COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.06.2025 N= 14819

OBLIASI XAPAKTEPUCTHKA JIEKAPCTBEHIFOPO TIPEITAPATA 1004

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

PaGemnpazomn, 20 mr, TabJIETKN KAIIEYHOPACTBOPUMBIE, TOKPHITHIC 0007I0YKOM

2. KAYECTBEHHBIN 1 KOJTMYECTBEHHBINA COCTAB

[eticTBylollee Be1ecTBO: padbenpasod

Kaxxnas TabyeTka KUIIIEYHOPACTBOPpUMAs, IMOKPHITast 000JI09KOH, comepxut 20 Mr pademnpazona
(B BHIE pabenpasoa HATPHS).

[TonHbIl epeyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJICH B pasnene 6.1.

3. JIJEKAPCTBEHHAS ®OPMA
TabneTku KUIIEYHOPACTBOPUMBIE, TOKPHITHIE 000JIOUKOI.
TabneTku Kpyriioi, JBOSIKOBBITYKIONH (DOPMBI, TOKPHITHIE OOOJIOYKON OT CBETIIO-XKEITOrO 0

JKCJIITOro OBCTa.

4. KJIMHUYECKHUE JTAHHBIE
4.1. Iloka3aHusl K IPMMEHEHUIO
PaGenpason moka3aH K IPUMEHEHUIO y B3POCIIBIX U JeTer oT 12 mo 18 mer.
e SI3BeHHAs 0OJE3HB KeNyaKa B CTaauu 000CTPEHHUS U s3Ba aHACTOMO34;
e SI3BeHHas 060JIE€3Hb JBEHAIATUIIEPCTHON KUILKU B CTaIUN 0OOCTPEHMUS;
e Dpo3MBHasg M S3BEHHas racrpos3odareanbHas pedirokcHas 0oje3Hb WM pedIroKc-
930(harut;
e [lonaepkuBaroiias Tepamus racTpo33ogareanbHo pedIioKCHOM 601e3HY;
e HeosposusHas ractposzodareanbHast pedirokcHas 00J1e3Hb;
e Cunapom 3o0/UIMHrepa-OJUIMCOHA M JIPYIME€  COCTOSHUS, XapaKTEpU3YIOLIUECs
NATOJIOTUYECKON TMIIEPCEKPELINEN;
e B xomOuHanmmMu ¢ COOTBETCTBYIOUIEH aHTHOAKTEpUATbHOW Tepamueill Ui 3paJuKaluu
Helicobacter pylori y naiueHToB ¢ S3BeHHO# 00JI€3HBIO.
4.2.  Pe:xxum 103UPOBAHUS U CMIOCO0 MPUMEHEHHUS

PexuMm no3upoBanus

Ilpu s36ennotl bonesHu dHceryoka 6 cmaouu 0OOCmMpeHus U A36e aHaACMOMO3d PEKOMEHIYeTCs
OpUHUMATh BHYTPb 10 20 Mr ouH pa3 B AeHb. OOBIYHO M3JIEUEHUE HACTYIMAET mociie 6 Helenb
Tepanuu, 0JHaKO B HEKOTOPBIX CIy4asX JUIMTEIbHOCTh JICUEHUSI MOXKET OBITh YBEJIMYEHA €llle Ha

6 HeOelb.
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NPUHUMATH BHYTPh MO 20 MI' OJMH pa3 B JeHb. /[MMTETBHOCTH JICUEHUS COCTABISET OT 2 [0
4 nenens. B ciiyuae HEOOXOAMMOCTH JUIMTENBHOCTh JICUYCHHUS MOXKET OBITh YBEJIIMYEHA €IIe Ha
4 genenu.

Tlpu neuenuu spo3usHotl cacmposzoghazeanvroli pe@aroKkcHol bone3HU Ul pegarokc-33ogazume
pPEKOMEHIyeTCcsl MPUHUMATh BHYTph 1o 20 Mr OoAWH pa3 B J€Hb. JIUTEIbHOCTH JICUCHUS
cocraBisieT oT 4 10 8 Henmenb. B ciydae HEOOXOMUMOCTH JUTUTEIHHOCTD JICUSHUSI MOXKET OBITh
yBeJIHMYEHA ellle Ha 8 HelleIb.

Tlpu noooeporcusaroweti mepanuu 2acmpod?3ogazeanvrotl pephiokcHol 601e3HU PEKOMEHTYETCS
MPUHUMATH BHYTPh 110 20 MT OAWH pa3 B JAcHb. JINTEIHHOCTH JICUYCHHUS 3aBUCUT OT COCTOSTHUS
HalyeHTa.

Ilpu Heapo3usHotl cacmposzoghazeanvroii peiokcrol 6one3nu 6e3 230¢hazuma peKOMEHIYETCs
MPUHUMATH BHYTPb 110 20 Mr oJIMH pa3 B AeHb. Eciu mocie 4eTbipex Helesb JICYSHHs] CUMITTOMBI
HE HCYE3al0T, CIEeAyeT TIPOBECTH JIONOJHHUTEIBHOE HCCiIeqoBaHue mnanueHTa. [locme
KYIIUPOBAaHUSI CHMIITOMOB ISl TIPEAYIPEXKICHHUSI UX TOCIEAYIONIET0 BO3ZHUKHOBEHHUS CIEIYET
MPUHUMATH MIpernapaT BHYTPb OAUH pa3 B JCHb 110 TPEOOBAHUIO.

Mna neuenus cunopoma 3onnuneepa-Onnucona u Opyeux COCMOSAHUL, XaApaKmepuzyiouuxcs
namono2u4eckol eunepcekpeyueti, 103y noaduparT uHaAMBUAyabHO. HavanbHas noza — 60 mr
B JIEHb, 3aT€M JI03y IMOBBIIIAIOT W Ha3HaydalT mpenapar B no3e a0 100 mr B JeHb Npu
OJIHOKpaTHOM mpueMe wiu 1o 60 mr aBa pa3za B AeHb. [|JIS HEKOTOPHIX MAIMEHTOB APOOHOE
JIO3UPOBaHUE Tpernapara SBISETCS MPEANOYTHTEIbHBIM. JIedeHne MOKHO MPOJOKAThCA IO
Mepe KIMHHYECKOW HEOOXOAMMOCTH. Y HEKOTOPBIX ITallMEeHTOB C CHHIPOMOM 30JUTMHTEpa-
DJTMCOHA T TEIBHOCTD JICUYSHHS Pa0eTpa30ioM COCTaBIIsIIa 10 OJHOTO Toja.

s spaourayuu Helicobacter pylori pekomenayercst mpuHuMath BHYTpb 10 20 Mr 2 pasa B J€Hb
[0 OMNpENETIeHHOW CXeMe C COOTBETCTBYMOLIEH KOMOHMHaluMell aHTHOMOTHMKOB. [HMTENnbHOCTH
JICUCHHUS COCTABISAET 7 JTHEH.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmsi ¢ noueunoli HeOOCMaMmMoOYHOCMbIO

Koppekuuu 10361 nalenTaM ¢ Mo4Ye4HO HeIOCTATOYHOCThIO HE TpedyeTcsl.

Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

VYV nanueHToB C JIETKOM U YMEPEHHOW CTENEHBIO MEYEHOYHON HEIOCTAaTOYHOCTH KOHIEHTPALMS
pabermpa3oiia B KpOBH OOBIYHO BHIIIIE, YEM Y 3JI0POBBIX MAIMEHTOB.

[Tpu HazHaueHuu pabernpa3zolia MaUeHTaM C TSHKETIOW CTENEeHbI0 TeUeHOYHOW HeIOCTATOYHOCTH

cienyer coOIoaaTh OCTOPOKHOCTD.
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Hooiwcunvie nayuernmol

Koppexuuu 10361 He TpedyeTcsl.
eTH

bezonacHocTh u 3P dekTuBHOCTH padernpazona HaTpust 20 MT 1711 KpaTKOCPOUHOTO (70 8 HEeIb)
JIeYeHUsST TacTpod3odarcalibHOl pedIroKCHOM OOJIe3HM Yy JeTei B Bo3pacte 12 et u Oosee
MOJATBEPXKIIEHA OKCTPANOAIUEH pe3yabTaTOB aJCKBATHBIX M XOPOIIO KOHTPOJIUPYEMBIX
UCCIICIOBAaHMM, MOAKPEIUIIIOMUX 3(PQPEKTUBHOCTh pabenpaszona HaTpusi AN B3POCIBIX, H
UCCJIEIOBAaHUSIMH Oe30MmacHOCTH M (apMaKOKMHETUKH JJi MalMeHTOB JETCKOr0 BO3pacTa.
Pexomenayemas mo3a s gereid B Bospacte 12 yer u 6osiee cocrapisieTr 20 mMr 1 pa3 B 1eHb
IPOJOKUTEIBLHOCTBIO 10 8 HEJEIb.

BbesomacHocth u 3¢ (dekTHBHOCTL pademnpaszoiia HATPHUS JJs JICYCHHS TracTpod3odareanbHON
pedurokcHoM Oone3nu y nereit B Bo3pacte oT 0 no 12 ner He ycraHoBieHa. be3omacHOCTh U
s dexTrBHOCT paberpa3onia HATPUS IS IPUMEHEHUS MO IPYTHM MOKa3aHUSM HE YCTaHOBIIEHA
JUISI TALIMEHTOB JIETCKOTO BO3pPACTa.

Cnoco0 nnpuMeHeHus

Tabnetkn npenapara PabGempas3on Henb3s pa3zKeBbIBaTh WM U3MeEIb4aTh. [a0JIETKH CleqyeT
[JIOTaTh LIETUKOM. YCTaHOBIEHO, YTO HH BpeMsl CYTOK, HM IPUEM MHIIUA HE BIUAIOT Ha
AKTUBHOCTH padernpasoia HaTPHsl.
4.3. IIporuBomoka3aHus

e [ umepuyBCTBUTENHLHOCTH K pabenpa3oiy, 3aMeIIeHHBIM OCH3MMH1a30J1aM HITH K JII00OMY

U3 BCIIOMOTATEIbHBIX BEIIECTB, IIEPEUNCIIEHHBIX B pazjeie 6.1;

e bepeMEeHHOCTB;

e [lepuon rpyaHOro BCKapMIIMBaHUS.
4.4. QOco0Oble ykazaHusi 1 MepbI PeI0CTOPOKHOCTH NPH NPUMEHEHHH

C 0CTOPO’KHOCTBIO

e Jlerckuil BO3pacT;
e Tskenas moyeyHast HEIOCTaTOYHOCTb.

Oco0ble yKa3aHus

OTBer nanueHTa Ha Tepanuio padenpa3zoioM HaTpUs HEe UCKIIIOYAeT HAJMUYUS 3710Ka4eCTBEHHBIX
HOBOOOPA30BaHMI B KemyKe.

Tabnetkn npenapara PaGenpas3on Henb3s pa3zKeBbIBaTh WM U3MEIb4aTh. 1alJIETKH CleqyeT
TJIOTaTh IICJIMKOM. yCTaHOBHeHO, 4TO HHU BpEMA CYTOK, HU IPHUEM NHUIIM HE BJIUAIOT Ha
aKTUBHOCTH paberpa3oia HaTpusl.

B crenumanesHOM HCClIEZIOBaHMM Yy MAIlMEHTOB C JISTKMMU WM YMEpPEHHBIMH HapyHICHUSIMHU

GyHKIIMM TeYeHH He ObLI0 OOHApY)KEHO 3HAYUMOTrO OTIMYMS 4YacTOThl MOOOYHBIX 3(deKToB
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pabenpaszosia HaTpHUsi OT TAaKOBOW y MOAOOpaHHBIX noI lﬁofng%gﬁbag@_l%b%}:m JTULL,

HECMOTpSL Ha 3TO, PEKOMEHAyeTCs COOII0aTh OCTOPOKHOCTh IPH IEPBOM Ha3HAYCHUU
pabenpazosia HATPHs MAUEHTaM C TSDKEIBIMU HapylIeHusMu GyHKUuU nedenu. [lnomans mox
KpuBOH «KoHIeHTparuss — Bpemss» (AUC) pabempasonia HaTpus y MAIUCHTOB C TSHKCIIBIM
HapylieHreM (QyHKIUYU TIeYeHU IPUMEPHO B J[Ba pasa BhIIIE, YEM Y 3JI0POBBIX TOOPOBOJIBIIEB.
[TanmenTam ¢ HapymeHUIMHU QYHKIMY TOYEK MITH IEYSHN KOPPEKTUPOBKA JI03bI paderpas3oia He
TpeOyercs.

T'unomaenuemus

[Ipu neuenun marHOUTOpamu mpotoHHou nmommsl (MIIIT) Ha mpoTsbkeHnH, 1O KpaitHel mepe,
3 MecsleB B pEIAKUX CIy4asx ObUIM OTMEYEHBI CIydyaW KJIMHUYECKHU MPOSBISIOIIEHCS WU
0eCcCUMNTOMHON TUIIOMarHueMuu. B GOJBIIMHCTBE CIIy4aeB 3TH COOOIIEHUS IMOCTYIAIHN MOCIe
roga tepanuu. Cepbe3HbIMU MOOOYHBIMU SBICHUSMU ObUIM TETaHHS, apUTMHUS U CYIOPOTH.
BonbuIMHCTBY ManuMeHTOB TPeOOBAIOCH JIEYCHHE THUIOMAarHHEMHH, BKIIOYAIONIee 3aMeleHUE
Maraust 1 otMeHy teparnuu UIIII. Y nanueHToB, KOTOphIe OyAyT MOMy4YaTh JJIUTEIBHOE JICUCHUE
win koropsle nmpuHumaroT MUIIII ¢ mpemapatamu, TakuMu Kak JUTOKCUH, WIM Ipenaparamu,
KOTOpBIE MOTYT BBI3BaTh TMIIOMArHUEMUIO (HAMpUMeEp, TUYPETHKH), MEAUIIMHCKHE PAOOTHUKU
JIOJIKHBI KOHTPOJIMPOBAaTh KOHUEHTPALMIO Maruus 10 Hadana jedenus UIIIT u nepuoanyecku Bo
BpEMsI JICUEHMUSL.

[TarueHTsl HE [OJDKHBI MPUHUMATh OJHOBPEMEHHO C pademnpas3osnoM JApyrue CpeacTBa,
CHIDKAIOIIHUE KUCIOTHOCTh, HanpumMep, 0siokaropsl Ho-perientopos wmu UIIIT.

Ilepenomul kocmet

CornacHo aHHBIM HaOJIIOJATENbHBIX UCCIEI0BAaHUI MOKHO IIPEANON0XKNTh, YyTo Tepanus WUIIIT
MOKET TPUBECTH K BO3pPAaCTaHMIO PHUCKA CBSI3aHHBIX C OCTEONOPO30M IepenoMoB Oexapa,
3aMAcThsl WJIM NO3BOHOYHHMKA. PUCK mepesioMOB ObUT YBENMYEH Y MHAlMEHTOB, MOJyYaBIIUX
BbicOokre 0361 UIIIT nmurensHo (rox u 6oiee).

Oonospemennoe npumenerue padbenpasona ¢ MemompeKcamom

CornacHo nauTepaTypHBIM AaHHBIM, ofgHoBpeMeHHbIH npueM UIIII ¢ meroTpekcarom (mpexae
BCET0 B BBICOKHMX J[03aX) MOKET NMPHUBECTU K IMOBBIIICHUIO KOHIIEHTPALUU METOTpeKcaTa W/Win
ero meraboyinTa TUAPOKCHUMETOTPEKCaTa B CHIBOPOTKE M YBEJIWYHMTH MEPUO]I MOTYBBIBEICHHUS,
YTO MOYET MPUBECTH K Pa3BUTHIO TOKCHYECKUX 3(pPexToB MeToTpekcata. [Ipu HeoOxoaumocTu
MIPUMEHEHHUS BBICOKHX 103 METOTpEKcaTa MOKET ObITh pacCCMOTPEHA BO3MOKHOCTh BPEMEHHOTO
npekpauienus tepanuu MIIIIL

Clostridium difficile

Tepanus UIIT moxeT mpuUBOIUTH K BO3PACTAHUIO PUCKA KEITYAOYHO-KHUIIEYHBIX WH(EKIUH,

taxkux kak Clostridium difficile.
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Ilooocmpas xkoxcnas kpacnas eonvanxa (IIKKB

Nmerotes coobuienus o cnydasx [IKKB mpu tepamum WUIII. B cioydae pa3BUTHS KOXKHBIX
W3MEHEHUH, 0COOCHHO Ha yYacTKax KOXKH, MOJBEPTIINXCS BO3JCHCTBUIO MPSIMBIX COJTHEYHBIX
Jay4yeill, KOTOpble COMPOBOXKIAIOTCS apTpajrueil, MNanueHTy HeoO0XOAUMO HEeMEeIJIeHHO
o0paTUThCs 32 MEIULUHCKON IOMOINBI0, MEAMIMHCKOMY DPAOOTHHKY CIEIYeT pPacCMOTPETh
HEOO0XOIMMOCTh OTMEHBI pabernpaszona. BosnuknoBenwne IIKKB mpu mpensigymeit tepamnuu
NIIIT moxet yBenuunth puck BosHukHOBeHMs [ IKKB npu npueme npyrux MUIIII.

JKenezucmuie noaunvi OHa dHcenyoxa

JmutenpHoe ucnonb3oBanue WIIII, Bkmrowas pabempas3ol, mo Bceld BHUIUMOCTH, CBS3aHO C
MOBBIIICHHBIM PHCKOM BO3HHUKHOBEHHS JKEJE3UCTHIX IOJMIOB JHA >XKenynaka. BoiaplmmHcTBO
JKEJIE3UCTHIX TIOJIMIIOB JHA JKEIyJAKa OCECCHMITOMHBI. Y TAIlMEHTOB C KPYIHBIMH WA
W3bSI3BJICHHBIMU TOJUIIAMUA BO3MOXEH PHUCK JKEIyJI0YHO-KUIIEUHBIX KPOBOTEYEHUH WIIU
TOHKOKHIIIEYHON HenpoxoauMocTu. [lo 3Toil mpuumHe n03MpOBKa M MPOJOKUTENIBHOCTh
teparuu UIIIT 1omKkHB ObITh MUHUMATHHBIMHU.

4.5. BzaumojeiicTBHEe ¢ JPYrMMH JIeKAPCTBEHHBIMHU MpenaparaMd W JApPyrue BHJbI
B3aNMOJAEeHCTBUSA

Cucrema nuroxpoma P450

PaGenpazon narpus, kak u npyrue UIIII, merabonu3upyercss ¢ y9acTHEM CHUCTEMBI TUTOXPOMA
P450 (CYP450) B meuyenu. B uccnenoBanusx In Vitr0 Ha MUKpOCOMax IEUCHH YeJIOBEKa ObLIO
MOKa3aHo, 4yTo pabemnpa3zon Hatpus MeTabonusupyercsa uzopepmentamu CYP2C19 u CYP3A4.
HccnenoBanust Ha 3/J0pOBBIX JOOPOBOJbIAX MOKA3alH, YTO pabenpa3osl HATpUS HE BCTYyMaeT B
(apMaKOKMHETHUYECKH WM KIMHUYECKH 3HAYUMble B3aUMOJCIHCTBUS C JIEKApCTBEHHBIMU
BEIIECTBAMM, KOTOpblE MeETabOIM3upyloTCa cuctemMoid nurtoxpoma P450 — BapdapunoMm,
(beHuTOMHOM, TEOQWIIMHOM U Ha3enaMoM (He3aBUCHMO OT BBICOKOW MJIM HU3KOH aKTHBHOCTH
(bepMeHTa, METabOIM3UPYIOLIETO TUa3enam).

KOM6I/IHI/IDOBaHHa$[ TEpaluia C aHTI/I6aKT€DI/IaJ'II)HI)IMI/I npenaparamMmu

bbulo mpoBeneHo wHccineAoBaHHE KOMOMHHMPOBAaHHOM Tepamuud C aHTHOAKTepUalIbHBIMU
npernapataMi. B JIaHHOM 4YETBIPEXCTOPOHHEM IIEPEKPECTHOM HCCIIEOBAaHUM y4acTBOBAIU
16 310pOBBIX JOOPOBOJIBIIEBR, KOTOPBIE Noxydanu 20 mr padenpazona, 1000 M aMOKCHUITMIIIMHA,
500 Mr kjmapuTpoMMIMHa WIM KoMmMOuHanuio 3Tux Tpex mnpemnapatoB (PAK — pabempaszod,
aMOKCHUIIWIITUH, KiaputpomuiuH). [lokazatemn AUC M THUKOBBIX KOHIICHTPAIMA B TUTa3Me
(Cmax) A7 KJIApUTPOMHUIIMHA W aMOKCHUIWJUIMHA OBUIM CXOKMMH TIpH  CPaBHEHUU
KOMOUMHUpoBaHHOH Tepanuu ¢ MoHotepanueil. [lokazarenn AUC u Cmax g pabempasona
yBemuumimch Ha 11 % wm 34 %, cooTBeTcTBeHHO, a s 14-THAPOKCH-KIAPUTPOMHUIIMHA

(akTuBHOTO Metaboymta kKiapurpomunuHa) AUC u Cmax yBenmmuwimmch Ha 42 % u 46 %,
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YBEIIMYEHUE SKCIO3MIMU pabernpazona U 14-rHIpOKCU-KIAPUTPOMUIIMHA HE OBbUIO MPU3HAHO
KJINHAYECKU 3HAYMMBIM.

BzanmoeiicTBHS BCICICTBHE HHFH6I/IDOBaHH5[ CCKPCIIMH XCIIYIOYHOI'O COKa

PaGenpazon HaTpusi OCYHIECTBIIET yCTOMYMBOE M IMPOJOJIKUTEIBLHOE IMOJAaBICHUE CEKpeluu
KEIyJOYHOro COoKa. TakuM 00pa3oM, MOXKET MPOHMCXOJUTH B3aUMOJCHCTBUE C BEILECTBAMH,
abcopbums kotopbix 3aBucuT oT pH. Ilpu ogHOBpeMeHHOM mpueme ¢ pademnpazoyioM HaTpus
YPOBHU KETOKOHa3zojia ymeHbmatorcs Ha 30 %, a ocTaToyHble YPOBHH JUTOKCHHA
yBenuuuBatotcs Ha 22 %. CnegoBarenbHO, 3a ONPEAEICHHBIMU IallMEHTAaMH MOKET
notpe0oBaThCsl HAOMIONEHUE IS PEIICHUS BOIPOCAa O HEOOXOAMMOCTH KOPPEKTHUPOBKHU O3B
Opyd OJHOBPEMEHHOM IIpHeMe palbernpas3oja HaTpus C KETOKOHA30J0M, JUTOKCHMHOM WIIU
JIpYTMMHU JICKapCTBEHHBIMH MpenaparaMu, abcopOIust KOTOPBIX 3aBUCUT OT pH.

ATaszaHaBup

[Tpu onHOoBpemenHOM npueme arazaHaBupa 300 mr / puronaBupa 100 mr ¢ omemnpazosnom (40 mr
1 pa3 B genp) wiu atazanasupa 400 mr ¢ mancompasonom (60 Mr 1 pa3 B J€HB) 310POBBIMU
T00pOBOIbIIAMH HAOIIOAIOCh CYIIECTBEHHOE CHUKEHHE SKCIIO3UIINY aTa3aHaBupa. AbcopOuus
aTa3zaHaBupa 3aBUCHUT OT pH. XoTs ogHOBpeMeHHBIH mpueM ¢ pabenpa3ojioM He H3ydalcs,
CXOXKHE PE3YJIbTaThl OKHUAAIOTCS TAKXKE JJISL IPYTMX WHTHOUTOPOB MPOTOHHOTO Hacoca. Takum
o0pa3oM, HE pEKOMEHIYyeTCsl OJHOBPEMEHHBI IpHeM ara3aHaBUpa C HMHTHOMTOpaMuU
MPOTOHHOT'O Hacoca, BKJII0Yasi pabernpa3olt.

AHTanuaHeIe cpeaCcTBA

B xiMHMYeCKMX WCCIENOBaHMUSIX AaHTAIlUAHBIC BEIICCTBA TMPUMEHSUINCh COBMECTHO C
pabenpa3zonioM HaTpusi. KnuHuyecku 3HAYMMBbIE B3aUMOJCHCTBUA pabemnpas3oia HaTpHUs C TelleM
TUAPOKCUA ATFOMUHUS WM C TUIPOKCHUIOM MarHusi He HaOJt01aHCh.

IIpuem nunm

B knmHMYecKOM uWCCleNOBaHMHM B XOJie TIpHema palernpasoia HaTpus ¢ OOCTHEHHOMW >KUpaMH
NUIIeH KIMHUYECKH 3HAYMMBIX B3auMOJeicTBUI He HaOmoaanock. [lpuem pabenpazona HaTpus
OJIHOBPEMEHHO C O0OTAIIEHHOH KUpaMU THUIIEH MOKET 3aMeUIUTh BCaChIBaHUE pademnpasona 10
4 gyacoB u 6oitee, oqHaK0 Cmax 1 AUC He n3MeHsroTes.

[{uknocriopuH

DkcrepuMeHThl IN VItr0 ¢ HCHOJIh30BAHHEM MHKPOCOM TI€YCHHM YeJIOBEKa IMOKa3aid, YTO
pabermpa3on uHrHOUpyeT MeTabonu3m ukinocnopuna ¢ ICsg 62 MKMOB/II, T.€. B KOHIICHTPAIIHH,
B 50 pa3 mpeBpimaromieir Cmax y 3I0pOBBIX H00poBoibIeB mocie 14 nueit mpuema 20 mr
pabenpazona. CteneHh MHTHOMPOBAHUS CXOXa C TAKOBOHM JJII OMEIpasoja B AKBUBAJICHTHOU

KOHIICHTPAI1H.
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Merotpekcar

CormacHo  JaHHBIM  COOOMIEHWH O  KJIMHUYECKUX  CHIyYasX,  ONMyOJUKOBaHHBIX
(hapMaKOKMHETHUECKUX HCCICIOBAHUN M PETPOCIICKTHBHBIX AHATM30B MOXKHO MPEINOIOXKHUTH,
yto ogHoBpeMeHHbI mpuem UIIIl u metorpekcara (mpexae BCEro B BBHICOKMX J033aX) MOXET
OpPUBECTH K TOBBIIICHUIO KOHIEHTPAllMd METOTpeKkcaTa W/MIM ero  meradoiuTa
TUJIPOKCUMETOTPEKCATA U YBEJIIMYUTH IEPUOJ TOJTYBBIBEICHHS. TeM HE MEHEE, CIELUalIbHbIX
HCCIIEIOBAHUH JIEKAPCTBEHHOTO B3auMoaencTeus merorpekcara ¢ I ne mpoBoauinoce.
Knonuaorpen

OpnHoBpeMeHHOE MpUMEHeHue pabenpazona U KIONUAOrpesa y 3J0pPOBBIX JOOPOBOJIBLIEB HE
OKAa3bIBAIO KIWHUYECKH 3HAYMMOTO BJIMSHUS Ha OSKCIO3WIMIO AaKTUBHOTO MeTaboiuTa
kionuaorpena. [Ipu oZHOBpEeMEHHOM TIPUMEHEHHWU C OJOOpeHHOW [1030# pabempaszona
KOPPEKILHs 03Bl KIOMUIOTpeNa He TpedyeTcs.

Bnusnue Ha pe3yIbTaThl Ha6ODaTODHLIX HCCIICIOBAHUM

IIpumenenne MIIII mpuBOAUT K CHMXKEHMIO KUCIOTHOCTH JKEIYAOYHOTO COKAa, YTO MOXKET
IPUBECTH K YBEIMYEHMIO cojepkaHusi xpomorpannHa A (CgA) B CBIBOPOTKE KpOBH.
[ToBbiieHHbIN ypoBeHh CZA MOXXET NPUBECTH K OMIMOOYHOM HMHTEpIpEeTaluu pe3yJbTaToB
71a00paTOPHBIX MCCIEeIOBaHUN HAa HAJIMYMe HEWPOIHIOKPUHHON omyxoiu. Bo n3bexanue storo
BIIUSTHUS IPUMEHECHHE paderpasosia JOJDKHO OBITh BpEMEHHO TPEKpaIIeHo, 1o KpaitHel Mepe 3a
14 nueit no ouenku ypoBHs CgA; MOBTOpEHHE TecTa CIEAyeT PacCMOTPETh B Cilyyae, eCliu
UCXOIHBIN ypoBeHb CZA SBIISETCS BBICOKUM.

4.6. DepTUIBLHOCTb, 0ePeMEHHOCTDb M JAKTALMA

bepeMeHHOCTB

JlanHbIX 110 O6€30MacHOCTH MPUMEHEHHUs paldernpa3oiia BO BpeMsi 06peMEHHOCTH HET.
HccnenoBanus penpoAyKTUBHOCTH Ha KpbICaX M KpOJIMKaX HE BBIABUIM IIPU3HAKOB HAPYLICHUS
(bepTHIIBHOCTH WIN Je(EKTOB pa3BUTHS IUI0/1a, O0YCIOBIEHHBIX padenpa3zoioM; OAHAKO Y KPbIC
B HEOOJIBIIINX KOJIMYECTBAX Mperapar MPOHUKAET uepes3 IIaleHTapHblil Oapbep. Pabenpazon He
clelyeT NPUMEHATh NpU OEpEeMEHHOCTH 3a HWCKIIOUEHUEM CIy4yaeB, KOI/Ia OKUJaeMbIi
HOJIOKUTEIbHBIN 3(h(EeKT 17151 MaTepu MPEBOCXOIUT BO3MOKHBIN Bpe IS TUI0AA.

JlakTanus

HeusBectHo, Bblmensiercss M pabenpa3oil ¢ TIpyAHbIM MOJOKOM. COOTBETCTBYIOILIUE
MCCJIEIOBaHMSI y KOPMSIINX JKEHIIMH HE MPOBOAMWINCH. BmecTe ¢ Tem pabGenpas3on oOHapyk eH B
MOJIOKE JIAKTUPYIOLIMX KPBIC, U TIOATOMY pabernpa3oil HeJib3sl Ha3HaYaTh KOPMSIIMM KEHIIMHAM.
4.7. BuusiHHe Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CPeICTBAMM U padoTaTrh ¢
MeXaHU3MaMHu

Hcxons n3 ocobeHHOCTeH (apmakoIuHAMUKU pabenpaszoia U ero npoduisi HexXelaTelbHbIX
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pa6OTaTB C TCXHHKOﬁ. OILHaKO B cnyqae ITOABJICHUSI COHJIMBOCTHU cnez[yeT I/I36€I‘aTB 9TUX BHUIOB
JIEATEILHOCTH.
4.8. HexenaTejbHble peaKIHu

Pe3roMe HexxenaTeabHbIX PEAKIIUN

Jis ompeneneHus YacTOThl BO3HUKHOBEHHS IMOOOYHBIX 3(P(EKTOB Npernapara MPUMEHSIOT
CIenyoIIyIo Kiaccudukamnuio: oueHb dacto (> 1/10); gacto (> 1/100, Ho < 1/10); Hewacto
(= 1/1000, o < 1/100); penxo (= 1/10000, HO < 1/1000); ouens peako (< 1/10000), Bxiarouas
eMHUYHBIC CIyYaH.

Hapywenusa co cmopoHbl UMMYHHOU cucmembsl: PEIKO — OCTPhIE CUCTEMHBIE aJUIEPTUYECKUE
pEaKINu.

Hapywenus co cmoponvl kposu u aumgamuyeckou cucmemvl. PEAKO — TPOMOOIUTONEHUS,
HEUTPOINEHUS, JICUKOTICHHUS.

Hapywenus co cmoponvl memaboausma u numanusi: peiko — TMIOMarHueMHusl.

Hapywenuss co cmoponvl neuwenu u #cenuesvbleoOawjux nymelii: TOBBIILIEHUE AKTUBHOCTH
MEYCHOYHBIX (PEPMEHTOB, PEIKO — FEMaTUT, )KEeNTyXa, IeYeHOYHasl SHIedaIonaTusl.

Hapywenus co cmopoHbl nouex u MmouegblgoO0sAwux nymeti. OUYEHb PEAKO — OCTPBIH
TyOyJOUHTEPCTHIMANBHBI HEPPUT (C BO3MOXXKHBIM IPOTPECCHPOBAHUEM JO MOYECUHOU
HEIOCTaTOYHOCTH ); YaCTOTA HEU3BECTHA — PEKTHIIbHAS TUCHYHKIIHSI.

Hapywenus co cmoponvl kodicu u noOKOJNCHbIX MKaHel. PEOKo — OyJle3Hble BBICHITIAHUS,
KpanmuBHUIA; OYEHb pPEAKO — MYIbTU(QOpPMHAs »dpUTEMa, TOKCHYECKHH OSMUIEpPMAaTbHBINA
HEeKposn3, cuHIpoM CtuBeHca-/[)oHCcoHa.

Hapywenus co cmoponsl mbluieunot, ckenemHotl u coeOuHumenbHou mKanu . peako — MUAITHs,
apTpairus.

Hapywenus co cmoponsvt penpoOyKmusHoU cucmemsvl U MOJOYHBIX Jicelle3. OYeHb PEIKO —
THHEKOMACTHSI.

W3menennii apyrux nabopaTOpPHBIX TOKa3aTened B XoJe mpueMa pabempaszona HaTpus He
Ha0J1I01aJ10Ch.

CornmacHo JaHHBIM TIOCTMAapKETUHTOBBIX HabmoneHnuit mnpu npueme WIIII Bo3MoOxHO
yBEJIMUYCHUE PHCKA BOSHUKHOBEHUSI IEPEIOMOB (cM. paszen 4.4.).

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

BaxxHo coo01marte 0 mo03peBaeMbIX HeKeIaTeNbHBIX PEeaKIHIX IMOCIe PeTUCTpalliy Mpenapara
C 1menplo 00ecredYeHHus HENMPEepPhIBHOTO MOHHUTOPUHTA COOTHOIIGHHUS <«II0JIb3a — PHCK»
JIEKapCTBEHHOT' 0 TMpernapara. MeIuuHCKUM paOOTHHKAM PEKOMEHIYeTCs cO00IaTh O JIF0ObIX

MMOAO03pE€BACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara 4€pe3 HAIlMOHAJIbHBIC
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HKOHOMUYECKOTO COI03a.

Poccniickas ®@enepanus.

@OenepanibHas ciryx0a 1o Ha30py B cdepe 3paBoOXpaHEHUsI.
Anpec: 109012, r. MockBa, CriaBsiHCKas UI0Iaab, 1. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekTponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEJICKOMMYHHKAIIMOHHOM ceTn «MHTepHeT»:

https://roszdravnadzor.qov.ru/

4.9. Ilepeno3mpoBka

CHMITOMBI

JlaHHbIE O HAMEpPEHHOW WM CIy4YallHON Neperno3upOBKE MUHUMAaJbHBI. Cily4yaeB CHIJIbHOU
MepeI03UPOBKHU pabenpazoaoM He ObLIO OTMEUYCHO.

JleueHme

Crnenuduyuecknii aHTHIOT HeW3BeCTeH. Pabernpas3on Xopomo CBA3bIBACTCS ¢ OCIKaMH TTa3Mbl U
no3romMy ciabo BeIBOOUTCS npu guanuse. [Ipu mepeno3upoBke HEOOXOIUMO TMPOBOIUTH

CUMIITOMATHUYCCKOC U IIOAACPKUBAOIICC JICUCHUC.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®dapmakoamHaMUYeCKHe CBOIiCTBA

dapmakoTepaneBTHUECKasi TPyIa: CPeACcTBa Ul JICUEHHUs] KUCIOTO3aBUCHMBIX 3a00JI€BaHM;
IIPOTUBOSI3BEHHBIE CpEACTBA M CpEeACTBa Ui JIEUYEHUs TracTpodsodarealibHON pedroKCHON
6one3nu (I'OPB); nHrUOUTOPHI MPOTOHHOTO Hacoca.

Kon ATX: A02BC04

MexaHN3M e CTBUS

PaGenpason HaTpusi OTHOCHTCS K KjacCy aHTHCEKPETOPHBIX BELIECTB, IPOU3BOJHBIX
OeHsuMmuiasona. PaOempa3on HaTpus MOAABISIET CEKPELUIO JKEIYyJOYHONO COKa IyTeM
crerudryeckoro narnduposanus H/K* AT®a3bl Ha CeKpETOPHON MOBEPXHOCTH MAPUETAIBHBIX
kietok okenyaka. H/K® AT®asa mupexacraBiser coOOM GENIKOBBIM KOMIUIEKC, KOTOPBIi
(GYHKIIMOHUPYET KaK IPOTOHHAs TOMIIa, TakUM o0pa3oM, paOenpa3osl HaTpusl SBISETCS
MHTMOUTOPOM TPOTOHHOM MOMIIBI B JKENyAKE U OJOKUpPYeT (UHAIBHYIO CTaIUI0 MPOIYKIUU
KACIOTHL. JlaHHBIH A(QQeKT sBIgeTcs MA0303aBUCHUMBIM M TNPUBOJUT K TMOJABICHUIO Kak
0a3anpHOM, TaK W CTUMYJIMPYEMOW CEKpEUUH KHCIOThl HE3aBUCHUMO OT pa3JpaskuTes.

PaGemnpazon Hatpus He 00J1a1a€T aHTUXOJMHEPTHUESCKIMU CBONCTBAMH.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/drugs/monitpringlp/documents/547
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dapmakognaamMuyeckue 3P HeKTeI

Anmucexpemopnoe Oeticmsue

[Tocne mnepopanmpHOro mnpuema 20 Mr paOempa3osia HaTpusi AHTHCEKPETOPHBIA 3ddexr
pasBuBaeTcs B TeueHHe yaca. IHrubupoBanue 0a3zanbHOM U CTUMYJIUPYEMOM CEKpeLH KUCIOThI
yepe3 23 yaca mocie npuema mepBoil 1036l pabenpasona HaTpusi coctaBisier 69 % u 82 %,
COOTBETCTBEHHO, U  Ipojojpkaerca g0 48  uacoB. Takagd  mpoAoIKUTEIBHOCTH
(apMaKoIMHAMHYECKOTO JICHCTBHSI HAMHOTO TIPEBBIMIAET MPEICKAa3yeMyl0 Ha OCHOBAaHUHU
nepuoia TOJyBbIBeACHUsT (MpuMepHO oauH yac). JaHHbii 3¢ddexT MoxkeT ObITh O0BsSCHEH
IPOJOJIKATEILHBIM CBS3bIBAHKEM JIeKapcTBEHHOro Bemectsa ¢ HY/KT AT®a30li napreTaabHbIX
KJIETOK JKelyAka. BennmumHa uMHTrHOHMpyromero neicTBusi pabernpas3ojia HATPUS HA CEKPELUIo
KHCJIOTHI JOCTUTAET IUIAaTO MOCcie Tpex AHeH mpuema pabemnpasona Hatpus. [Ipu npexpamieHun
npremMa, CeKpeTopHasi aKTUBHOCTb BOCCTaHABIMBAETCA B TeueHHe 1—2 qHEH.

Brnusanue na yposenv cacmpuna 6 niazme

B xone knmuHu4eckux ucciaenoBaHui naureHTsl npuHuManu 10 uimm 20 mr pabenpasona HaTpus
€XEJIHEBHO NpHU IMPOJODKUTEIBHOCTU JieueHUs 10 43 MecsieB. YPOBEHb racTpUHA B IJIa3Me
ObUI MOBBILIEH IEepBble 2—8 HeeNb, YTO OTpakaeT MHTUOMpyrollee AEHCTBUE Ha CEKPELUIo
KkucinoThl. KoHleHTpanys racTpyHa BO3BpalllajlaCh K MCXOJHOMY YPOBHIO OOBIYHO B TE€UEHHE
1-2 Hepenp nocie npekpaieHus JeUeHusl.

Bnusnue na snmepoxpomaghunno-nooobHsie KiemKu

[Tpu nccnenoBannu 0O6pa3LoB OUONCHH XKeTyKa YeJIOBEKa U3 00JIaCTH aHTPyMa U JTHA JKeITyAKa
500 mauueHTOB, MOJIyyaBIIMX pabenpas3on HATpUs WM MpernapaT CpaBHEHUS B TeUYEHUE
8 Henenb, YCTOWYMBBIE H3MEHEHHMS B MOPQOJOTHYECKOH CTPYKType HHTEpOXpoMa(HUHHO-
NOJOOHBIX KJIETOK, CTENEHU BBIPAXKEHHOCTH TacTpPUTa, YacTOTE aTpo(PHUUEcKOro racTpura,
KUILICYHOH MeTaria3ud win pacnpoctpanenunn uHpekuun Helicobacter pylori e Obutu
0OHapy’KEeHBI.

B wuccnepnoBanun c¢ yudactuem Oonee 400 manuMeHTOB, MONYYaBIIMX pademnpas3on HaTpus
(10 mr/penp nnm 20 Mr/aeHp) TpOAOHKUTENBHOCTRIO 0 | roja, yacToTa TUIEpIUIa3uu Oblia
HU3KOH M CpaBHUMOM ¢ TakoBOH 175t omenpazosa (20 mr/kr). He Obl1 3aperucTpupoBaH HU OJMH
cilyuyail aIecHOMaTO3HbIX U3MEHEHUH MITH KapIIMHOMIHBIX OIyX0Jjel, HaOIr01aBIINXCS Y KpBIC.
pyeue s¢ghghexmui

Cuctemnbie 3 dexTsl pabenpazona HATPUS B OTHOIICHWH IIEHTPAJIHLHOW HEPBHOW CHCTEMBI,
CepACYHO-COCYTUCTON MM bIXaTeIbHOM CUCTEM B HACTOSIIMKA MOMEHT He OOHapyXeHbl. bruio
MO0Ka3aHo, YTO pabernpas3on HaTpus MpH MepopabHOM MpueMe B Jo3e 20 Mr B TeueHue 2 Helelb
HE OKa3blBaeT BIUSHUS HAa (YHKIHUIO IIUTOBHUJIHOM Kele3bl, yIJIeBOJHBIM OOMEH, ypOBEHb

nmapatup€onJHOoro ropmMoHa B KpPOBH, a TaKXKXE€ Ha YPOBCHbL KOPTH30JiIa, I3CTPOIrCHOB,
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TECTOCTEpPOHA, TPOJAKTHHA, TIIOKATOHA, O )nnnxyn%ﬁM@%vﬁ&quEcﬂ I:Fgﬁ{wgﬁhl "'(&CF),

mroTenHu3upyrouero ropmona (JII'), peruna, anpaocTepoHa U COMaTOTPOITHOTO TOPMOHA.

5.2. @®@apmMaKoKHHeTHYeCKHe CBOHCTBA

AOGcopbuus

PaGenpazon O6wicTpo abcopOupyeTcst U3 KUIIEUHHWKA, U €ro MUKOBBIE KOHIIEHTPAIMH B ILIa3Me
JIOCTUTAIOTCSl MpUMEpHO vepe3 3,5 u nocie npuema 10361 B 20 mr. 3menenne Cmax U 3HAaUCHHI
AUC pabemnpazona HOCHT JUHEHHBIN XapakTep B Auama3one 103 oT 10 mo 40 mr. AGcomoTHas
OMOJOCTYMHOCTh TMOcie TmepopaibHoro mpuema 20 Mr (IO CpPaBHEHHIO C BHYTPUBEHHBIM
BBeJICHHUEM) cocTaBisieT okoio 52 %. Kpome Toro, OMOAOCTYMHOCTH HE H3MEHSETCS IpU
MHOTOKpPaTHOM Tpueme pademnpaszoiia. Y 340POBBIX JOOPOBOJIBIEB MEPHO MOTYBBIBEICHHS U3
Ma3Mbl cocTaBiiieT okojo 1 4 (Bapeupys ot 0,7 mo 1,5 4), a cyMMapHbIN KJIUPEHC COCTABIISIET
3,8 mMi/MUH/KT. Y MalMEeHTOB ¢ XpOHUYEeCKUM mnopaxkeHueMm neueHu AUC yBennyeHa BABOE MO
CPaBHEHMIO CO 3JIOPOBBIMU JOOPOBOJIBLIAMH, YTO CBHAETEIHCTBYET O CHIKEHUH MeTabonn3ma
NIEPBOro IPOXOXKACHUS, a IEPUOJ MTOJIYBBIBEICHUS U3 IJIa3Mbl yBenuueH B 2—3 pasza. Hu Bpems
pueMa IpernapaTa B TEUEHHE CYTOK, HU aHTALWJbl HE BIMSIOT Ha abcopOuuio pabenpaszoa.
[Tpuem mpemnapara ¢ >kupHOM muIel 3amesieT abcopOiuio pabenpasona Ha 4 yaca u Oonee,
onHako HU Cmax, HU CTETNIEHb a0COPOIIMH HE U3MEHSIOTCS.

Pacnpenenenne

VY uenoBeka cTeneHb CBA3BIBaHUS pabenpasona ¢ OenKaMu I1a3Mbl COCTaBIIsIET 0KoJ0 97 %.

BI/IOTDaHCd)ODMaHI/IH W 3JIMMHWHAIA

YV 300poswix nooeii

ITocie mprema OJHOKpATHON mepopanbHOi 10361 20 Mr 4C-medenoro pabenpasona HaTpus
HEU3MEHEHHOro INpenapara B Moye HaiijieHo He O0bu10. Okono 90 % pabenpaszosna BBIBOAUTCS C
MOYOH TJIaBHBIM O0Opa3oM B BHUJE JIBYX METAaOOJMTOB: KOHBIOTaTa MEpKaNTypOBOW KHCIIOTHI
(M5) u xap6onoBoit kuciaoTel (M6), a Takke B (opMmMe ABYX HEHM3BECTHBIX METaOOJHUTOB,
BBISIBJICHHBIX B X0/1€ TOKCUKOJIOTMUECKOro aHanu3a. OcraBiasicst 4acTh MPUHATOrO padenpazosia
HATpUs BBIBOJUTCS C KaJIOM.

CymmapHoe BbIBeZieHHE cocTaBisieT 99,8 %. OTu naHHBIE CBHJIETENBCTBYIOT O HEOOJBIIOM
BBIBEJICHUM MeTaboJIMTOB paberpas3oia HaTpus ¢ keirubto. OCHOBHBIM METa0OJIUTOM SIBISIETCS
tnoddgup (M1). EnMHCTBEHHBIM aKTUBHBIM METa00IUTOM siBisieTcs Aecmetus (M3), onHako oH
HaOMO/IaICsl B HU3KOM KOHLEHTPALlMM TOJBKO Y OJHOTO YYacTHHKA HCCIENOBaHUS TOCie
npuema 80 mr pabenpa3zoa.

dapMaKOKMHETHKA Y 0COOBIX T'pynaIl NaiiucHTOB

TepmuHaJleaﬂ CMAoUs NOYEeYHOL HeOOCMAmMOYHOCHU

VY nmanueHToB co cTaOUIbHON MOYEYHON HEAOCTATOYHOCTHIO B TEPMUHAIILHOM CTaJIMU, KOTOPBIM
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HEOOXOUM TOJICPKUBAIOIIMI TEMOINAIH3 KJ‘II/IDeH&HII;II:j-éa—IE/fEQ 'L'EE@E'M;/%H];E/E',%%‘i:'MZ),

BBIBEJICHHE pabenpa3olia HaTpUsl CX0XKe € TAKOBBIM 151 370pOoBbIX 100poBobleB. AUC 1 Cmax Y
ITHX MAIMEHTOB OBLIN MpUMEpHO Ha 35 % HIKe, 4eM Y 3JJ0OpOBBIX JOOpPOBOIBIEB. B cpennem
Mepuo.I TOJYBBIBEACHUS pademnpa3ona coctaBisul 0,82 4 y 310poBbIX 100poBOIBIEB, 0,95 4 y
NAlMEeHTOB BO BpeMsi remojuainusza u 3,6 4 mocne remoauanusa. KiwmpeHc mnpemnapara y
NAIMEHTOB C 3a00JICBaHUAMHU IOYEK, HYKIAIOIIMUXCS B TeMOJuaiu3e, OblI MPUOIU3UTEIBHO B
JIBa pa3a BBIIIE, Y€M Y 37I0POBBIX JT00POBOJIBLIEB.

XpoHuueckuti KOMNEHCUPOBAHHBIU YUPPO3

[TarueHTHl ¢ XPOHUYECKUM KOMIIEHCHPOBAHHBIM LHUPPO30M IMEYEHH MEepPEeHOCAT padenpaszon
HaTpusd B no3e 20 mr 1 pa3 B apeHb, xots AUC ynBoeHa U Cmax yBenumyena Ha 50 % mo
CPaBHEHHIO CO 37I0POBBIMHU JI00POBOJIBLIAMH COOTBETCTBYIOILETO T0JA.

Toowcunvie nayuenmoi

VY noXuiblX MalMeHTOB JIMMHHAIMA paberpa3oiia HECKONbKO 3ameiuieHa. [locine 7 nueit
npuema padernpaszosna 1o 20 mr B cyTku y noxuibix Jui AUC Obuta mpuMepHO B/IBOE OOJIbIIE, a
Cmax moBbItieHa Ha 60 % 10 CpaBHEHHIO ¢ MOJIOABIMH 3J0POBBIMHU J10OpoBOibIIaMu. OgHAKO
MPU3HAKOB KyMYJISIIMHM pabernpasoia He 0TMEYalloCh.

CYP2C19 norumopguzm

VY namuenToB ¢ 3amemneHHbIM MeTabom3mom CYP2C19 mocne 7 mHelt mpuema pabenpasona B
no3ze 20 mr B cyrku AUC yBennuuBaetcs B 1,9 pasa, a nepuoa nonyBbiBeaeHus B 1,6 pasa no
CPaBHEHMIO C TEMH XK€ MapaMeTpamu y «OBICTPhIX MeTab0IU3aTOpPOBY», B TO ke BpeMs KaK Cmax

yBenuuuBaetcs Ha 40 %.

6. ®APMAIIEBTUUYECKHE CBOWCTBA
6.1. IlepeyeHb BcOMOraTe/bHbIX BelleCTB
Cocmas s0pa mabaemxu:

Mannuron,

['uapokcUnponMIILeII0a03a HU3K03aMeeHHas,
Marsust oKcuj,

I'unpomeriosa,

Hatpus creapundymapat

Cocmas obonouku maobnemxu 1:

Komnoszurus amst 060109ku (TUIIPOMEIIO3a, TPUAIETHH, TalbK),
Marums okcun,

Tanbk,

Tpuanerus.
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Cocmas obonouxu mabnremku 2:

Kommosumust it 00ONMOYKHM — (STWIILEIUTEONIO3a, aMMOHHSI THIPOKCHI, TPHUTIHIICPUIBI
CpeIHEIETIOUEYHbIE, OJICMHOBAsI KUCIIOTA).

Cocmas obonouku mabnemku 3:

Kommosurust 1jis  000JI0YKH  JKENTOro IBeTa (METAaKpUJIOBOM KHCIOTHI W JTHIJIAKPHIIATa
conomumep (1:1), Tampk, THUTaHa AWOKCUA, mojokcamep 407, Kalablus CUIUKAT, HATPUS
OukapOoHaT, HATPUS JAYPHICYIb(AT, KPACUTEIh JKeJIe3a OKCHT KEIIThIH).

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpoxk rogHocTH (CPOK XpaHeHHUs1)

2 roja.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHHTh B 3aIIUIIEHHOM OT CBETa MECTe MpH TeMIiieparype He Boiie 25 °C.

6.5. Xapakrep u copepkaHue NEPBUYHOMH YIAKOBKH

[To 7, 10 umu 14 TabieTOK B KOHTYPHYIO SYCHKOBYIO YIAaKOBKY M3 ()OJBIH UIS XOJOJHOTO
dopmoBanus OITA/An/TIBX u ponbru anroMUHHEBOM MEYaTHOM JIaKUPOBAHHOM.

[To 1, 2, 4 unu 8 KOHTYpPHBIX SYCHKOBBIX YMAKOBOK Mo 7 Tabierok, wid mo 1, 2 wumm 4
KOHTYPHBIX STYECHKOBBIX YMaKoBOK 1o 14 Tabnerok, wim no 1, 2, 3, 5, 6, 9 unu 10 KOHTYpHBIX
STYEHKOBBIX YIaKOBOK 1Mo 10 TabieTok BMecTe ¢ MHCTPYKIIUEH 110 MEIUITMHCKOMY PUMEHEHHIO
MOMEIIAIOT B AYKy U3 KapTOHA KOPOOOUHOTO.

6.6. Oco0Oble Mepbl NPEIOCTOPOKHOCTH NPH YHUYTOKEHHH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOTI0 Mpenapara Wjin 0TX0JA0B, MOJYYeHHbIX MOC/I€e MPUMEHEHHs Mpenapara, u
ApPyrue MAHUMYJISIHYU ¢ MPenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

000 «M3Bapuno ®apmay, Poccust

108817, r. MockBa, kM BaykoBckoe mocce 5-it (. Buykosckoe), nsia. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;

dakc: +7 (495) 232-56-54.

OnektponHas moura: info@izvarino-pharma.ru

7.1. TIpencraBuTeb Aep:KaTe/sl PperuCTPALMOHHOIO YA0CTOBEpPeHusl

[IpereH3un norpedUTENEH HAOPABIATE 110 aIPeECY:

Poccuiickas @enepanus
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 16.06.2025 N2 14819
(NOCNEOOBATENBHOCTE 0004)

000 «M3Bapuno Papmay, Poccust

108817, r. Mocksa, kM BHykoBckoe mocce 5-ii (. Buykosckoe), apna. 1, ctp. 1.
Tenedon: +7 (495) 232-56-55;
daxkc: +7 (495) 232-56-54.

DnexrtponHas moyra: info@izvarino-pharma.ru

8. HOMEP PETUCTPALHUOHHOI'O YIOCTOBEPEHUA

9. JIATA IEPBUYHOM PETUCTPAIIMM (IIOJATBEPXKJIEHUS PETUCTPALINAH,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. JATA NIEPECMOTPA TEKCTA

OO0mass  xapakTepucTUKa  JIeKapCTBEHHOro  mpemapara Pabempa3zon — AOoCTynmHa  Ha

uH(GOpMallMOHHOM TmopTaje EBpasuiickoro SKOHOMHYECKOTO COr03a B HWH(OPMALMOHHO-

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/
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