpb.

Tabnetku npenapata [lapuer Henb3s pa3KeBbIBATh WM U3MeNbUaTh. TabIETKU CleayeT IioTaTh
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 02072025 N2 16413
HENMKOM. PeKkoMeH 1y eTcst mpreM mpemnapata yfpoMm, ep¢amipHeMOM THILL YICTaHOBIPHO, AT I

BpeMs CYTOK, HU TMpHEM INHIIM HE BIMAIOT HAa AKTUBHOCTh padempas3ona HATpHUs, HO
pekoMeHayemoe BpeMms mnpuema Tabnerok Ilapuer cmocoOCTByeT IydiieMy COOJIOJCHHIO
MAIMEHTAMH CXEMBbI JICUCHHS.

4.3. [IpoTuBONOKA3aAHUS

e ['umepuyBCTBUTENBHOCTH K paderpas3oiy, 3aMeleHHbIM OCH3UMHIa30J1aM WK K JII000MY U3

BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEYUCICHHBIX B pasjeie 6.1.

e bepeMEeHHOCTD.

e [lepuon nakranuu.

e Bo3spacr 10 18 ner.
4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C 0CTOPOKHOCTEIO

e [JloyeyHas HETOCTATOYHOCTH TSXKEJIOM CTEIIEHH.

Oco0ble yKa3aHus

OTBeT manueHTa Ha Tepanuio padernpa3oioM HATPUS HE MCKIIIOYAeT HAJTMYUS 3710Ka4eCTBEHHBIX
HOBOOOPA30BaHUI B KeyIKe.

Tabnerku npenapara [lapuer Henb3s pa3KeBbIBaTh WK U3MeEIbUaTh. TabNETKH ClieAyeT II0TaTh
[ENMKOM. Y CTaHOBJICHO, YTO HU BpeMsl CYyTOK, HU TMpPHEM IHUIIM HE BIMSIOT Ha aKTHBHOCTb
pabemnpa3oia HaTpus.

B cneunanbHOM HCCleOBaHMM y NAlMEHTOB C HapylleHHeM (YHKIMM TEeYeHHW JIETKOH MWIIH
CpefHel cTeneHu He ObLIO OOHApY>KEHO 3HAYUMOIO OTIMYMS YacTOThl MOOOUYHBIX 3¢ (HEKTOB
npenapata [lapuer oT TakoBO# y TOJJOOPaHHBIX IO MOy ¥ BO3PACTY 3/I0POBBIX JIUII, HO HECMOTPS
Ha 9TO, PEKOMEHYETCS COOJII0aTh OCTOPOXKHOCTh NIPU TIEPBOM Ha3HAYeHHMH Tipemnapara Ilapuer
nalyveHTaM ¢ HapylleHueM (yHKIMM neueHHu Tspkenol crenenu. AUC palenpasona HaTtpus y
NaIMEeHTOB C HapylleHHeM (DYyHKIMU [TeYEeHHU TsDKEJIOM CTeNeHH MPUMEPHO B JIBa pa3a BbIIIE, YEM
y 3/I0pPOBBIX MAI[CHTOB.

[TanimenTam ¢ HapymeHHeM (YHKIIMHU TOYEK W TICYSHH KOPPEKTUPOBKA JI03bI Tpenapara [lapuer
He Tpedyercsl.

T'unomazcnuemus

[Tpu neyeHny HHrUOMTOPaMU MPOTOHHOM MOMIIBI Ha MPOTSHKEHUHU MO KpaitHel Mepe 3 MecsIeB B
PEeIKHUX CIydasx ObLTM OTMEUYEHBI CIydaW KIWHHYECKH MPOSBISIONICHCS WM OECCHMITTOMHOM

TUTIOMarHieMuu. B OOJBITMHCTBE CIy4aeB ATH COOOIIEHHUS TOCTYHAIM TOCJE ToAa Teparuu.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 02072025 N2 16413
CepbesHbIMU OOOYHBIMU  SIBICHUAMH ObLIH TeTaHUs || APATMIS (W yopOLuLBONLIHHETBY

NaIMEeHTOB TPEOOBAIOCH JICUEHUE TUITOMATHUEMHUH, BKIIOYAIOIIEe 3aMEIICHIEe MarHHUsl 1 OTMEHY
Teparuy UHrHOUTOPAMH IPOTOHHOM OMIIBL. Y MAIIMEHTOB, KOTOPBIE OYAyT MOIyYaTh JUTUTEIbHOE
JIeYCHHE WK KOTOPbIE IPUHUMAIOT UHTMOUTOPHI IPOTOHHOM MOMITBI € IIpenapaTaMy, TAKUMHU Kak
JUTOKCHH WM IpenapaTaMu, KOTOpbIe MOT'YT BbI3BaTh TMIIOMarHueMHIO (Halpumep, TNypPEeTUKH),
MEIUIUHCKHE PabOTHUKM JOJDKHBI KOHTPOJIMPOBATh YPOBEHb MAarHusl 10 Hayajga JICYCHUs
MHIMOUTOpaMU POTOHHOM ITOMIIBI U IEPUOINYECKU BO BpEMS JICUCHHUSI.

[TanuenTsl HE NOJDKHBI NPUHUMAaTh OAHOBPEMEHHO ¢ mpemnaparoMm Ilapuer apyrue cpencrtsa,
CHIDKAIOIINE KUCIOTHOCTb, HanpuMep 0s1okaTopsl Ho-perenTopoB Mt HHIrHOUTOPHI IPOTOHHOTO
Hacoca.

Ilepenomul kocmetl

CornacHo JaHHBIM HaOIOATENIBHBIX UCCIIEAOBAHUI MOYKHO MPEAION0XKUTh, uTo Tepanus WUIIII
MOJKET ITPUBECTU K BO3PACTAHUIO PHCKA CBA3AHHBIX C OCTEONOPO30M MEPEIOMOB Oezipa, 3arscThbs
WM TI03BOHOYHMKA. PHCK mepenoMoB ObUT YBEIMYEH y MAIMEHTOB, IMOYYaBIINX BBHICOKHE JT03BI
UIIIT pmatenbHO (Tox u 6oee).

OoHospemenHoe npumenenue pabenpasona ¢ Memompexkcamom

CornacHo nuTepaTypHbIM JaHHbIM, onHoBpeMeHHbIN mpuem WIIII ¢ merorpekcarom (mpexnae
BCETO B BBICOKHX J103aX) MOKET IPUBECTH K MOBBIIICHUIO KOHIICHTPALUU METOTPEKCaTa U/UIIN €To
MeTabonuTa TUAPOKCUMETOTPEKCATa B CHIBOPOTKE U YBEIMYUTH NEPUOJ TOTYBBIBEACHUS, UTO
MOJKET TNPHUBECTH K Pa3BUTHIO TOKCHYECKUX 3(PdeKkToB MeToTpekcata. [Ipm HEoOXoauMOCTH
IPUMEHEHHS BBICOKUX 103 METOTpeKcaTa MOKET ObITh PaCCMOTPEHA BO3MOXXHOCTh BPEMEHHOTO
npekpamienus tepanuu WIIII.

Clostridium difficile

Tepanuss UIIII mMoxeT mpUBOAWUTH K BO3PACTAHMIO PHUCKA KEITYAOYHO-KUIIEYHBIX HH(EKIHH,
takux kak Clostridium difficile.

Ilooocmpas koocnas kpacuas eonyanka (IIKKB)

Umerorcst coobmenus o ciaydasx [IKKB mpu tepanum UIIIl. B ciydae pa3BUTHUS KOXKHBIX
U3MEHEHUH, 0COOEHHO Ha Y4YacTKax KOXKH, MOABEPTLIMXCS BO3ACUCTBHIO HPSMBIX COJTHEYHBIX
JTy4el, KOTOpbIe COMPOBOXKIAIOTCS apTpalire, MallueHTy He0OX0IMMO HEMEJIEHHO 00PaTUThCS
32 MEIUIMHCKON MOMOIIbI0, METUIIUHCKOMY PabOTHHUKY CIeAyeT pacCMOTPETh HEOOXOJUMOCTh
oTMeHbl paOemnpaszona. BosuuknoBenue I[IKKB mnpu mnpenpinymeit tepanuu UIIIT moxer

yBenuuuTh puck BosHUKHOBeHUs [IKKB npu npueme npyrux UIIII.
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Kenesucmoie nonunwvt Ona scenyoka (NOCNEOOBATENBHOCTE 0002)

L

JmrensHoe ucnonbp3oBanue WIIII, Bxmrowas paberpa3oli, Mo BCEW BHIMMOCTH, CBSI3aHO C

MOBBIIICHHBIM PHCKOM BO3HUKHOBEHHUS JKEJIE3UCTHIX TIOJUIIOB JHA JKEITyJIKa. BOIBIIMHCTBO

JKEJIE3UCThIX TMOJMIIOB JIHA JKelyJka OECCUMITOMHBI. Y TAallMeHTOB C KPYHHBIMU WIH

U3BA3BICHHBIMU IOJIMIIAMUA  BO3MOXKEH PHCK JKEIyJOYHO-KUIIEYHBIX KPOBOTCUEHUN WU

TOHKOKHUIIIEYHOU HEPOXOAUMOCTH. [10 3TOi mpudrHEe 103UPOBKA U TPOJOIHKUTEIFHOCTh TePAITHH

WIIIT 10o/mKHEL OBITh MUHUMAJIEHBIMU.

[TaruenTtam, nmpuHUMaromUM mpernapaT llapuer ans KpaTKOBPEMEHHOTO CHMITOMATHYECKOIO

nedyenus nposeieHuii ' OPb u HOPb (manpumep, uzxorn) 6e3 perenra, ciexyeT oOpaTUThCA K

Bpady B CIEAYIOIINX CIy4asx:

® TIPUMEHEHHUE CPEJICTB JUISI CHSITHSI CHMIITOMOB M3KOTH ¥ HApYIICHUS MMUIICBAPCHUS B TCUCHUE
4 »enens u Oolee;

® TIOSIBJICHHE HOBBIX CHMITOMOB WJIM HW3MEHEHHE paHee HaON0aBIIUXCSd CHUMIITOMOB Y
MAlMEeHTOB B Bo3pacte Ooiiee 55 JeT;

e Cily4ad HEHAMEPEHHOI'O0 YMEHBIIEHHUS MAacChl Tella, aHEMHH, KPOBOTECYEHHH B KEIYyHAOYHO-
KHIIIEYHOM TPaKTe, Aucharuu, 60IH Mpu IIIOTAaHUH, TIOCTOSTHHONH PBOTHI WJIH PBOTHI C KPOBBIO
U COJEP>KUMBIM >KEITyJKa, CIy4au s3BbI XKEIyAKa WIM ONEpaluid Ha >KeTyJKe B aHaMHe3se,
KENTYXU U T.1. (B T.4. HapylIeHHe (PyHKIIUY IEYSHU U TIOYEK).

[TarueHTsl, UIMTETFHOE BPEMsl CTPAJAIONIUE OT IMOBTOPSIONIUXCS CUMITOMOB HApYIICHUS

MUTICBAPEHUS WU W3)KOTH, JOJDKHBI PETYJIIpHO HaOMronaThest y Bpada. [larueHTsl B Bo3pacTte

Oonee 55 ner, exxeTHEBHO MPUHUMAIOIINE Oe3peLenTypHbIe MpernapaTsl A CHITHS CUMITOMOB

W3KOTU M HapyLIECHUS MUIIEBAPEHUS JOJHKHBI MPOMH(POPMUPOBATH 00 3TOM CBOErO JIeYallero

Bpaua.

[TarueHTHl HE JNOJDKHBI MPUHUMATH OAHOBPEMEHHO C mpemapatom [lapwer apyrue cpeictsa,

CHIDKAIOIIIHE KUCIOTHOCTh, HampuMep OokaTtopsl Ho-perenTtopoB uiu HHTUOUTOPHI MPOTOHHOM

TTOMITBI.

[Ipy TpUMEHEHWH JPYTHX MpenaparoB IMalMeHTaM CJeIyeT MPOKOHCYJIbTHPOBATHCA C

(dapMaImeBTOM WJIM BpadoM Iepe]l HadalloM Tepanmuu mpermapatoM [lapwer, oTmyckaeMbiM 0e3

peuenra.

[TarueHTHl MOMXKHBI COOOIIMTH Bpauy TMepes HadajloM NpuMeHeHHus mpemapata [lapuer 6e3

peuciTa, €CJin UM Ha3HAYCHO SHJOCKOIIMYCCKOC UCCIICIOBAHUC.
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Crnenyet uzberath npuema npenapata [lapuet|nepen npoRSIEHEEM MOYEBHITHOFI MBIXaTEAEHOTO

TecTa.

[TarueHTsl ¢ HapymieHUEM (QYHKIIMHM MEYCHH TSHKEIOW CTEIICHH JOJDKHBI OOpaTUTHCA K Bpady
nepes HavajgoM Tepanuu npenaparom llapuer, ormyckaembiM @ 6e3  penenrta, s
KPaTKOBPEMEHHOTO CHUMITOMAaTHYeCKOro JjedeHus npossieHuii [ OPb m HOPB (mampumep,
W3KOTH).

4.5. B3aumojgeiicTBHe ¢ JAPYIrHMH JIeKAPCTBEHHbIMH MpenapatamMM W JApyrue BHAbI
B3aNMOJAEeHCTBUSA

Cucrema muroxpoma P450

PaGenpason natpus, kak u apyrue UIIII, meraGonusupyercs ¢ ydyacTueM CHUCTEMBI LIUTOXPOMaA
P450 (CYP450) B neuenu. B uccnemoBanusx in Vitro Ha MUKpOCOMax MEYCHU YesIOBEKa ObLIO
MOKa3aHo, 4yTo pabernpa3zon Hatpus MeTabonuzupyercs uzodpepmentamu CYP2C19 u CYP3A4.
HccnenoBanus Ha 30pOBBIX T0OpPOBOJIBIAX MOKA3alld, YTO pabemnpaszon HATpusi HE BCTYIAET B
(apMaKOKMHETHMYECKH WM KJIMHUYECKH 3HAuYMMble B3aUMOJECHCTBHUS C JIEKAPCTBEHHBIMU
BEIIECTBAMH, KOTOpble MeTabonu3upyercs cucreMoil muroxpoma P450 - BapdapunoMm,
dbeHuTonHOM, TEOPMILTUHOM U Ara3enamMoM (He3aBUCUMO OT BBICOKOW MM HH3KOH aKTUBHOCTHU
dbepmenTa, MeTabOIM3UPYIOIIETO TUa3ernam).

KOM6I/IHI/IDOB21HH8,$I TCpaluia C aHTI/I6aKTeDI/IaJII)HI)IMI/I npernaparamMmu

bbulo mpoBeneHo wMccienoBaHME KOMOMHHMPOBAHHOM —TEpanuud € aHTUOAKTepUaIbHBIMU
npenapataMi. B JaHHOM 4YETBIPEXCTOPOHHEM IMEPEKPECTHOM HCCIIEJOBAHMM y4acTBOBaIM 16
3JI0pOBBIX JJOOPOBOJIBIIEB, KOTOpPbIE Mosyyanu 20 mMr pademnpasona, 1000 Mr amokcunmsuinHa, 500
MI  KJIQpUTPOMUIIMHA WM KOMOMHamuio 7Tux Tpex npenapatoB (PAK - paGemnpasomn,
amokcuiwnH, kinapurpomunuH). Ilokasatenu AUC u Cmax A8 KIQpUTPOMHULIMHA H
aAMOKCHLMJIJIMHA ObUTH CXOXHMHU IPU CPAaBHEHUH KOMOMHHUPOBAHHOW Teparuu ¢ MOHOTEparueil.
[Toxazarenn AUC n Cmax U1t pabenpasona ysenuunianch Ha 11 % u 34 % coOTBETCTBEHHO, a JUIs
14-ruppokcu-knapurpomunuHa (aktuBHoro Merabonura kinaputpomunuHa) AUC u Cmax
yBenuImnch Ha 42 % u 46 % COOTBETCTBEHHO, /I KOMOMHUPOBAHHOW T€pPANi B CPABHEHUH C
MoHoTepanuel. /lanHoe yBenuueHue SKCIo3uIUU padernpaszoia u 14-ruipokcu-KiIapuTpoOMULITHA
HE OBIJIO NPU3HAHO KIMHUYECKH 3HAYMMBIM.

B3aI/IMOI[eI\/’ICTBI/I$I BCJIICACTBHEC I/IHFI/I6I/IDOBaHI/ISI CCKPCIIMH XCITYJOYHOro CoKa

PaGenpazon HaTpusi OCyIIECTBISET YCTOMYMBOE M NPOAOKUTENBHOE MOJABICHHE CEKpeLuu

JKCIIyJOYHOTO COKa. Taxkum o6pa30M, MOKET IMPOUCXOAUTH B3aUMOJCUCTBUE C BCIICCTBaAMU,
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abcopbuust KoTopeix 3aBucuT OT pH. Ilpu OiHOBpeMEHHOM| TIPAEME /CT PAGEnPas0/ oM (HaTPUs

YPOBHU KETOKOHa301a yMeHblatoTces Ha 30 %, a ocTaTOYHbIE YPOBHM JUTOKCUHA YBEIMUNBAIOTCS
Ha 22 %. CnenoBaTenbHO, 3a ONpPEAeICHHBIMHI NAllMEHTAaMH MOXKET IMOTpeOOBaThCS HAOIIOICHHIE
JUISL PEIlIeHUs] BOIPOCa O HEOOXOAMMOCTH KOPPEKTHUPOBKH 03Bl MPU OJHOBPEMEHHOM IpHUEME
pabempa3onia HaTpusi C KETOKOHA30JI0M, JUTOKCMHOM WM JPYTMMU JIEKapCTBEHHBIMH
npenapatamu, abcopOurs KOTOPbIX 3aBUCHUT OT pH.

ATazaHaBup

[Tpu omHoBpemenHom npueme arazanaBupa 300 mr / puronaBupa 100 mr ¢ omenpaszosnom (40 mr 1
pa3 B jaeHb) wiau arazaHaBupa 400 Mr ¢ mancompaszojom (60 mMr 1 pas B JeHB) 3A0pPOBBIMH
JO0OpOBOJIBIIAMU HAOJIOJANIOCH CYIIECTBEHHOE CHM)KEHHE HKCIO3HMINHU aTazaHaBupa. AOGcopOmms
aTazaHaBupa 3aBUCUT 0T pH. X0Ts 0THOBpEMEHHEBII ITpreM ¢ pabenpas3oioM He U3yqajcs, CXOKHUE
pe3yNbTaThl OKUIAIOTCS TAKXKE JUISl JPYTMX UHTUOMTOPOB MPOTOHHOTO Hacoca. Takum oOpa3om,
HE PEKOMEHIYEeTCSl OJJHOBPEMEHHBIN MPUEM aTa3aHaBHpa ¢ MHTHOUTOpPaMH MPOTOHHOTO HAcoca,
BKJIFOYasi paderpaso.

AHTaMaHbIE CPENCTBA

B kiIuMHMYECKMX HCCIENOBAaHUSAX aHTAIUMJHbIE BEIIECTBA MPUMEHSUIUCh COBMECTHO C
pabernpa3onom HaTpus. KinHudyecku 3HaunMble B3aMMOJEHCTBHUS palemnpas3oiia HATpUS C rejieM
TUAPOKCHU A AJIIOMUHHA UKW C TUAPOKCHUIOM MAarHus HE Ha6JHOIIaJH/ICI>.

[Tpuem nunm

B knMHHYECKOM HCCIEOBaHWU B XOJ€ IMpHeMa padempasona HATpusi ¢ O0CTHEHHOW KHpaMu
MUIIeH KIMHIYECKH 3HAaYMMbIX B3aHMMOJICHCTBHI He HaOmoaanock. [Ipuem pabenpasona HaTpus
OJIHOBPEMEHHO C 000TaIeHHOW KHUpaMU TTUIIeH MOXKET 3aMe/IJTUTh BcachIBaHUE pademnpasoia 10
4 qacoB u 6oiee, ogHako Cmax 1 AUC He U3MeHSIOTCS.

[{ukIoCTIOpHH

DKCHepuMeHThI N VItr0 ¢ HWCMOJMb30BaHUEM MHKPOCOM TII€YE€HH YeJOBEKa MOKa3aiH, YTO
pabenpa3zon uHrHOUpyeT Metadonu3M nukiocnopua ¢ [Csg 62 MKMOJIB/JI, T. €. B KOHIIEHTpAIUH,
B 50 pa3 mpessimaromeid Cmax Y 370pOBBIX 100poBOJbIeB mocie 14 aneit mpuema 20 mr
pabemnpa3ona. CreneHb WHTHOUPOBAHUS CXOKAa C TAKOBOW JIJIsi OMEMpa3zoyia B AKBUBAJIEHTHOM
KOHI[EHTPAIUH.

Merotpekcar

Cormnacno JTaHHBIM co00IIeHn 0 KINHUYECKUX ciyyasx, OIyOJIMKOBaHHBIX

(I)apMaKOKI/IHCTI/I‘-ICCKI/IX HCCIeIOBaHUN U PETPOCIICKTUBHBIX aHAJIM30B MOKHO HNPCAIIOJIOKUTD,
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uto oxHoBpeMeHHbIl npuem UIIIT u metorpekcara (RPEsKIE] BSOS, BEIGOKAX J103aX ) |MOKET

OPUBECTH K  TOBBINICHUIO  KOHIGHTPAIlMM  METOTpeKcara W/Wihm ero  Merabonmra
TUAPOKCUMETOTPEKCATa U YBEIMYHUTH IMEPUOJ IOJTYBBIBEACHHS. TeM He MEHee CIeHUaAbHBIX
HCCIIEIOBAHUH JIEKApCTBEHHOTO B3auMoencTBusi MetoTpekcara ¢ NI ne npoBoausiocs.
Knonuaorpen

OpnHOBpeMeHHOE TpUMEHEHHE pabernpa3oiia M KIOMUIOTPENia Y 3J0POBBIX JOOPOBOJIBIICB HE
OKa3pIBaJI0 KIMHUYECKM 3HAYMMOIO BIMSHHUS HA OKCHO3MIMIO aKTHBHOIO MeTaboInTa
kionuaorpena. [lpu oJHOBpeMEeHHOM IPUMEHEHUH ¢ 0JI00OPEHHOM 10301 paderpa3oiia KOpPEKIHs
JI03bI KJIOMHI0Tpesia He TpeOyeTcs.

Biusgnue Ha pe3yapTarsl 1a00PATOPHBIX UCCIEIOBAHNNI

IIpumenenne WIIII npuBOAUT K CHMIKEHMIO KHMCIOTHOCTH JKEIYJIOYHOIO COKa, YTO MOKET
IOPUBECTH K YBEIMYEHHUIO cojepxkaHus xpomorpanuHa A (CgA) B CBIBOPOTKE KpOBH.
[ToBbimeHHbIlt ypoBeHb CQA MOXXET HNPHUBECTH K OIIMOOYHON HMHTEpHpeTaluu pe3ysbTaToB
71a00paTOPHBIX UCCIIEIOBAaHUI Ha HAJM4YME HEWPOIHIOKPUHHON omyxosu. Bo u3bexaHue 3Toro
BIMSIHUS NpUMeHeHue npenapara llapuer nomkHO OBITH BPEMEHHO IMpEKpalleHo, M0 KpahHen
Mmepe 3a 14 nueii 1o ouenku ypoBHs CgA; MOBTOpPEHUE TeCTa CelyeT paCCMOTPETh B Clly4ae, €Ciu
ucxoHblil ypoBeHb CQA sBIsieTCS BBICOKUM.

4.6. BepeMeHHOCTH U JIAKTALUs

bepemeHHOCTD

JlaHHBIX MO 6€30IacHOCTH MPUMEHEHUs pabernpas3oia Bo BpeMsi 0epeMEeHHOCTH HET.
HccnenoBanusi BIMSHUS HA PENPONYKTUBHYIO (YHKIMIO Y KpPbIC M KPOJMKOB HE BBISIBUIN
NPU3HAKOB HApylleHUuss (QEpTUIBLHOCTH WK Je(PEeKTOB pa3BUTUS IUI0/A, OOYCIOBIIEHHBIX
pabenpa3onoM; OJHAKO y KpbIC B HEOOJBIIMX KOJUYECTBAX Ipenapar IMPOHUKAET 4Yepes3
rianeHTapHblil Oapbep. Ilapuer He ciegyeT mMpUMEHATh NMpU OEPEMEHHOCTH 3a UCKIIOUEHHEM
CJIy4aeB, KOTa 0KMIaeMblil TOJI0KUTENbHBINA 3¢ (eKT 11 MaTepu IPEBOCXOIUT BO3MOXKHBIN Bpesl
JUIA TUIOAA.

Jlakranms

HewusBecTHO, BeIIENsAETCS JIU pabenpa3oll ¢ rpyIHbIM MOJIOKOM. COOTBETCTBYIOIINE UCCIIETOBAHMS
y KOpPMSIIMX JKEHIIMH He NpOoBOAMINCH. Bmecte ¢ TeM pabempa3zonl oOHapyXeH B MOJIOKe
JAKTUPYIOLIUX KpbIC, U ToaToMy [lapuer Henb3s Ha3HAYaTh KOPMSIIUM KEHIIUHAM.

4.7. BausiHMe Ha CNOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMH CpeACTBAMHM U PadoTaTh ¢

MEXaHU3MaMHU



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 02072025 N2 16413
Ucxons n3 ocoOeHHOCTEN (apMakoJuHAMUKY pabenpaBOIa) e SO PO Ay HHERGTIATRIBHBIX

3¢ (heKToB, MaIOBEPOSATHO, YTO [lapreTr oka3bIBaeT BIUSHUE HA CIOCOOHOCTH BOJUTH aBTOMOOMIIb
U paboratk ¢ TexHuKoW. OTHAKO B CiIy4ae MOSBICHUSI COHJIMBOCTHU CIIEeIyeT U30eraTh 3TUX BUIOB
NEeSITEITHHOCTH.

4.8. HexkenaTesibHbIE peakunu

Pesrome nipoduiis 6e3onacHocT

I/ICXOI[H U3 OIIbITa KIIMHHUYCCKHUX I/ICCJIeI[OBaHI/If/'I, MOXHO CACJIaTb BbBIBOJ, 4YTO HapHeT 0OBIYHO
XOpoLIO INepeHocuTcs nanueHtamu. IloGounbie 3pdexTsl, B 1ea0M caabo BbIpaKEHHbIE WM
YMEpEHHbIE, HOCAT NMPEXOIALINNA XapaKTep.

[Ipn npueme npenapara [lapuer B Xoae KIMHUYECKUX HCCIEAOBAHUNA OTMEYAIUCh CIEAYIOIINE
1100OYHbIE JEHCTBUS: rOJI0BHASI 00JIb, 00JIb B KUBOTE, UAPES, METEOPU3M, 3aI10pP, CYXOCTh BO PTY,
rOJIOBOKPY>KEHUE, ChIIlb, IEpU(PEPUUECKUI OTEK.

Pe3roMe HekenaTenbHBIX PeaKIUN

HexxenarenbHble peaklIWu CHUCTEMATH3UPOBAHBI OTHOCHTEIBHO KaXJIOH M3 CHCTEM OPTaHOB C
UCTIOJIB30BaHUEM CIEIYIONIEH KIIaCCH(PHUKAIIMN YaCTOThI BCTPEYaEMOCTH:

Ouenb yacto (>1/10)

Yacro (>1/100, o <1/10)

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

Peaxo (>1/10000, HO <1/1000)

Ouenb peaxo (<1/10000), Bkitouasi eOuHuuHsle cryyau

YacroTa Hen3BecTHA (HA OCHOBAHUM UMEIOIUXCS JAHHBIX OIEHUTh HEBO3MOXKHO).
Hapywenus co cmoponsbl UMMYHHOU CUCMEMbL:

PENKO — OCTPhIE CUCTEMHBIE AJJIEPIHYECKIE PEAKIIHH.

Hapywenusi co cmoponsl Kposu u IuMpamuieckoi Cucmemul.

PENKO — TPOMOOIUTONIEHUS, HEUTPOTICHHUS, JICUKOTICHHUS.

Hapywenus memaboniuzma u numanus.

PEIKO — THITIOMAarHUEMHUSI.

Hapywenus co cmoponuvl neuenu u scenyeableo0Aux nymelu.

MOBBIIIIEHHE AKTUBHOCTHU MIEUEHOUHBIX (DEPMEHTOB;

pEIKO — TeMaTHT, JKENTyXa, IeYSHOYHAs dHIe(aIomaTusl.

Hapywenus co cmopoHbl nouex u Mouegbl800sWuUx nymeli:

OYEHb PEIKO — HHTEPCTULMAIBHBIN Hepput!;



COOTBETCTEBYET QKCIHEFPTHOMY QTYHETY
ot 02.07 2025 N2 16413
YaCcTOTa HEM3BECTHA — DPEKTHIIbHAS AUCQYHKIIMSL. (NOCNEOOBATENBHOCTE 0002)

L

Hapywenus co cmoponsl kodcu u NOOKOHCHbIX MKAHEU.:

penko — Oyiie3Hble BBICHITIAHUS, KPAITMBHUIIA;

O4YEHb PEIKO — MYJIbTH(QOPMHAS dpUTEMA, TOKCUUYECKUN SMHUAECPMAIIbHBIM HEKPOIHU3, CHHIPOM
CrueHca-/I)xoHCOHA.

Hapywenus co cmoponbl MblueyHoU, cKe1emHol U COeOUHUMENbHOU MKAHU:

PEAKO — MUAIITHUSA, apTPAITHSL.

Hapywenus co cmopomsi penpo0yKmusHotl cucmemvl 1 MOJLOYHBIX JHCele3:

OYEHb PEIKO — TMHEKOMACTHSI.

Wsmenenuii npyrux nabopaTOpHBIX IOKa3aTeleil B Xoj€ Mpuema padempasona HaTpus HE
Ha0J110/1a710Ch.

CornacHo TaHHBIM ITOCTMAPKETUHTOBBIX HaOmoaeHui pu npueme UIIIT Bo3mokHO yBenuueHue
pUCKA BO3HUKHOBEHMS IIEPEIOMOB, MOJOCTPOM KOKHOM KpPAacCHOM BOJYAHKH M JKEJIE3HCTBIX
MOJIUIIOB JTHA >Kenyaka (cMm. paszen 4.4.). 3aperucTpupoBaHbl pPEIKHUE CIydyad IEYCHOYHOM
SHICPATONIATHH Y TTAIIMEHTOB C IIUPPO30OM.

! Tlpu npumenenmmn  MUIIIl  MoXKeT  MOBHINIATECS  PUCK  PA3BUTHA  OCTPOTO
TyOyJIOMHTEPCTUIIHAIBHOTO HepuTa (C BO3MOXHBIM MPOTPECCUPOBAHHMEM JI0 TOYEUHOM
HEJIOCTATOYHOCTH).

Coo01reHne 0 moJ03pEBAEMBIX HEXKEIATEIbHBIX PEAKIINIX

BaxxHo coo0miate 0 mojo3peBaeMbIX HeKeNaTeNbHBIX PEaKIUIX MMOC/Ie PETUCTPalliY TIpernapara ¢
HEeNbI0 O0OECHeueHHsT HEeMPEephIBHOTO MOHUTOPUHTA COOTHOILIEHHUS «IOJb3a — PHCK»
JIEKapCTBEHHOI0 IpemnapaTta. MeaUIMHCKUM paOOTHHKAM PEKOMEHAYETCsl cOoOOLaTh O JHOBIX
MOI03PEBACMBIX HEKETATEIbHBIX PEaKIMAX JICKAPCTBEHHOTO Ipernapara 4epe3 HalmOHAIbHBIC
CUCTEMBI COOOIIEHHS O HEXeNaTeIbHBIX pPEaKIUsIX TOoCyJapcTB — uiIeHOB EBpasuiickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas Denepanusa

®denepanpHas cmyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczmpaBaanzop)
Anpec: 109012, r. Mocksa, CraBsiHCKast miiomanip, 1. 4, ctp. 1

Ten.: +7 (800) 550-99-03

Q. moura: pharm@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka



COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 02.07.2025 N2 16413
CuMnTOMBI (NCCNEOOBATENEHOCTE 0002)

L

JlanHble O HAMEPEHHOM WIM CIydyallHOW Iepeao3UpOBKE MUHUMAabHbIL. (CiyyaeB CHUJIbHOU
nepe03UPOBKH padenpa3zoioM He ObIJI0 OTMEYEHO.

Jleuenue

Crenuduueckuil antunot A npenapata [lapuer HemspecteH. Pabenpason Xopo1o cBA3bIBaeTCs
¢ OesIkaMu TIa3MBI U TIOATOMY CJ1a00 BBIBOAUTCS MpH auanu3se. [Ipu nepeno3upoBke He0OX0AUMO

MMPOBOAWUTH CUMIITOMATUYCCKOC U MOAACPKMBAOIICE JICUHCHUC.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoauHaMuyecKue CBOHCTBA

dapMakoTepareBTUYECKasl TPYIa: CPEACTBA JUIsl JICUCHUS KUCIOTO3aBUCHUMBIX 3a00JICBaHMIA;
MPOTUBOSI3BEHHBIE CPEJICTBA W CPEACTBAa IS JIEYEHHs] TacTpodsodareanbHOil pedIrokcHON
6one3uu (I'OPB); UHrUOUTOPBI MPOTOHHOTO HAcocA.

Kox ATX: A02BC04

Mexanusm geiicTBus

PabGenpa3on HaTpuss OTHOCHTCA K KJIacCy aAHTHCEKPETOPHBIX BEIIECTB, IMPOU3BOJHBIX
O6eH3uMugazona. Pabenpa3on HaTpus MOAABISET CEKPELMIO JKENyJOYHOTO COKa IyTeM
crienuduueckoro uurubuposanus H'/K* AT®a3sl Ha CeKpPETOPHOMN MOBEPXHOCTH MAPHETAIBHBIX
xieTok kenyaka. H/K® ATdasa mnpeacraBiseT coOoi OENKOBBIM KOMILIEKC, KOTOpPBIi
(GYHKIMOHMpPYET KakK NpPOTOHHAs IOMIa, TakuM oOpa3oM, palenpazon HaTpHs SBISETCS
UHTUOUTOPOM MHPOTOHHOH IMOMITIBI B JKENyAKE U OJIOKHpYeT (UHATIBHYIO CTAIAMI0 MPOAYKIUH
KUCTOThI. JlaHHbIN 3D PEKT ABNIeTCS 10303aBUCUMBIM U MPUBOAMT K MOJIaBICHUIO KaK 0a3aJIbHOIA,
TaK U CTUMYJIMPYEMOMN CEKpEeLMH KUCIOThI HE3aBUCUMO OT paszpaxurens. Pabenpason Hatpus He
o01ajaeT aHTUXOJIMHEPTUYECKUMHU CBOMCTBAMHU.

Anmucexpemopnoe Oeticmsue

[Tocne nepopanbHoro npuema 20 Mr padenpasosa HaTpUsl aHTUCEKPETOPHBINA 3P PEKT pa3BUBaeTCA
B Te4yeHHe yaca. lurubupoBanue 6a3aabHON U CTUMYJIHPYEMOM CEKPEIIMU KUCIOTHI uepes3 23 yaca
noclie mpuemMa mepBoil 103bl pabernpa3ona Hatpusi coctaBisieT 69 % u 82 % cOOTBETCTBEHHO, U
npoaoinkaercss 10 48 yacoB. Takas HmpoAOKUTEIBHOCTh (PapMaKOIUHAMUYECKOTO JIEHCTBUS
HAMHOTO TIPEBBIIIAET MPEACKA3yeMOe IO IMEpPUOJy IONYBbIBEACHUS (IIPUMEPHO OAMH 4Yac).
Hannbsiit 3¢dext mMoxeT ObITh 00BSCHEH NPOAOIKUTEIbHBIM CBS3BIBAHHEM JIEKAPCTBEHHOIO

BemtectBa ¢ H'/K' AT®a30ii mapueTaabHBIX KIETOK >KeNy[Ka. BelnunHa HHTHOHPYIOMIETO
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 02.07 2025 N2 16413
JEHCTBUSA pabenpasosia HaTPUsl Ha CEKPELUIO KUCTIOThI JOPTUTARE [IaTioCHg Tpex (el mpagya

pabernpa3oiia Hatpus. [Ipu npekpaiieHny npueMa CeKpeTopHasi akKTHBHOCTh BOCCTAHABIMBAETCS B
TeueHue 1-2 aHei.

Bausinue na yposens cacmpuna 6 cvigopomxke

B xo/1e KIIMHUYECKUX UCCIIeN0BaHUM NManueHThl npuauMaiid 10 wim 20 Mr paGenpa3ona HaTpus
€XKEJIHEBHO TP MPOJOLKUTEIBHOCTHU JIedeHUsI 10 43 MecsleB. YPOBEHb I'acTpUHA B CHIBOPOTKE
OB TOBBIINICH TEpBbIe 2-8 HEAENTb, YTO OTPAKAET HHTUOMpYIOIIee IEHCTBUE HA CEKPEIHUI0
kucnoThl. KoHIIeHTpalys racTpiHa BO3Bpalaiach K UCXOAHOMY YPOBHIO OOBIYHO B TeueHue 1-2
HEZIeINb N0CTIe MPEKPaIICHUS JICUCHUS.

Brusinue na sumepoxpomagppurnonodobnvie knemxu

[Tpu uccnenoBanuu 00pa3oB OMOIICHH KeITyIKa YeIIOBEKa M3 00JIACTH aHTPAITBHOTO (HUKHETO)
OTJIeNa Kemy/IKa U JHa ey nka 6osee uem 500 maueHToB, MoJIy4aBIIuX padenpa3o HaTpUsl Win
npernapar CpaBHEHUS B T€UCHHE 8 HeJlelb, YCTOMUMBbIE U3MEHEHUSI MOP(POJIOTHIECKON CTPYKTYPBI
9HTEPOXpoMaHUHOMOMOOHBIX  KIETOK, CTENeHH BBIPAKEHHOCTH  TacTPUTa,  YacCTOTHI
aTpoMUECKOro raCTpuTa, KMIICUHOW METaIlIa3uu WK pactpoctpanenus nudekiuu Helicobacter
pylori He 6bUTH OOHAPYIKCHBI.

B uccnenoBanuu ¢ yaactuem 6omee 400 manneHToB, moayyaBiiux padenpa3on Hatpus (10 Mr/aeHs
w20 MI/eHs) TPOJOKUTEIBPHOCTRI0 10 | Toja, YacToTa TUIEpIUIa3ud ObUTa HHU3KOH W
CpPaBHMMOM ¢ TakoBOM Juisi omenpasona (20 mr/kr). He Obu1 3apeructpupoBaH HU OJUH Cllydai
aJICHOMATO3HBIX M3MEHEHHUH UITN KapLIMHOMIHBIX OIyXO0Jei, HaOI01aBIINXCS Y KPBIC.

Hpyaue 2¢hghexmut

Cuctemnbie 3¢ ¢dexTsl pabemnpa3ona HaTpusi B OTHOIIEHUU LEHTPAIHHOM HEPBHOW CHUCTEMBI,
CEepJICYHO-COCYAUCTOMN WUJIU JIbIXaTEJIbHON CHCTEM B HACTOSIIMI MOMEHT HE OOHapy:keHbl. bblio
MOKAa3aHo, 4TO pabernpa3oil HaTpHs MpH NepopaIbHOM MpueMe B 1o3e 20 Mr B TeueHHE 2 HEeleTb
HE OKa3bIBaeT BJIMSHHUSA Ha (YHKIUIO IIMTOBUIHON 3>KeJe3bl, YIJIeBOJHBIH OOMEH, YpOBEHb
NapaTUpPEeOrTHOTO TOPMOHA B KPOBH, a TAK)KE Ha YPOBEHb KOPTHU30J1a, 3CTPOr€HOB, TECTOCTEPOHA,
MPOJaKTHHA, TNIIOKaroHa, QosuMkyjgoctuMynupyromero ropmona (OCIY), moTenHU3UPYIOIIEro
ropmoHa (JII'), penuHa, anbaocTepoHa U COMAaTOTPOITHOTO TOPMOHa.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

PaGemnpazon ObicTpo abcopOMpyeTcss W3 KHUIIEUYHHWKA, W €r0 MHUKOBBIE KOHIICHTPAIUU B TIJIA3ME

AOCTUTAIOTCId TIPUMEPHO YCPEC3 3,5 9 IIoCjic mpueMa J03bl B 20 mr. HM3mMeHeHHE NHKOBBEIX
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 02.07 2025 N2 16413
KoHleHTparuii B miasMe (Cmax) ¥ 3HAYCHUH TUIOIIAI (WOK]| KRPUBOH, KKOHUEHT A Mus S BPEMH»

(AUC) pabemnpa3ona HOCAT TUHEHHBINA XapakTep B quamna3one 103 ot 10 qo 40 mr. AGcomoTHas
OMOJIOCTYIHOCTh TMOcje mnepopaibHoro mnpuemMa 20 Mr (MO CpaBHEHHMIO C BHYTPUBEHHBIM
BBEJICHUEM) cocTaBisgeT okosno 52 %. Kpome TOoro, GuMOIOCTYMHOCTh HE HU3MEHSAETCS MpH
MHOTOKPAaTHOM IMpueme pabdernpazona. Y 3J0pOBbIX JOOPOBOJIBLEB MEPUO IMOJIYBbIBEICHUS U3
I1a3Mbl cocTaBiseT okoo 1 4 (Bapbupys ot 0,7 1o 1,5 1), a cyMMapHbIi KIIMPEHC COCTaBISET 3,8
MJI/MUH/KT. Y TaIMeHTOB ¢ XpoHW4eckuM 3aboneBanueM mnedeHd AUC yBenuueHa BABOE IO
CPaBHEHMIO CO 3J0POBBIMH JOOPOBOJIBLIAMHU, YTO OTpa)XKaeT CHIKEHUE MeTaboin3ma HepBOro
MPOXOXKACHUS, a TIEPHOJI MOJIYBBIBEICHUS U3 IUIa3Mbl yBeJlndyeH B 2-3 pa3a. Hu Bpems nmpuema
npernapara B TEUEHHE CYTOK, HM aHTAIMIbl HE BIMSIOT Ha abcopOiuro pabempaszona. [Ipuem
mperapara ¢ JKHUPHOU MUIIEeH 3aMe e abcopOnuo padenpasoia Ha 4 yaca u 6oJiee, OTHAKO HU
Cuax, HH cTernenb abcopOiuu (AUC) He U3MEHSIOTCS.

Pacupenenenue

Y denoBeka CTEIEeHb CBA3bIBaHUS paberpa3oiia ¢ OeIKaMu TUIa3Mbl COCTaBIISET OKOJI0 97 %.

EI/IOTDaHCd)ODMaIII/Iﬂ U DJIMMUHAILINA

Y 300poswix nrooeti

Ilocne mpuemMa OJHOKpPATHOM mepopanbHOit 1036l 20 Mr *C-meuennoro paGempasona HaTpus
HEU3MEHEHHOro Mpernapara B Moue HaijieHo He O0biio. Okono 90 % pabenpazona BHIBOAUTCA C
MOYOH TJIaBHBIM 00pa3oM B BHJIE JIBYX META0OJUTOB: KOHBIOTaTa MEPKANTYpOBOH KUCIOTHI (MS)
1 KapOoHOBO# KUCIOTHI (M6), a Takke B (hopMe ABYX HEM3BECTHBIX META0OIUTOB, BHISIBJICHHBIX B
XO0JIe TOKCHUKOJIOTMYecKOro aHamuza. OcTaBmiascs 4acTh NPUHATOTO palempaszoiia HaTpUs
BBIBOJIUTCS C KaJIOM.

CymmapHoe BbIBeleHHE cocTaBisieT 99,8 %. DT naHHbIE CBHAETENHCTBYIOT O HEOOJBIIOM
BBIBEICHUH METa00IUTOB pabenpa3ona HaTpus C xKemdblo. OCHOBHBIM METaOOIHUTOM SIBISETCS
tHoddup (M1). ENMHCTBEHHBIM aKTUBHBIM META0OIUTOM SIBISICTCS NECMETHIIBHBI METa0OIUT
(M3), ognHako OH HaOmOAANCs B HU3KOM KOHIIEHTPAMM TOJIBKO Y OJHOIO YYacTHHMKA
uccieaoBanus nocie nmpuema 80 Mr pabemnpaszona.

Tepmunanvnas cmaousi NOYeUHOU HeOOCMAamoYHOCMU

VY manueHToB co cTa0MIBHOHN MOYEeYHOM HEIOCTATOYHOCTHI0 B TEPMUHAIBHON CTaINH, KOTOPHIM
HEOOXOANM TIOJJIEPKUBAIONIMN TemMonuanu3 (KIUpeHC KpeaTuHuHa <5 wmui/mun/1,73 MZ),
BBIBEJIeHNE pabemnpas3oia HaTpUsl CX0Ke ¢ TaKOBBIM Y 310pOoBBIX H00poBOJbIeB. AUC U Cmax ¥

ATUX MaIlMEHTOB ObUTM MpHUMepHO Ha 35 % HUXKE, 4eM Y 3J0pOBbIX N00poBOJBIEB. B cpenHem
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COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 02072025 N2 16413
IEpHOl NOyBbIBEIEHUs pabenpasona coctagusin 0,82 [y 3A0POBLX AIOCPRBPIBIERL. 01395 &) y

MalMEeHTOB BO BpeMs reMoauann3a u 3,6 4 nocjue remoananuia. Kinupenc npenapara y naimeHToB
¢ 3a00JIeBaHHUSIMY TTOYCK, HYKIAIOIIMXCS B TEMOIMATH3E, ObLIT MPUOIU3UTEIHHO B IBA Pa3a BHIIIIE,
YeM y 3JJ0POBBIX I00POBOJIBIIEB.

Xponuueckuti KOMNEHCUPOBAHHBIU YUPPO3

Y NanueHToB ¢ XpOHUYECKUM KOMIICHCHPOBAHHBIM IIUPPO30M TEUEHU HAOIIOAaIach puemiieMast
NEePEeHOCUMOCTh Tepanuu padenpazonom HaTpus B 1o3e 20 mr 1 pa3 B genb, xots y Hux AUC Obuta
B 2 pasa Bbile, a Cmax yBenuueHa Ha 50 % 1o cpaBHEHHMIO CO 3J0POBBIMH J0OpPOBOJIBLIAMU
COOTBETCTBYIOILIETO MOJIa.

Tayuenmsr nodxxcunozo 6ospacma

Y NOXUJIBIX MAIIMEHTOB dTUMUHAIMS padernpasoia HecKoIbKo 3ameieHa. [locie 7 mHel mpuema
pabermnpazona o 20 Mr B cyTku y noxuisix jun AUC Obi1a mpuMepHo BiBoe 0osbiie, a Cmax
noBeillieHa Ha 60 % 1O CpaBHEHHIO C MOJOIBIMU 3J0POBBIMHU A0OpoBosibliaMu. OHAKO,
MIPU3HAKOB KyMYJISILIUH pabenpa3oyia He 0TMEYaIOCh.

CYP2C19 nonumopguzm

VYV nanmeHToB ¢ 3amemieHHsIM MeTabonmm3aMoM CYP2C19 mocne 7 mHei nmpuema pabemnpaszolia B
no3e 20 mr B cytku AUC yBenuuuBaercs B 1,9 pasa, a nepuon noayseiBefeHUs: — B 1,6 pasza o
CPaBHEHMIO C TEMHM K€ MapamMeTpamMHu y «OBICTPbIX METa0O0JM3aTOpoB», B TO BpeMs Kak Cmax

yBenuuuBaetcs Ha 40 %.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeuenb BcIoMoOraTe/ibHbIX BellleCTB
Manunurton

Marnus okcup

['upokcunponuienoiao3a ciadozaMerieHHas (THIIpoIio3a)
IMuapokcunponuemitono3a (Tunposo3a)
Maruus cteapat

DTUIILEIUTION03a

lMunpomenossl ¢pranar

JraneTnampoBaHHbIA MOHOTJTUIEPU/T

Tanbk

Turana auokcun (E171)
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COOTRETCTBYET 3KCNEPTHOMY OTYETY
at 02.07.2025 Ne 16413
Kpacurens xenesa okcun kpacHslii (E172) (NOCNEOOBATENBHOCTE 0002)

L

Bock kapnay0ckuit
UYepnuna nuuiessle cepoie F6
- Ilennak 6emnbrii
- Kpacurens xenesa okcup uepusiii (E172)
- DTaHOJ JeruipaTupoBaHHbIN
- 1-byranon
6.2. HecoBMecTUMOCTH
He npumenumo.
6.3. Cpok rogHocTu (CpoOK XpaHeHus1)
2 rona.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHHUH
IIpu Temneparype He Boile 25 °C. He 3amopaxuBars.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU
TabneTKn KAIMIEYHOPACTBOPUMEIE, TTOKPBIThIC 000104K0i, 10 MT.
[To 7 unu 14 Tabnerok B 6nuctepe u3 2-x cioes antomunus. [1o 1 6iuctepy BMecTe ¢ MHCTPYKITHEH
M0 MEIUIIMHCKOMY IMPUMEHEHHUIO B KapTOHHOW mMayke. Ha KapTOHHBIX Maykax MOKET ObITh
MIPEAYCMOTPEH KOHTPOJIb BCKPBITHS.
6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPU  YHUYTOKEHUM  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  TMpemapara WJIH  OTX0A0B, MOJY4YEHHbIX MOcCJe NpPUMEHEeHUs!
JIEKAPCTBEHHOT0 MpenapaTa u JApyrue MaAaHUMyJISIIUM C IPenapaTomM
Becw ocraBmmiicst 1eKapCTBEHHBINA TIpemapar U OTXOJIbI CIEAYEeT YHUUYTOXHUTh B YCTAHOBIIEHHOM

MOPsIZIKE.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJIOCTOBEPEHMUSA
Poccniickas @enepanns

000 «/Ixxoncon & J[>KOHCOH»

Poccus, 121614, r. Mocksa, yn. Kpsutarckast, 1. 17, kopm. 2

Ten.: +7 (495) 755 83 57

daxc: +7 (495) 755 83 58

On. moura: DrugSafetyRU@its.jnj.com

7.1. IIpeacTaBuTeNb AEPKATE/S] PETHCTPAIIMOHHOIO YI0CTOBEPEHUs
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COOTBETCTBYET QKCIHEFTHOMY QTHETY
ot 02072025 N2 16413
[IpereH3un moTpeOUTENICH HAIPABIATH 110 az[pl Cy: (NMOCNEOOBATENBHOCTE 0002)

Poccuiickaa ®eoepayus

00O «/lxxoncon & [lxoHcon»

Poccus, 121614, r. Mocksa, yi. Kpsinarckas, 1. 17, kopii. 2
Ten.: +7 (495) 755 83 57

dakc: +7 (495) 755 83 58

. moura: DrugSafetyRU@its.jnj.com

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETMCTPAIIMA (IIOATBEPXKIEHUSA PETMCTPAILIMU,
INEPEPETUCTPAIIN)

JlaTa nepBoii peructpanmmu:

10. IATA IEPECMOTPA TEKCTA
OO0mas xapakTepucCTHKa JeKapCcTBEHHOTo mpemnapata [lapuer moctymHa Ha MHQOPMALIMOHHOM
noptane EBpa3miickoro SKOHOMHYECKOTO COr03a B WH(POPMAIMOHHO-KOMMYHHKAIIMOHHON CETH

«Hurepuer» http://eec.eaeunion.org/
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