COOTBETCTEYET 3_' KCTEPT I-t:' MY OTUETY

ot 22.08.2024 N= 17573

UHCTP YKHHH NOCNEQAOBATENEBHOCT :I- 0008)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Owmenpa3son PeneBan

PerncrpanuoHHblii HOMep:

Toprosoe HanmenoBanue: OMmenpasos PeneBai

Me:xkayHapoaHOe HeIATEHTOBAHHOE WJIHM I'PYNIIUPOBOYHOE HAMMEHOBAHME: OMENPa30l
JlekapcTBeHHas (popMa: Kancysibl KHIIEYHOPACTBOPUMBIE

Cocras

1 karcyna KHIIEYHOPACTBOPUMAS COJCPIKUT:

Omenpazon, cyOcTaHIUs-TIEIIEThI —117,7 mr

Cocras nesmier:

[Heticmsyowee sewecmso: omenpazon — 10,0 Mr; ecnomocamenvuvie sewjecmea: caxaposa,
MaHHUT (MAaHHHUTOJ), KpaxMal KyKYypy3HbIH, JJaKTO3bI MOHOTHAPAT, HATPHUs JaypUiCyibdar,
HaTpus ruapodocdar, ruAPOKCUITPONUIMETUIIIECIUII0N03a (TUIIPOMEIIO3a); 8CHOMO2amenbHble
sewecmaa NOKPbIMU. METaKpHIOBOM KHCIIOTbI COTIOJINMEP JUCTIepCHs,
TUAPOKCUIIPONMIMETHIILEIUII0NI03a (THIPOMENNI03a), MNPONMICHIJIMKOIb, LETUJIOBBIA CIHPT,
TUTaHa JTUOKCH], MAHHUT (MaHHUTOI), oucop0aT-80 (TBuH-80), HATPHUS THIPOKCHT]

Kancyna meepoas scenamunosasn: [cocmae xopnyca kancyivl: KENaTHH; COCMAS KPbILUEUKU
Kancyl: KenaTtuH, a3opyouH (kapmyasun) (E122)]

Onucanue

TBepnaple xkenaTMHOBbIE Kamcyiael Ne3 ¢ mpo3padyHoOil  KpBINIEUKOH pPO30BOrO  IIBETA
U Ipo3payHbIM OecuBeTHBIM KoprycoM. CoaepkuMoe Karcyll — chepudeckue MeieThl OT
6eoro 10 MOYTH OEIOro IBETA.

dapmakoTepaneBTHYecKass TIPynma: CpeacTBa  JUIsl  JICYEHUS  KHCIOTO3aBHCHMBIX
3a00JIeBaHUI; TPOTHBOSI3BEHHBIE CPEJCTBA M CPEICTBA JJIs JIEYEHHs] ractpo33odareanbHON
pedurokcHoi 6one3nu (I'DPB); HHTUOUTOPBI TPOTOHHOTO HAcOcCA.

Kox ATX: A02BCO01

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Omenpason ABISETCS paleMUYeCKOW CMECBIO JIBYX SJHAaHTHOMEPOB, CHUKAET CEKPELIUIO COJISTHON
KHUCTIOTHI 32 CYET Cenu(prUecKoro WHruOUPOBaHUS MPOTOHHOM MOMITHI MAPUETANBHBIX KJIETOK
xenynka. Ilpu oOgHOKpaTHOM NpUMEHEHUU OBICTPO JEHCTBYEeT M OKa3blBaeT OOpaTHMOe

YTHETEHUE CEKPELUU COJISTHOM KUCIIOTHI.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 22.08.2024 N= 17573

(MOCNEOOBATENLHOCTL 0008)

Mexanusm oelicmeus

Owmemnpa3on sBISETCS CAaOBIM OCHOBAaHUEM, MEPEXOJUT B aKTUBHYIO (OpMy B KHCIOH cpene
KaHAJIBLIEB KJIETOK MPHUCTEHOYHOTO CJOsl CIU3UCTON OOOJIOUKM KETyAKa, TNie aKTUBHUPYETCS U
uaruoupyer HY/K'-AT®-a3zy nporonHoi mommbl. OKa3bIBaeT I10303aBHCHMOE JEHCTBUE Ha
MOCIICAHUM Tal CUHTE3a COJIIHOM KUCIIOTHI, yTHETaeT Kak 0a3albHyl0, TaK U CTUMYJIHMPOBAHHYIO
CEKPELHUIO HE3aBUCUMO OT CTUMYJIHUPYIOUIETO (hakTopa.

Brusanue na cekpeyuio sceny0ouHo2o coka

[Tocne mnepopanbHOrO MNpPUMEHEHUs omenpaszoia | pa3 B CYTKH MPOUCXOIUT ObICTpoe U
3¢ dexTBHOE MHTHOMpPOBAHHME [IHEBHONH M HOYHOM CEKPELUMU COJITHOM KHCIOTBHI, KOTOpOE
JIOCTUTaeT MaKCUMyMa B TeueHue 4 qHel JeueHus.

Y nanueHToB ¢ S3BEHHON OOJE€3HBIO JBEHAALATUIIEPCTHOM KUIIKM HpuMeHeHue 20 mr
OMeETIpa30Jia BbI3bIBAET YCTOMYHBOE CHIKEHUE 24-4acOBOM JKeTyJOUYHON KUCIOTHOCTH HE MEHEE
yeM Ha 80 %. IIpu 3TOM CHM)KEHUE CpelHe MaKCUMaJbHOM KOHILIEHTPAIMU COJISHOW KUCIIOTHI
MoCJIe CTUMYJISIIMU TieHTaracTpuHoMm Ha 70 % mocturaercst B TeueHue 24 vacos. ExemHeBHbIN
nepopaibHblii  mpuemM 20 Mr omMemnpaszojia y TalMEHTOB C  A3BEHHOM  OO0JIE3HBIO
JBEHAAIATUIIEPCTHON KHUIIKK MOJJACPKUBACT 3HAUCHHE KHUCIOTHOCTH Ha ypoBHe pH >3 B
cpenHeM B TeueHue 17 yacos.

CreneHb YrHETEHHs CEKPEIMH COJISHOM KHCIOTHl MPOMOPIHOHANbHA IUIOHIAANW  TOJ
(apMakOKMHETHUECKON KpHUBOW  «koHUeHTpauus-spemsi» (AUC) owmenpazona u  He
MPOMOPILMOHANIbHA JIEHCTBUTENBHON KOHIIGHTpAIlMM Tperapara B TUIa3Me€ KPOBH B JaHHBIN
MOMEHT BpeMeHHU. Bo Bpemst jieueHust oMenpa3ojioM Taxu(uiiakcus He OTMEYaach.

eticmeue na Helicobacter pylori

Owmemnpa3on obsamaetT OakTepunuaHbIM AerictBuem Ha Helicobacter pylori in vitro. Dpagukarus
Helicobacter pylori mpu npuMeHeHHH oOMempa3oia COBMECTHO C aHTHOAKTEepUATbHBIMH
CPEACTBaMHU CONPOBOXAAETCSI OBICTPHIM YCTPAaHEHUEM CHUMITOMOB, BBICOKOW CTENEHbIO
3KUBJICHUS Je(PEKTOB CIM3UCTOM 00070uKku KkenyaoyHo-kumeyHoro tpakrta (OKKT) u
JUTUTEIIPHOW PEMUCCHEH SI3BEHHOUM OOJIE3HM, UTO CHMIKAET BEPOSITHOCTh TAKMX OCJIOKHEHHM, KaK
KPOBOTEUEHHsI, TaK ke dPPEKTUBHO, KaK U MOCTOSTHHAS MOIEP>KUBAIOIAS TePaITHsl.

Lpyaue 3¢pghexmui, céazannvie ¢ uHeUOUPOBAHUEM CEKPEYUU CONAHOU KUCIOMbL

VY nanueHToB, MPUHUMAIOIINX MPEenapaThl, MOHIKAIONINE CEKPEIUIO JKeJIe3 Kelly/iKa, B TeUeHHe
JUIUTETILHOTO TPOMEKYTKa BPEMEHHU 4allle OTMEYaeTcsi 0Opa3oBaHME >KEJNE3UCTHIX KHUCT JIHA
xenmynka. Kucrel 100pokauecTBeHHBIE M MPOXOAAT CaMOCTOATENbHO Ha (POHE MPOAOIDKEHHS
Tepanuu. OTH SBJICHHUS OOYCIOBICHBI (U3MOJIOTHYECKUMH H3MEHEHUSIMU B pe3ylbTare
MHTHUOMPOBAHUS CEKPELIUH COJISTHON KUCIOTHI.

CHMIKEHHE CeKpeLUU COJITHOM KUCIOTHI B XKEIyAKe MOJ ACHCTBUEM MHTHMOUTOPOB MPOTOHHOTO
2



COOTBETCTEBYET JKCNEPTHOMY OTYETY
oT 22.08.2024 N2 1_. '

Hacoca WM JPYTUX CHIDKAIOIIMX KHCIOTHOCTH menyﬁ@:lé})gﬁd:ll Eﬁ“p%glm K OBH-'.H—I;HI/IIO

pocTa HOpPMaNbHOW MHKPO(IOPHl KUIIEYHHKA, YTO B CBOIO OYEpEab MOXKET NPUBOIUTH K
HE3HAUUTEIIFHOMY  YBEJIIMYCHHUIO PHCKA Pa3BUTHS KHUIIEYHBIX HMH(EKIMH, BBI3BAHHBIX
oakrepusimu poxa Salmonella spp. u Campylobacter spp., a y rocnutanu3upoBaHHBIX
HaIKMeHTOB, BEPOATHO, Takxke OakTepuit Clostridium difficile.

Bo Bpems nedeHus mpenaparaMu, MOHMKAIOIIUME CEKPELHUIO JKeJe3 JKENy/Ka, KOHIEHTPAIHs
racTpvHa B CHIBOPOTKE KPOBH MOBBINIAETCS. BeeacTBuE CHUKEHUS CEKPELIUU COISTHOM KHCTIOTHI
HOBBINIAETC KOHIEHTpauus xpomorpanuHa A (CgA) B mnasme kpoBu. [loBbilieHue
KoHIeHTpauun CgA B Iu1a3Me KpOBU MOXKET OKa3blBaTh BIMSHHUE Ha PEe3yJIbTaThl 00CIE10BaHUN
JUI BBISBJICHUS HEWPOIHJOKPUHHBIX oOmmyxosied. il mpenoTBpalieHus JaHHOTO BIUSHHS
Tepanui0 HHIMOMTOpaMHM IMPOTOHHOIO Hacoca HEOOXOAMMO NPUOCTAHOBUTH 3a 5 JAHEH 10
IPOBE/ICHUS] UCCIIeI0OBAaHMs ompenesneHust KoHuenTpauuu CgA B miasme kpoBu. Ecnu uepes
5 nHell KoHUeHTpauuu ractpuHa U CgA B mia3Me KpPOBU HE BEPHYJIUCh K HOPMAaJbHBIM
3HAYCHUSIM, HCCIIEJOBAHUE CIIEIYeT IOBTOPUTH uepe3 14 nHel mocie npekpameHns puMeHeHHS
OMeIpasona.

Y gereii W B3pOCHBIX TMALMEHTOB, JUIMTENBHO MPHUHUMABIIMX OMEIpPAa30i, OTMEYaloCh
YBEJIMYEHUE KOJMYECTBA SHTEPOXpOMaPPUHONOIOOHBIX KIETOK, BEPOSTHO, CBS3aHHOE C
YBEIMYCHUEM KOHIIEHTPAIMH TaCTPUHA B CHIBOPOTKE KpoBH. KITMHIUECKOW 3HAYMMOCTH JIaHHOE
SIBJICHHE HE NUMEET.

DapmakoKunemuka

Abcopbyus

Owmenpazon ObicTpo BcachiBaerca u3 JKKT, makcumanbHas koHueHTpauus (Cmax) B Ia3me
nocTturaercs uepes 1-2 yvaca. AGcopOupyercs B TOHKOW KHUIIKE OOBIYHO B TeYeHHE 3—6 4acos.
buonoctynHocTh mocie OJHOKPAaTHOrO IMpHeMa BHYTpb cocTaBisieT npubiusutensHo 40 %,
1ocje MOCTOSHHOro mpuemMa 1 pa3 B CyTKH OHMOJOCTYNMHOCTh YyBenuuuBaercs a0 60 %.
OpnHoBpeMeHHBIN TPUEM MUIIH HE BIUSIET Ha OMOJOCTYITHOCTh OMEIpa3oJa.

Pacnpeoenenue

Cas13b OMenpa3ona ¢ OesIkaMu I1a3Mbl KPOBH COCTaBIsIET 0K0JI0 95 %, 06beM pacmpeneneHus —
0,3 n/kr.

Memabonusm

Owmerpa3oi MOTHOCTRIO MeTabomu3upyercs B ieueHHn. OCHOBHBIE N30(EPMEHTHI, YIaCTBYIOIINE
B nporecce Metabonusma, — CYP2C19 u CYP3A4. I'uapokcruoMenpasoll SBIsSETCS OCHOBHBIM
MeTaboIuTOM, 0Opazyomumces noa aeiicteueM uzodpepmenta CYP2C19. Merabonuts! cyiabpoH

u cynbtl)m[ HC OKAa3bIBAIOT BIIMAHUSA HAa CCKPCIIUIO COJISTHOM KHCJIOTHI.
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Inumunayus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[Tepuon mnomyswiBeneHust (T'2) cocraBnsier okomo 40 muuyr (30-90 munayT). Oxono 80 %
BBIBOJMTCS B BHJIE META0OJIUTOB MOYKAMHU, OCTAJIbHAS YaCTh — Yyepe3 KUIICYHHK.

Ocoobie cpynnot nayuenmos

Y noxuiblx manueHtoB (75-79 7neT) oTMeueHO HEe3HAUYUTEIbHOE CHHKEHHE MeTaboau3Ma
OMeTpa3oJa.

VY manueHToB ¢ HapyleHueM (PYHKIMH TOYeK KOPPEKIHS 036l He TpeOyeTcs.

Metabonu3m omenpasona y HAlMEHTOB C HapylleHHeM (YHKIUU [EYEHH 3aMeUISIeTCs, UYTO
MPUBOJUT K YBETUUYECHUIO €r0 OMOIOCTYTHOCTH.

IMoka3aHus K NPpUMEHEHUIO

Omenpason PeneBai okazaH K IPUMEHEHHIO Y B3pOCIIbIX B Bo3pacTe OT 18 jer.

e  CuMOTOMBI JUCHEICHH, CBA3aHHOM C IMOBBIIIEHHOW KHUCIOTHOCTHIO JKEIYJOYHOTO COKa, B
TOM YHUCJIE CUMIOTOMBI ractpos3odareanbHoil peditokcHor 6omne3nu (I'DOPB) (u3xora, kucnas
OTPBDKKA);

e JuUIMTENIbHAs TOJJCPKUBAIONIAS Tepamus C Melablo npoduiakTuku penunusos ['OPb
(mpodunakTHKa PEIUANBOB U3)KOTH);

e IUTENbHAs MOAJEPKUBAIONIAS TEpanus C LETbl0 NPOPHUIAKTUKH PEHUIUBOB S3BbI
JBEHAAIATUIIEPCTHON KUIIKH.

IIpoTruBonokaszanus

[ToBbIlIEHHAsT YYBCTBUTEIBHOCTh K OMEIpPa30jly WM JOOOMY M3 KOMIIOHEHTOB Ipenapara;
OJTHOBPEMEHHOE TNPUMEHEHHE ¢ KJIAPUTPOMHUIMHOM y TAlMEeHTOB C  MEYEHOYHOH
HEJ0CTaTOYHOCTHIO; aTa3zaHaBUPOM, 3BepoboeM, SPIAOTUHHOOM, [103aKOHA30JI0M,
OJIHOBPEMEHHOE NMPUMEHEHHE C TpenaparoM HelduHaBup; aAeTckui Bo3pact ot 0 mo 18 ner B
CBSI3M C CO/IEPKAaHUEM B COCTaBe IpernapaTa BCIOMOIaTeIbHOTO BEIIECTBA KPACUTENS «a30pyOuH
(xapmyaszun) (E122)».

C 0CTOPOKHOCTHIO

HenocratouHocTs (yHKIMM TE€YEHH; HEIOCTAaTOYHOCTh (YHKIMH TOYEK; OCTEOIOopO3;
OJIHOBPEMEHHOE TMPUMEHEHHE C KIAPUTPOMHUIIMHOM, KJIIOMHUJIOTPEIOM, HUTPAKOHA30JI0M,
Bap(apuHOM, IMJIOCTA30JIOM, Jua3enamoM, (EHUTOMHOM, CaKBUHABUPOM, TaKpPOJIUMYCOM,
BOPUKOHA30JI0M, pPH(PAMIIUIMHOM; 3HAYUTEIbHOE CIIOHTAHHOE CHIKEHHE MacChl Tena;
MOBTOPSIOLIAsICS PBOTA, PBOTa C MPHUMECHIO KPOBH; HapyllIeHHE TJIOTaHMs; U3MEHEHHUE IIBEeTa
Kaja (IerreoOpasHblil CTyI); MPU HAJTMYUHU S3BBI XKelly/iKa (MU MPU OJI03PEHUN Ha €€ HaJTu4Ke)
70 Hayaja JICYCHHs CIIEAYeT HCKIIOYUTHh 3J0KaYeCTBEHHOE HOBOOOpa30BaHUE, MOCKOJBKY
JICYCHHE MOXET NMPUBECTH K MACKHPOBKE CHMITOMOB U 3aJiep’KaTh MOCTAaHOBKY MPAaBHIBHOIO

IMar’osa.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
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IIpumeHnenne npu GepeMEeHHOCTH U B MIEPH O/ rpvuﬂor';gl II;IC;CQEN—ILIF 'ﬁﬂﬁg bHOCTG 0008)

bepemennocms

PesynbraThl nccienoBaHUil yKa3bIBAIOT HA OTCYTCTBHE HEOIArONPHUSATHOTO BIUSHUSA HA TECUCHHUE
OepeMeHHOCTH, 3JI0POBbE IUIOAA M HOBOPOXKIECHHOrO pedeHka. OMernpa3osl MOXKHO MPUMEHSTh
pu OEPEMEHHOCTH C OCTOPOKHOCTHIO.

Jlakmayus

Omenpason BBIAEIAETCS C TPYAHBIM MOJIOKOM. OJHAKO MPU NMPUMEHEHUH B TE€PAlEBTUUECKHUX
J103aX BO3JIEHCTBUE HA peOeHKa MaJIOBEPOSTHO.

Cnoco0 npuMeHeHMsI U 103bI

BnyTps.

Karicynbl npuHUMaOT 00BIYHO YTPOM, MPEANOUYTUTEIBHO PA3JCIbHO OT €J1bl, IIIOTAI0T LEIUKOM,
3anuBas TOJIOBMHOM cTakaHa BOJbl. Kamcynbl Henb3s pa3keBbIBaTh WM H3MenbyaTh. [lpu
3aTPyIHEHUH TJI0TAHUS, COACPKUMOE KallCyJbl IIOCIIE €€ BCKPBITUS MOXKHO CMENIaTh CO CJerka
MOJIKMCIIEHHON XHUIKOCTBIO (COK, HOTYPT) M UCIIOJIb30BaTh B TeueHHe 30 MUHYT.

[Ipenapat cnemyet mpuHUMATH B3pocibiM B f03€ 10 mr 1 pa3 B cyrku. [Ipu orcyrctBum 3¢pdexra
B TeueHHWe 3 JHEll HeoOXOoAMM OCMOTp cheuuanucra. MakcuManbHBIA Kypce jedeHus 0e3
KOHCYJIbTAllMU Bpaua — 14 qHei.

Peotxcum oozuposanus y ocobvix epynn nayuenmos

[Ipu medyeHOUYHOI HEAOCTAaTOYHOCTH HazHavaroT nmo 10-20 mr (MakcumasbHas CyTOYHas J03a
20 mr) 1 pa3 B CyTKM; IpU HapymeHUH (PYHKIMH MOYEK U y MOXKWIBIX MAI[MEHTOB KOPPEKLIUU
pe’kuMa J03UpOBaHUs He TpeOyeTcs.

ITob6ouHoe nelicTBue

Huxe mnpuBenensl HexenarenbHble peakiquu (HP), xotopeie ObliuM  BBISBIEHBI B XOJ€
KIIMHUYECKUX MCCIIEI0BAHUM, a TAaKXKE IIPU IPUMEHEHUH OMEIPa30Jia B KIMHUYECKON IIPAKTHKE.
Jlnst orenku dvactotsl HP WCIONB30BaHBI CliEMyIOIIME KpUTEpUH: odveHb uacto (> 1/10);
gacto (> 1/100, o < 1/10); meyacto (> 1/1000, no < 1/100); penko (> 1/10000, no < 1/1000);
oueHb penko (< 1/10000). HP crpymnmupoBaHbl B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH
KJlaccaMi MEIUIIMHCKOIO CJIoBapsi JJIsi HOPMAaTUBHO-TIPaBOBOM nestenbHOocTH MedDRA, B
npeznenax kaxaoro kiacca HP mepeuncnens! B mopsiike yObIBaHUSI 4aCTOTHI BCTPEYAEMOCTH, B
Ipeaesax KakJIOM TpYIIbl, BBIIEIEHHOM IO yacToTe BcTpedaemoctd, HP pacnpenenensr B
MOPSAIKE YMEHbIIEHUS UX BaXKHOCTH.

Hapywenua co cmopoust kposu u aumgamuyeckoli cucmembvi: PEAKO — TUIOXPOMHas
MUKPOILIMTApHAs aHEeMUs Yy JeTeil; OUYeHb peAKo — oOpaTuMasi TPOMOOLUTONEHHS, JTEUKONCHHUS,

MAaHOWUTOIICHHA, arpaHyJIOIUTO3.
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. inoc B HOCTE 00081
Hapywenus co cmoponst ummyHHou cucmemvl: |O4€Hb pelﬂm';lggﬂm?ho% I/TG"I%N'II‘IGUHTVDBI

TeJa, AHTMOHEBPOTUYECKHH OTeK, OpOHXOCMa3M, aJuIeprU4eCKUid BAaCKYJIHT, JUXOPAIKa,
aHa(UIAKTHYECKUE PEaKIHH/IIOK.

Hapywenus co cmopomusi HepeHoli cucmemyl. 4acTO — TOJIOBHAs 0OJb, COHJIMBOCTb, BSUIOCTb
(nepeuncnenusle HP oOHapy X uBalOT TEHICHIHMIO K yCYT'YOJICHUIO MPU JUIUTEIBLHOM Tepanun);
HE4YacTo — OECCOHHHMIA, TOJIOBOKPY)KEHHE; DPEIKO — IapecTe3UH, CIIyTaHHOCTb CO3HAHMS,
TaJUTIOIIMHAIMH, 0COOEHHO y TOXHJIBIX MALMEHTOB WU MPH TSHKEIOM TEUCHHH 3a00JICBAHUS;
OUYEHb PeAKO — OECIOKONCTBO, JIerpecchs, OCOOCHHO Y MOXKUJIBIX MAIUEHTOB WU MPHU TAKEIOM
TE€YeHHUH 3a00JIeBaHHUS.

Hapywenus co cmoponvl opeana 3penus: HEYaCTO — 3pUTEIIbHBIE HAPYIICHHS, B TOM YHUCIIE
YMEHBIIECHUE TIOJIEH 3pEHUsI, CHUYKEHHUE OCTPOTHI M YETKOCTH 3PUTEIHHOTO BOCHPUSITHS (OOBIYHO
MPOXOJIAT MOCIE MPEKPAIEHUS TEPATUH ).

Hapywenus co cmopomnst opeana ciyxa u nabupumma. HEYACTO — BEPTUTO, HAPYIICHUS
CIIyXOBOTO BOCIPHSTHS, B TOM YHCIIE «3BOH B yIIax» (0OOBIYHO MPOXOIAT MOCIIE MpEeKpaIieHus
Tepanuu).

Kenyoouno-kuuieunvie HapyuieHus: 4acTo — TOITHOTA, PBOTA, METEOPU3M, 3a1op, auapesi, 60JIb
B JKUBOTE (B OOJIBIIMHCTBE CIIy4aeB BBIPAKEHHOCTh IMEPEYUCIICHHBIX SBICHUN HapacTaeT ¢
IPOJODKEHUEM  Tepaluu), JKeNe3UCTble  MOJUIbl  (QyHAAaTpHOrO  OTHENa  Kellyjaka
(m1oOpoKauecTBEHHBIC); PEIKO — HapylleHWe BKycCa, U3MEHEHHE I[BeTa SI3bIKa J0 KOPUYHEBO-
YepHOTO M TMOSBJICHHE JOOPOKAYECTBEHHBIX KHUCT CIIOHHBIX JKelle3 MPH OJHOBPEMEHHOM
UCIONB30BAHUU C  KIAPUTPOMUILIMHOM  (SBICHHS HOCSAT OOpaTHUMBIA XapakTep Ioclie
MPEKpaLEHUs] Tepanuu), MUKPOCKONUYECKHM KOJMT, OYEHb PEIKO — CYXOCThb CIHM3UCTOM
000JI0YKH pTa, CTOMATUT, KaHIU03, TAHKPEATUT.

Hapywenus co cmopoust neueHu u icenuesvi8oOAwux nymei: HEYACTO — HU3IMEHEHHS
MOKa3aTeneil akTUBHOCTH «TI€YEHOYHBIX» (PEPMEHTOB (0OpaTHMOTO XapakTepa); OYeHb PEIKo —
renaruT, JKeNTyXa, MeYeHOYHasi HeJJOCTaTOYHOCTb, 3HIle(danonarus y nauueHToB ¢ (pOHOBBIMU
3a00JIeBaHUSMU NIEUYEHU.

Hapywenusa co cmopomnsi kodxcu u noOKONMCHbIX MKaHel: HeYacTO — KPalMBHHUIA, ChINb, 3V,
anonenusi, MylIbTH(QOpPMHas 3puTeMa, (HOTOCCHCHOMIM3AIUS, TMOBBIIICHHOE MOTOOTACICHUE;
O4YEHb peaKo — cuHIpoM CtuBeHca-/[>KOHCOHA, TOKCUYECKUH AMTUIEPMATIbHBIA HEKPOJIU3.
Hapywenuss co  cmopoHvl — mbluleuHoUu,  CKelemuou U COCOUHUMENbHOU  MKAHU.
HEYacTO — MepeoMbl MO3BOHKOB, KOCTEH 3arsiCThs, TOJOBKH O€IpEeHHOM KOCTH (CM. pasien

«Oco0bIe yKaBaHI/ISI))); PEAKO — MUAJITUs, apTpaJIrvs; OUCHb PECAKO — MBINICYHAA c1a00CTh.
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Hapywenus co cmopouvl nowex u mouesvl8OAUUX ':Qinlo:feB.E%"e' ;%Tgﬂﬁ'ﬁlféﬁcgﬁﬁrﬁnihmﬁ

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HE(PPUT; 4aCTOTa HEU3BECTHA — SPEKTUIIbHAS JUCHYHKITHS.

Puck  pasButHs ~ ocTporo  TyOyJOMHTEpCTHIHMAIbHOTO  Heppura (C  BO3MOXKHBIM
IPOTrPeCCUPOBAHUEM 10 TOYEUHON HETOCTATOYHOCTH).

Obwue napyuieHus u peakyuu 6 mecme 86e0eHus. HedacTo — nepudepudeckue oTeku (0ObIYHO
IPOXOJAT TMOCJIE IPEKpALIEeHUs] TepaluH); pPEeIKO — THUIOHATPUEMHUS; OUYEHb PEIKO —
TUHEKOMACTHUS; 4aCTOTa HEU3BECTHA — rUNoOMaruueMusi (cM. paszen «OcoOble ykazaHus»).
Ilepeno3upoBka

Cumnmompi: pBOTa, OOJIb B )KUBOTE, JUApEs], TOJIOBOKPYKEHHE, JETPECCUs, HapyILIEeHUE 3pEHus,
COHJIMBOCTH,  BO30YX/IEHWE, CIIyTaHHOCTh CO3HAHMSA, TOJOBHAs OOJb, MOBBIIICHUE
MOTOOT/IEJIEHUSI, CyXOCTb BO PTY, TOILIHOTA, aPUTMHUSI.

Jleuenue: npoBelleHNE CUMIITOMATUYECKON Tepanuu, FeMOJUalIn3 Hel0CTaTOYHO 3(deKTruBEH.
Crienudrueckuil aHTUI0T HEU3BECTEH.

B3anmopneiicTBHe ¢ APYTUMH JIeKAPCTBEHHBIMH CPeACTBAMM

Axmuenste eéeuwyecmea ¢ pH-3asucumoii abcopoyueii

CHuXeHue KHUCIOTHOCTH JKEIY0YHOrO0 COKa MPH MPUMEHEHUH OMEIPa30iia MOXKET MOBBIIIATh
WIN TIOHMKaTh a0copOLuIo (hapMaKoJIOrHYeCKH aKTUBHBIX BEILIECTB.

Hengunasup, amasanasup

[Ipy OIHOBPEMEHHOM MPUMEHEHMH C OMENpPA30JIOM MOXKET HaOII0JaThCsl 3HAUUTENbHOE
CHIDKEHHE TUIa3MEHHOM KOHIIEHTPALMH aTa3aHaBUpa 1 Hel(UHaBUPA.

OnHOBpeMeHHOE NpHUMEHEHHE OMempas3oja M HelduHaBHpa NpOTHBONOKa3aHo. CoBMecTHOE
npuMeHeHue owmemnpazona (40 Mr B CYTKM) CHHXKAeT »JKCIO3UIUIO HelduHaBHpa
npubau3uTenbHo Ha 40 % u cpenHss skcno3unus (papMakoIOrMuyeckKd aKTUBHOTO MeTadoJnTa
M8 cHumxaercs Ha 75-90%. Bo B3aumojeicTBUM MOXKET y4YyacCTBOBaTh MEXaHU3M
unrn6uposanuss CYP2C19. OpHoBpeMeHHOE NpHUMEHEHHE OMeENpas3oja C aTa3aHaBUPOM He
pexomennyercs. CoBMecTHOe NpHUMEHeHue owmemnpaszona (40 Mr B CyTKHM) M aTa3aHaBUpa
300 mr/putonaBupa 100 Mr 370pOBBIMH JTOOPOBOJBIIAMH TPHBOIWIO K 75 % CHIDKEHUIO
JKCIO3uIMHU ara3aHaBupa. lloBblieHne 103l atazaHaBupa 10 400 Mr HE KOMIIEHCHPYET
BIIMSTHUE OMENPA30J1a Ha HKCIO3UIMI0 aTazaHaBupa. IIpumenenue 20 Mr omenpasona B CyTKH €
400 Mmr artazaHaBupa u 100 Mr puTOHaBHpa 3IOPOBBIMH JTOOPOBOJBIIAMH ITPHBOIMIIO
npuOan3uTeNbHO K 30 % CHUKEHUIO SKCHO3UIMK aTa3aHaBHpa U COMOCTAaBUMO C AKCIIO3UILIMEN
npu opHokpatHoMm npueme 300 mr arasanaBupa u 100 mr putoHaBupa. Ecnam uckmouuTh
COBMECTHOE IIPUMEHEHHME ara3aHaBUpa M OMEINpa3oyia HEBO3MOXHO, PEKOMEHAYETCS

OCYHICCTBJIATE TIIATCIIBHOC Ha6J'IIOI[CHI/IC 3a MaOUCHTOM, a TAK)XC YBCIIMYUTH A03Yy aTazaHaBHpa
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A TR0 000 o

1o 400 Mr ¢ npumMeHeHreM puToHaBupa B n103e[ 100 mr, 'EB'_I/II:S’-[IENI'LE

npesblath 20 MI B CyTKH.

JHueokcun

ConyrcTBytomiee JjedeHue omemnpaszonioM (20 Mr B CYTKM) M JIUTOKCHHOM Yy 3JIOPOBBIX
JTOOPOBOJIBIIEB TMOBBIMIATIO OHOMOCTYHHOCTh AurokcuHa Ha 10 %. Hecmorps Ha TO, 4TO
[JIMKO3U/IHAs MHTOKCHKALMs Ha (OHE MpHeMa OMEeIpas3oja He SBISETCS 4YacThIM COOBITHEM,
HEOOXO/JUM YCHUJICHHBI MOHHUTOPUHT, OCOOCHHO NpU JICUCHUH TOXHIBIX MaIlMeHTOB.
Knonuooepen

OtmeueHo dapmakokuHeTHUECKOE/ (hapMaKOIMHAMUYECKOE B3aMMOJICIiCTBHE MEXIY
KIonuaorpesioM  (Harpy3ouHas jgo3a 300 mr, mojuepkuBaromias go3a 75 MI/CyTKH) U
omernpasoioM (80 MI/CyTKH BHYTPH), KOTOPOE CHIIKACT DKCIO3UIIMI0 aKTHBHOI'O METa0OoJMTa
kionuaorpena Ha 46 % (B 1-it genp) u 42 % (Ha 5-i1 eHb) U COKpallaeT CpeaHee Bpems
UHTHOMpOBaHUs arperanuu TpomoOoruToB Ha 47 % (24 yaca) u 30 % (Ha 5-if nenn). Takxke
[IOKA3aHO, YTO IPHEM KJIOMUJOTpesia U OMENpas3oja B pa3HOE BpeMs HE MpeAoTBpallacT HUX
B3aMMOJICHCTBUS, YTO, BEPOATHO, OOYCIOBJIIEHO WHIHOMPYIOLIMM BIIMSHUEM OMEIpas3oja Ha
CYP2C19. PesynbraThl psga HaOMIOIATENbHBIX HCCIEAOBAHUN MPOTUBOPEYMBHI M HE OAIOT
OJIHO3HAYHOT'O OTBETA O HAIMYUU WU OTCYTCTBUU MOBBIIIEHHOTO PUCKAa TPOMOOIMOOIHUECKUX
CEpJICYHO-COCYAUCTHIX OCJOKHEHUI Ha ()OHE OJHOBPEMEHHOTO NMPUMEHEHHs KIIOMHUAOTpena U
MHTMOUTOPOB MPOTOHHOTO HACOCA.

/Jlpyzue nexapcmeennwvie cpeocmea

AGcopOiust  1M03aKOHA30/1a, HPJIOTMHMOA, KETOKOHA30Jla M MTPAKOHA30JIa 3HAYUTENIBHO
CHU)KAETCs, COOTBETCTBEHHO, YXyALIaeTcs UX KIuHU4eckas a3¢pdekTuBHOCTh. CreayeT n3berarhb
COBMECTHOI'O IIpUE€Ma OMETPa3oJia ¢ M03aKOHA30JI0M UJIH 3PJIOTHHHOOM.

Jlexapcmeennvie cpeocmea, memabonuzupyemoie uzogpepmenmom CYP2C19

Owmenpazon ymepenHo uarubupyer CYP2C19, ocHoBHO# (pepmeHT MeTabonm3mMa oMernpaszoa.
Takum o0pazoM, MeTabOIM3M JPYIHX JIEKapCTBEHHBIX CPEICTB, TaKXKe METabOIM3UPYEMBbIX
CYP2C19, moxeT ObITh CHM)KEH, @ UX CUCTEMHOE BO3/IeiicTBHE — yBenu4eHo. [I[pumepamu Takux
JIEKapCTBEHHBIX CpPEACTB SABISIOTCS R-BapdapuH M Jpyrue aHTaroHUCTsl BUTamuHa K,
mIocTtazon, JauasenaMm  u - QpenutouH. Ilpu mpuMeHeHMM ~oMmemnpa3ofia  HalMEHTaMH,
MOJIyYarolMMU Bap(apuH WM JApyrue aHTaroHucTel BUTaMuHa K, HEOOXOAMM MOHMTOPHUHT
MEXIYHapoJAHOro HopMmanu3oBaHHoro otHomenus (MHO); B psage cioydaeB  MOXKET
MOHAJ00MUTHCS CHMKEHHE J103bl BapdapuHa MM Jpyroro aHtaronucra Butamuua K. B To xe
BpEMs COIYTCTBYIOIIEE JIEUEHUE OMENpPA30JIOM B CYTOYHOW J103¢ 20 Mr HE NPUBOIAUT K
M3MEHEHHIO BPEMEHHM KOaryJsluu Yy TMalHeHTOB, AJUTENIbHO TNPUHUMAIOMIMUX BapapuH.

OmMemnpazon HE BIMSET Ha META0OJM3M TIPEernapaTroB, METa0OJM3UPYEMBIX H30(EepMEHTOM
8
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CYP3A4, Ttakux Kak UHUKJIOCIOPUH, JIMJIOKAUH, Xﬁ%ﬁgE%%Ezﬁﬁﬂtw{)Hﬂﬁnﬁlﬁﬁ U

OyiecoHuI.

He BbIsiBIEHO B3aMMOJEHCTBUS OMENpa3oyia Cco CIACAYIOIMUMH Ipenaparamu: aHTalUuAHbIe
cpenctBa, KodeuH, TeobwuH, S-BapdapuH, MNHPOKCUKAM, JUKIOPEHAK, HAMPOKCEH,
METOIPOJIOJ, MPOIPAHOJION U ITAHOI.

Memompexcam

YV HEKOTOPBIX MALMEHTOB OTMEUYaIN HE3HAYUTEJIbHOE MOBBIIICHHE KOHIIEHTPAIMU METOTpeKcaTa
B IUIa3Me KpOBHU Ha ()OHE OJIHOBPEMEHHOTO MPUMEHEHHS ¢ MHTHOUTOpPaMU MPOTOHHOTO HACOCA.
[Tpu Ha3HaYeHUH BBICOKHX J03 METOTpEKcaTa CIeAyeT pacCMOTPETh BOZMOXKHOCTh BPEMEHHOTO
MpEeKpaIieHus mpruemMa oMerpasosa.

Lunocmaszon

[Tpumenenue omenpazona B 1o3e 40 mr 1 pa3 B CyTKH NPUBOAMIIO K YBEIUYECHUIO MAaKCUMATbHON
masmMeHHon koHueHTpauu u AUC nmiiocrazona Ha 18 % u 26 % COOTBETCTBEHHO, /1JISI OTHOTO
W3 aKTUBHBIX META0OJIMTOB IIMJIOCTA30J1a yBeTudeHue coctaBuio 29 % u 69 % cooTBETCTBEHHO.
Denumoun

MOHMTOPUHT TJIa3MEHHON KOHIIEHTpauu (EHUTOMHA PEKOMEHJOBaH B TEYEHHE IEPBBIX
2 Hemenb MOCJE Hayala Tepamuu OMENpPa3ojioM M B Cllydae KOPPEKIHMH J103bl (EHUTOMHA;
MOHUTOPHUHT Y MOCJEAYIONIYI0 KOPPEKIHIO 036l (PEHUTOMHA CIIEAYET MPOBOIUTD 10 OKOHUYAHUS
JICYCHHS] OMETIPA30JIOM.

Heu3zeecmuulit mexanuszm e3aumooeiicmeus

Caxeunasup

CoBMeCTHBI TIpHEM OMENpas3ojia W CaKBUHABUPA/PUTOHABHpA XOPOIIO TEPEHOCUTCS
y BUY-unpuMpoBaHHBIX MAlMEHTOB, a TaKXe TMPUBOJUT K TIOBBIIICHUIO IIJIA3MEHHOU
KOHIIEHTpAIlMU CaKBUHABUpa npuodausutesabHo 10 70 %.

Taxponumyc

COBMECTHBIN MPUEM C OMEIPA30JI0M IMOBBIIIAET CHIBOPOTOUYHYIO KOHIICHTPAIMIO TaKPOJIUMYCA.
Crnemyetr mpOBOJIUTh YCUJICHHBI MOHUTOPUHT KOHIIGHTPAIIMU TaKpPOJUMyca M (DYHKIIUU MOYEK
(KMTMpEHC KPeaTHHUHA) ¢ KOPPEKIMEH J03bl TAKPOIMMYCa MPU HEOOXOJUMOCTH.

Bnuanue opyzux nekapcmeeHHvlxX cpeocme Ha hapmMaKkoKunemuKy omenpaszonia

HUneubumopuot uzogpepmenma CYP2C19 u/unu CYP3A4

VYuursiBas Merabonau3zM omenpaszoia c ywyactuem wuzopepmeHtoB CYP2C19 u CYP3A4,
JICKapCTBEHHBIE  CPENICTBA, CIIOCOOHBIE HMHTUOMPOBaTH ATH  (EpMEHTHl (Takue Kak
KJIAQPUTPOMUIIMH ¥  BOPUKOHA30J1), MOTYT TMOBBIIIATh CHIBOPOTOUHYIO KOHIEHTPALHIO
OMemnpasoya, 3aMemiisii CKOpocThb ero Merabonuzma. OJHOBpEMEHHOE MpPHUMEHEHHE

BOPMKOHA30Jla W OMEMNpa3ojia MPUBOAUT K Oonee dveMm nBykpatHoMy yBenudennio AUC
9
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= (100 OBA HOCTR Q008!
oMenpazona. B cBa3u ¢ Xxopomed nepeH bcMocThib- BHTOkHX 'Eggtéi}éngaéo%ra:'-'npn

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HETPOJIOJKUTEIILHOM OJIHOBPEMEHHOM TNPUMEHEHUHM YKa3aHHBIX IpEernapaTtoB He TpeOyercs
KOPPEKLIMHU J103bl OMETIPa3oJia.

OpnHOBpeMEHHBIN ITPUEM OMENpPa30Ja ¢ aMOKCULIIMJUIMHOM WIA METPOHUIA30JI0M HE BIIMSAET Ha
KOHLEHTPALMIO OMENPa30Jia B IUIa3Me KPOBH.

JlexapcTBeHHble Tipenapatsl, uHAyIUpytonpe n3opepmentst CYP2C19 u CYP3A4, takue kak
pudaMIuIH 1 npenapaTsl 3Bepo00si MPOABIPSBICHHOTO, MTPU OJHOBPEMEHHOM NPHUMEHEHHUH C
OMEIIPa30JIOM MOTYT IPUBOJUTH K CHM)KEHHIO KOHILICHTpALMM OMEIpas3ojla B IUIa3Me KPOBH 3a
CYeT YCKOpeHHs MeTaboJIn3Ma OMenpasoa.

Oco0ble ykazanust

[lepen HavaaoM Tepanuu HEOOXOIMMO MCKIIIOUUTH HAJIWYHUE 3JI0KAYECTBEHHOIO Ipolecca B
BepxHux otrnenax JKKT, tak kak mpuem omenpaszona MOXET MacKUpPOBATh CHUMIITOMAaTHKY W
OTCPOUYUTH NOCTAHOBKY NPABUIBHOIO AMAarHo3a. CHUKEHHE KENyJIOYHON KHCIOTHOCTH, B TOM
YHCIIe U TPU MCIIOJIb30BAaHUH OJIOKAaTOPOB MPOTOHHOM MOMITBI, YBEIHYUBACT YHCIO OAKTEpHil B
KKT, uro noBblIIaeT puck BOSHUKHOBEHUS JKEIYJOUYHO-KUIIEYHBIX MHPEKIUH.

[ToBbiienne koHueHTpauun CgA MOKET OKa3bIBaTh BIMSHHUE Ha pe3yIbTaThl 00CIeI0BAHUMN TS
BBISIBJICHUSI HEHPOIHAOKPUHHBIX omyxosied. /[l mpenoTBpalieHuss [JaHHOTO — BIIMSHUSA
HEOOXOAMMO BPEMEHHO TIPEKpaTUTh TMpPHUEM OMeMpaszoia 3a 5 JHeW OO0 TpoBEACHUs
uccienoanus koHueHTpauuu CgA. Ecnu koHnentpanun CgA u racTpuHa B IUIa3Me KpOBU HE
HOPMAJIM30BAJINCh  IIOCJI€ HA4YaJbHOTO W3MEPEHMsI, CIEAYeT IPOBECTH KOHTPOJIBHOE
uccienoBanue uepes3 14 qHel mocie mpekpalieHus JeueHus HHIMOMTOPOM MTPOTOHHOW MOMIIBL.
VY nmanMeHToB ¢ BBIPAXKEHHON HEAOCTATOYHOCTHIO (DYHKIMHU MEYEHH HEOOXOJUMO PEryJsipHO
KOHTPOJIMPOBaTh IOKa3aTeNId «€YEHOYHBIX» (EPMEHTOB BO BpEMs TEpalUU OMENPa30JIOM.
[Ipenmapat conmepXuUT caxapo3y W I0O3TOMY NPOTHBONOKA3aH MAlUEHTaM C BPOXIACHHBIMHU
HapyLICHUSIMU  YIJIEBOAHOTO OOMeHa (HEeNepeHOCMMOCTb (DPYKTO3bl, HEAOCTATOUYHOCTh
caxapa3sbl/M30MalIbTa3bl, CHHIPOM TJIIOKO30-TaJaKTO3HOM MaababcopOuun).

IIpn Tepanuu S3BEHHO-IPO3UBHBIX IOpakeHWH, cBs3aHHBIX ¢ npuemoM HIIBII, cnenyer
THIATEJIBHO PAacCMOTPETh BO3MOKHOCTH OrpaHMyeHMs] win npekpamenus npuema HIIBIT nns
NoBbIIEHUS () (HEKTUBHOCTH MPOTUBOSI3BEHHOHN TEpaInu.

[IpenapaT comepUT HATPUH, YTO CIEAYyeT MPUHATH BO BHUMAaHHUE Yy MAIlMEHTOB, HAXOISAIINXCS
Ha KOHTPOJIMPYEMOU HaTpHEBOW JUETE.

Crnenyer peryiasipHO OLIEHHMBaTh COOTHOILIEHHME pHCKa M TOJb3bl JUIUTENbHOM (Ooiee 1 roma)
NONJEPKUBAIOLIEN TEpauu OMemnpas3ojoM. lmeroTcs JaHHBIE O TOBBIILIEHWH pPHUCKa
BO3HUKHOBEHHUS TIEPEIOMOB IIO3BOHKOB, KOCTEH 3amsiCThs, TOJIOBKM O€IpEeHHOH KOCTH

NPpEMMYIICCTBEHHO Yy ITOXWJIBIX IMAIIMCHTOB, a TaKXKC IIPHU HAJIWYUKU HOpCaApacrojararommx
10
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Talals a=t ACTL 008
akTopoB. [lanMeHTaM ¢ PUCKOM pa3BUTHUSI DCTeonobgﬁé"'J%I;"“J&MﬁbTah KBATHOE
p p p

notpedseHue BuTaMuHa D u xanbuust.

Hmerotcs cooOuieHnss O BO3HUKHOBEHWHM BBIPAKEHHOM T'HIIOMarHUEeMHH Yy TAIMEHTOB,
MOJIYYAIOLIUX Tepanuio0 HHIMOUTOpaMy MPOTOHHOI'O HAcOCa, B TOM YKCJIE OMEINPa30JIoM, CBBIIIE
1 rona.

[TanmenTam, MOTyYArOIIUM TEPAIHIO OMENPA30JIOM B T€UCHUE JITUTEIFHOIO BPEMEHH, 0COOEHHO
B COYETAHMM C JUTOKCMHOM WM JPYTMMHU IperapaTaMM, CHIKAIOIIMMHU COJAEpKaHUE MAarHus B
iasMe KpoBH (AMypeTHKamH), TpeOyeTcs peryispHbli KOHTPOJb COICpXKaHUS MarHusl.
OmMernpasod, KaK U BCE JEKAPCTBEHHbBIE CPEICTBA, CHIKAIOIINE KHUCIOTHOCTh, MOKET PUBOJIUTh
K CHIDKCHUIO BCachIBaHMsI BUTaMuHa B12 (imanokobanamunaa). O6 3TOM HEOOX0IMMO ITOMHHUTH B
OTHOIIICHUH TAIlMEHTOB CO CHM)KEHHBIM 3alacoM BUTaMHHA Bi12 B opranmsme mwim ¢ daxropamu
pUCKa HApYyIIEHHs BCAChbIBaHUs BUTaMUHA B12 Ipy 1IUTENbHOM Tepanuu.

VYV nanueHToB, NPUHUMABIIMX [E€POPAJBbHO B TEUYEHHE JIUTEIBHOIO BPEMEHHU IpErapaThl,
MOHMKAOIINE CEKPELHIO JKeJIe3 JKey/IKa, Yalle 0TMEYaloch 00pa30BaHUE KEIE3UCTHIX KHCT B
Kemyake. OTH  SBICHHS OOYCIIOBIIEHBI (DU3MOJIOTHUYECKUMH HM3MEHEHUSIMH B pe3yibTare
WHTHOUPOBAHUS CEKPELMU COJITHOM KUCIOTHI U MOJBEPraloTcs 00paTHOMY Pa3BUTHIO Ha (oHe
MIPOJIOJKEHUSI TEPAITUU.

CHM)KEHHE CEeKpelMH COJSHOW KHUCIOThl B IKENyJKe NPUBOJUT K TIOBBIIIEHUIO pPOCTa
HOpPMaJIbHOH MHUKPO(DIOpHl KHILIEYHHKA, YTO, B CBOIO OYE€pEdb, MOXKET MPHUBOJIUTH K
HE3HAUUTENIbHOMY TIOBBIIICHHWIO pPHCKA pPa3BUTHS KHUIIEUHBIX HMH(MEKUHH, BBI3BAHHBIX
Oakrepusimu  poxa Salmonella spp. u Campylobacter spp., a Takxke, BepOSTHO,
Clostridium difficile.

[IpumeHeHre WHTHOMTOPOB MPOTOHHOM TOMIBI CBS3aHO C KpalHE PpEIKUMHU CIIy4asiMH
nonocTpoil koxkHo# kpacHoil BomuaHku (IIKKB). B ciydae BOSHHKHOBEHHS MAaTONOTHYECKUX
U3MEHEHUH KOXXH, OCOOCHHO Ha OTKPBITBIX €€ Yy4acTKax, CONPOBOXKJIAIOLIMXCS apTpajiruei,
MAIUEHTY CJIEeAyeT He3aMeUIMTEeNbHO 00paTUThCS 3a METUIIMHCKOM moMoieto. Bpauy cienyer
paccMoTpeTh Bompoc 00 oTmeHe omemnpaszona. Y mamueHtoB ¢ I[IKKB wHa ¢one
IPEIIECTBYIONIEH Tepanuy UHIMOUTOPOM MTPOTOHHOW IMOMIIBI YBEJIMYEH PUCK €€ Pa3BUTHUS MPH
NOCJEIYIONIEH Tepanuu IpyruMU HHTHOUTOPaMH TPOTOHHON TTOMITBI.

BcnoMorarensHble BEIECTBA

IIpenapam codeparcum caxapo3sy.
[TaruenTamM ¢ peAKO BCTPEYAIONICWCS HACIEACTBEHHON HEMEepEeHOCUMOCThIO (DPYKTO3HI,
TJIFOKO30-TAIAKTO3HON MabaOcopOIe i JeUIMTOM caxapas3bl-U30MalbTa3bl HE CIETyeT

MPUHUMATD ITOT Ipernapar.

11



COOTBETCTEYET f-_' KCMNEPTHOMY OTYETY

ot 22.08.2024 N= 17573

(MOCNEOOBATENLHOCTL 0008)

IIpenapam codepatcum 1axKmo3vi MOHO2UOPAM

[TanpeHTaM € peako BCTPEYAOUICHCS HACIEACTBEHHOM HENEPEHOCHUMOCTBIO TaNIAKTO3BI,
NeGUIUTOM JIaKTa3bl JIOMAped WM TIIFOKO30-TAIAKTO3HOW ManbabcopOuueli He clemyer
IPUHUMATh TOT Mpenapar.

Ilpenapam cooepacum azopyoun (kapmyazun) (E122)

A3zopy6un (kapmyas3uH) (E122) MokeT BbI3BIBATh aJUIEPTHUECKUE PEAKIIHH.

Binsinne Ha cOCOOHOCTH YIIPABJIATH TPAHCIOPTHBIMHU CPEJACTBAMH, MeXaHU3MaMH
VYuuThiBass BO3MOXKHOCTb TIIOSIBJICHUS HEXKEJAaTEIbHBIX PpEaKLUil €O CTOPOHBI LEHTPAJIbHOM
HEPBHOM CHCTEMBI M OpraHa 3peHHsl, B IEPUOJL JICYEHUS] OMENPa30JI0oM HEOOXOUMO cOOII01aTh
OCTOPOXKHOCTh IIPU YIPABJIEHUU TPAHCIOPTHBIMH CpPEACTBAMM M 3aHSATUU IOTEHLUAIBHO
OMACHBIMM BUJAMH JI€ATEIBHOCTH, TPEOYIOUIMMHU IOBBIIIEHHON KOHIEHTpAlUd BHUMaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUH.

®opMa BBIIIYCKA

Karncynbl kumeynopactsopumsie, 10 mr.

ITo 7, 10, 15 xamncyn B KOHTYpHYIO SUYEMKOBYIO YHAKOBKY M3 IJIEHKU MOJMBUHUIXJIOPUAHON U
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOMN JIAKUPOBAHHOM.

4 KOHTYypHbIE SYEHKOBBIE YMaKOBKM IO 7 Kamcyna wiad 3, 5, 6, 9, 10 KOHTypHBIX SYEHKOBBIX
ynakoBok mo 10 kamcyn, uan 2, 4, 6, 8§ KOHTYpHBIX SUEHKOBBIX YMAKOBOK Mo 15 kamcyn
C MHCTPYKIHUEH MO MEAMIMHCKOMY IMPUMEHEHUI0 IOMELIAI0T B MAyKy U3 KapToHa JUIs
HOTPEOUTETHCKON Taphl.

YciaoBus XxpaHeHus

Xpanuts nipu Temnepatype Hmwke 30 °C.

XpaHUTb B HEJOCTYITHOM ISl JIETe MecTe.

Cpoxk rognocTun

3 roja.

He npuMeHsATh 0 HCTEYEHUU CPOKA TOTHOCTH.

YcaoBust ormycka

OTtnyckatoT 0e3 perenra.

Baagenen perucTpanMoOHHOI0 y10CTOBEpEeHUs!

AxkunonepHoe obmiectBo «lIpousBoacTBeHHas ¢apmaneBTuueckas kommaHuss OOHOBIEHHE»
Opunnuecknit anpec: 633621, HoBocubupckass o00671., Cy3yHckuii paiton, pm. Cy3syH,
yi1. Komuccapa 341bK0Ba, 1. 18.

Ten./akc: 8 (800) 200-09-95.

Wurepuer: www.renewal.ru
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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Mpoussoaurenn/Opranu3anusi,  NPHHHUMAOIIAS M etemn T 591° " Siorp s reeii

Ilpouzeooumenw

Axuunonepnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUeCKass KoMnaHust OOHOBICHUE
Aodpec mecma npouzsoocmaa

Hosocubupckas 0611., r. HoBocubupck, yn. Cranimonsas, 1. 80;

Hosocubupckas o6:1., . HoBocubupck, yn. Cranunonsas, 31. 80/3.

Dacosuux, ynakosuux

AxnunonepHoe o6mectBo «IIpon3BocTBeHHas apmMarieBTHUeCKas KoMaHusi OOHOBICHUE)
Hosocubupckas 061., r. HoBocubupck, yn. Cranimonsas, 1. 80;

Hosocubupckas o6m., 1. HoBocubupcek, yi. CranimonHnas, 31. 80/3.

Buvinyckarowuii konmpons kauecmasa

AxnuonepHoe o6mectBo «IIpon3BocTBeHHas hapmMarieBTHUeCKas koMmaHusi OOHOBJICHUE)
HoBocubupckas o61., r. HoBocubupck, yin. Ctaniuonsas, a. 80.

Opeanuzayus, NPUHUMAIOWAS NPemeH3Uuu om nompeoumeset

Axnnoneproe obmectBo «IIpousBoacTBeHHas papmareBTHUecKas KoMraHuss OOHOBICHHE
630096, r. HoBocubupck, yin. Ctanimonsas, a. 80.

e-mail: pretenzii@pfk-obnovlenie.ru
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UHCTP YKHHH NOCNEQAOBATENEBHOCT :I- 0008)

10 MEJUIIMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O IIPEITAPATA

Owmenpa3son PeneBan

PerncrpanuoHHblii HOMep:

Toprosoe HanmenoBanue: OMmenpasos PeneBai

MexayHapoaHOe HeMATEeHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHHUE: OMENPA30Jl
JlekapcTBenHast popma: Karcylibl KUIIEYHOPACTBOPUMBIE

Cocras

| kancysa KMIIEYHOPACTBOPUMASL COIAEPIKUT:

Omenpazon, cyOcTaHIUs-TIEIIEThI —235,3 Mr

Cocras nesmier:

[Heiicmeyrowee sewecmso: omenpazon — 20,0 Mr; ecnomocamenvhvle seujecmea. caxaposa,
MaHHUT (MaHHHUTON), KpaxMall KYKYpY3HbIH, JIaKTO3bI MOHOTHJIpAT, HATpuUs Jaypuicynbdar,
HaTpus ruapodocdar, ruAPOKCUITPONUIMETUIIIECIUII0N03a (TUIIPOMEIIO3a); 8CHOMO2amenbHble
sewjecmea NOKPbIMUA. METaKpHJIOBON KHMCJIOTBI COTIOJINMEP aucrepcus,
TUAPOKCUIIPONMIMETHIILEIUII0N03a (TUIPOMENNIo3a), MHPONMJICHIVIMKOIb, LETHJIOBBIM CIHPT,
TUTaHa JTUOKCH], MAHHUT (MaHHUTOI), oucop0aT-80 (TBuH-80), HATPHUS THIPOKCHT]

Kancyna meepoas scenamunosasn: [cocmae xopnyca kancyivl: KENaTHH; COCMAS KPbILUEUKU
Kancyl: KenaTtuH, a3opyouH (kapmyasun) (E122)]

Onucanue

TBepnple >xenaTHHOBBIE Karcylbl Ne2 ¢ Mpo3payHOW KpBIIMIEYKOH pPO30BOrO ILBETa U
po3payHbIM OeclBETHBIM KopirycoM. Conepkumoe Karcyi — chepudecke neuieTsl OT 6e1oro
JI0 TIOYTH Oeoro 1BeTa.

dapmakoTepaneBTH4YecKass TIPynma: CpeacTBa  JUIsl  JICYEHHUS  KHUCIOTO3aBUCHMBIX
3a00JIeBaHUI; TPOTHBOSI3BEHHBIE CPEJCTBA M CPEACTBA MJIA JIEUEHHUS racTpol3odareanbHON
pedurokcHoi 6one3nu (I'DPB); HHTUOUTOPBI TPOTOHHOTO HAcOcCA.

Kon ATX: A02BCO01

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Omenpason ABIASETCS paleMUYECKOH CMECBIO IBYX SHAHTHOMEPOB, CHUKAET CEKPELUIO COJITHON
KHCJIOTHI 32 CYET CHelH(pPUUEecKOro HHIMOMPOBAHUS MPOTOHHON MOMITBI MMAPHETANBHBIX KIETOK
xenynka. Ilpu oOgHOKpaTHOM NpUMEHEHUU OBICTPO JEHCTBYEeT M OKa3blBaeT OOpaTHMOe

YTHETEHUE CEKPELUU COJISTHOM KUCIIOTHI.



ot 22.08.2024 N= 17573

(MOCNEOOBATENLHOCTL 0008)

Mexanusm oelicmeus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Owmemnpa3on sBieTCS ClaObIM OCHOBAaHUEM, MEPEXOJUT B aKTUBHYIO (pOopMy B KHCIIOH cperne
KaHAJIBLIEB KJIETOK MPHUCTEHOYHOTO CJOsl CIU3UCTON OOOJIOUKM KETyAKa, TNie aKTUBHUPYETCS U
uaruoupyer HY/K'-AT®-a3zy nporoHHoN nommbl. OKa3bIBAET H0303aBHCUMOE JIEHCTBHE Ha
MOCIIEAHUM Tal CUHTE3a COJIIHOM KUCIIOTHI, yTHETaeT Kak 0a3ajibHyI0, TaK U CTUMYJIUPOBAHHYIO
CEKPELHUIO HE3aBUCUMO OT CTUMYJIHUPYIOUIETO (hakTopa.

Brusanue na cekpeyuio sceny0ouHo2o coka

[Tocne mnepopanbHOrO MNpPUMEHEHUs omenpaszoia | pa3 B CYTKH MPOUCXOIUT ObICTpoe U
3¢ (exTBHOE HWHTHOUPOBAHME JHEBHOM M HOYHOW CEKpPELUU COJITHOM KHCIOTHI, KOTOPOE
JIOCTUTaeT MaKCUMyMa B TeueHue 4 qHel JeueHus.

Y nanueHToB ¢ S3BEHHON OOJE€3HBIO JBEHAALATUIIEPCTHOM KUIIKM HpuMeHeHue 20 mr
OMeETIpa30Jia BbI3bIBAET YCTOMYMBOE CHIKEHUE 24-4acOBOM JKeTyJOUYHON KUCIOTHOCTU HE MEHEe
yeM Ha 80 %. IIpu 3TOM CHM>KEHHE CpelHE MaKCHMAJIbHOW KOHIICHTPAlMU COJITHOW KHUCIIOTHI
MoCJIe CTUMYJISIIMU TieHTaracTpuHoMm Ha 70 % mocturaercst B TeueHue 24 vacos. ExemHeBHbIN
nepopaibHblii  mpuemM 20 Mr omMemnpaszojia y TalMEHTOB C  A3BEHHOM  OO0JIE3HBIO
JBEHAAIATUIIEPCTHON KHUIIKK MOJJACPKUBACT 3HAUCHHE KHUCIOTHOCTH Ha ypoBHe pH >3 B
cpenHeM B TeueHue 17 yacos.

CreneHb YrHETEHHs CEKPEIMH COJISHOM KHCIOTHl MPOMOPIHOHANbHA IUIOHIAANW  TOJ
(apMakOKMHETHUECKON KpHUBOW  «koHUeHTpauus-spemsi» (AUC) owmenpazona u  He
MPOMOPILMOHANIbHA JIEHCTBUTENBHON KOHIIEHTpAllMd Tpernapara B IJIa3Me KPOBH B JaHHBIN
MOMEHT BpeMeHH. Bo Bpems ieueHnst oMenpa3ojaoM Taxu(uiakcus He 0TMeYaach.

eticmeue na Helicobacter pylori

Owmemnpa3on obsamaetT OakTepunuaHbIM AerictBuem Ha Helicobacter pylori in vitro. Dpagukarus
Helicobacter pylori mpu npuMeHeHHH oOMempa3oia COBMECTHO C aHTHOAKTEpPHUAbHBIMU
CPEACTBaMHU CONPOBOXAAETCSI OBICTPHIM YCTPAaHEHUEM CHUMITOMOB, BBICOKOW CTENEHbIO
3KUBJICHUS Je(PEKTOB CIM3UCTOM 00070uKku KkenyaoyHo-kumeyHoro tpakrta (OKKT) u
JUTUTEIIPHOW PEMUCCHEH SI3BEHHOUM OOJIE3HH, UTO CHUKAET BEPOSITHOCTh TAKUX OCJIOKHEHUMN, KaK
KPOBOTEUEHHsI, TaK ke dPPEKTUBHO, KaK U MOCTOSTHHAS MOIEP>KUBAIOIAS TePaITHsl.

Lpyaue 3¢pghexmui, céazannvie ¢ uHeUOUPOBAHUEM CEKPEYUU CONAHOU KUCIOMbL

VY nanueHToB, MPUHUMAIOUINX MPEenapaThl, MIOHWKAIOIINE CEKPELUIO JKeJe3 XKelly/lKa, B TeUeHHe
JUIMTETILHOTO TPOMEKYTKa BPEMEHU 4Yallle OTMeudaeTcsi oOpa3oBaHHE JKEJIE3UCTBIX KHUCT JHA
xenmynka. Kucrel 100pokauecTBeHHBIE M MPOXOAAT CaMOCTOATENbHO Ha (POHE MPOAOIDKEHHS
Tepanmuu. OTH SBICHHUS OOYCIOBJICHBI (DM3HOJIOTHYECKUMH HM3MEHEHUSIMU B pe3yibTare
MHTHUOMPOBAHUS CEKPELIUH COJISTHON KUCIOTHI.

CHIKEHHE CEKPEIUU COJISTHOM KUCIIOTHI B XKETYJKE MOJ ACHCTBUEM MHTHOUTOPOB MPOTOHHOTO
2
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Hacoca WM JPYTUX CHIDKAIOIIMX KHCIOTHOCTH menyﬁ@:lé})gﬁd:ll Eﬁ“p%glm K OBH-'.H—I;HI/IIO

pocTa HOpPMaNbHOW MHKPO(IOPHl KUIIEYHHKA, YTO B CBOIO OYEpelb MOXKET NPUBOIUTH K
HE3HAUUTEIIFHOMY YBEJIMYCHHUIO pPHCKA Pa3BUTUS KHUIICYHBIX HWH(EKIHHA, BbI3BAaHHBIX
oakrepusimu poxa Salmonella spp. u Campylobacter spp., a y rocnutanu3upoBaHHBIX
HaIKMeHTOB, BEPOATHO, Takxke OakTepuit Clostridium difficile.

Bo Bpems neueHus mpenaparaMy, TOHWKAIOIUMH CEKPELUIO JKele3 KelyaKa, KOHICHTpalus
racTpvHa B CBIBOPOTKE KPOBH IMOBBINIAETCS. BeneacTBue CHUKEHUS CEKPELUU COISTHOM KHCTIOTHI
HOBBINIAETC KOHIEHTpauus xpomorpanuHa A (CgA) B mnasme kpoBu. [loBbilieHue
KoHIeHTpauun CgA B 1u1a3Me KpOBH MOXET OKa3blBaTh BIMSHUE Ha PE3y/bTaThl 00CIeI0BaHUI
JUI BBISBJICHUS HEWPOIHIOKPHHHBIX omyxosed. [lyis mpemoTBpaiieHusi JaHHOTO BIUSHHS
Tepanui0 HHIMOMTOpaMHM IMPOTOHHOIO Hacoca HEOOXOAMMO NPUOCTAHOBUTH 3a 5 JAHEH 10
IPOBE/ICHUS] UCCIIeI0OBaHMs orpenesneHuss KoHuenTpauuu CgA B mia3me kpoBu. Ecimu yepes
5 nHell KoHUeHTpauuu ractpuHa U CgA B mija3Me KpOBH HE BEPHYJIUCh K HOPMAaJbHBIM
3HAYCHUSIM, HCCIIEJOBAHUE CIIEIYeT IOBTOPUTH uepe3 14 nHel mocie npekpameHns puMeHeHHS
OMeIpasona.

Y gereii W B3pOCHBIX MALMEHTOB, UIMTENBHO IPUHHUMABIIMX OMEMNpPa30s, OTMEYaloch
YBEJIMYEHUE KOJMYECTBA SHTEPOXpoMaPPUHONOJOOHBIX KIETOK, BEPOSATHO, CBSI3aHHOE C
YBEIMYCHUEM KOHIIGHTPAIMH TaCTPpUHA B CHIBOPOTKE KpoBH. KIMHIUECKOW 3HAYMMOCTH JJAHHOE
SIBJICHHE HE NUMEET.

DapmakoKunemuka

Abcopbyus

Owmenpazon ObicTpo BcacwiBaerca u3 JKKT, makcumanbHas koHueHTpauus (Cmax) B IIazme
nocturaercs yepe3 1-2 gaca. AGcopOupyeTcs B TOHKOH KUIIKE OOBIYHO B TEUCHHE 3—6 YacoB.
buonoctynHocTh mocie OJHOKPATHOIO HpueMa BHYTPhb cocTaBisieT npuOiausurensHo 40 %,
1ocje IMOCTOSHHOrO mpueMa | pa3 B CyTKH OHOJOCTYNHOCTh yBenuuuBaeTcs a0 60 %.
OpnHoBpeMeHHBIN TPUEM MUIIH HE BIMSIET Ha OMOJOCTYITHOCTh OMEIpa3oJa.

Pacnpeoenenue

CBs13b oMenpasona ¢ OekaMu I1a3Mbl KPOBU COCTaBIIAET OKOJIO 95 %, 00beM pacnpereneHus —
0,3 n/kr.

Memabonusm

Owmerpa3oi MOTHOCTRIO MeTabomu3upyercs B ieueHHn. OCHOBHBIE N30(EPMEHTHI, YIaCTBYIOIINE
B nporecce Metabonusma, — CYP2C19 u CYP3A4. I'uapokcruoMenpasoll SBIsSETCS OCHOBHBIM
MeTaboIuTOM, 0Opazyomumces noa aeiicteueM uzodpepmenta CYP2C19. Merabonuts! cyiabpoH

u cynbtl)m[ HC OKAa3bIBAIOT BJIMAHUSA HAa CCKPCIIUIO COJISTHOM KHCJIOTHI.
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Inumunayus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[lepuon monyswiBenenusi (T72) cocraBnser okono 40 munyt (30-90 munyt). Okono 80 %
BBIBOJIUTCS B BUJIC METAOOIUTOB MMOYKAMH, OCTAJIbHAS YaCTh — Yepe3 KUIICUHUK.

Ocoobie cpynnot nayuenmos

Y noxwunblx manueHToB (75-79 neT) OTMEUEHO HE3HAYMTENIbHOE CHIDKCHHE MeTaboam3Ma
OMeTpa3oJa.

VY manueHToB ¢ HapyleHUueM (PYHKIH TOYeK KOPPEKIHS 036l He TpeOyeTcs.

Metabonu3m omenpasona y HAlMEHTOB C HapylleHHeM (YHKIUU [EYEHH 3aMeUISIeTCs, UYTO
MPUBOJUT K YBETUUYECHUIO €r0 OMOIOCTYTHOCTH.

Iloka3zanus K NpUMEHEHU IO

Omenpason PeHeBai mokaszaH K IPUMEHEHHIO Y B3pOCIIBIX B Bo3pacTte oT 18 jet npu:

® S3BCHHON OOJIE3HM XKeNy/IKa U IBEHAALATHIIEPCTHON KHUIIKH (JIeUYeHHE U MPO(UIaKTHKA);

e pagukarnuu Helicobacter pylori npu s3BeHHON 00J€3HM KENyIKa U JBEHAIIATHIICPCTHON
KUIIKHY (B cOcTaBe KOMOMHUPOBAHHOM TEpaIum);

e  HIIBII-accounnpoBaHHBIX $A3BaX W 3PO3UAX JKEIYAKAa U JBEHAALATUIIEPCTHOM KUIIKH
(71edenme U IPOQHUIAKTHKA);

e pedmokc-330darure;

e cumnroMaTtuueckon I'OPBb;

®  JMCHEINCHH, CBA3aHHOM C MOBBIIIEHHON KUCIOTHOCTBIO;

e  cuHApoMe 30JTMHIepa-DITUCOHA.

IIporuBonokasanus

[ToBbIlIeHHAsT YYBCTBUTEIBHOCTh K OMEINpPA30jly WU JHOOOMY M3 KOMIIOHEHTOB Ipenapara;
OJIHOBPEMEHHOE TpPUMEHEHHE ¢ KJIApPUTPOMULMHOM Y TalMEHTOB C MEYEHOYHOH
HEJOCTATOYHOCTHIO; aTa3zaHaBUPOM, 3BepoboeM, SPIAOTUHHOOM, [103aKOHA30JI0M,
OJIHOBPEMEHHOE MPHUMEHEHHUE ¢ mpemnapatoMm HenduHaBup; neTckuit Bozpact ot 0 mo 18 mer B
CBSI3M C CO/IEpKaHMEM B COCTaBe IpernapaTa BCIOMOIaTeIbHOTO BEIECTBA KPACUTENs «a30pyOuH
(xapmyaszun) (E122)».

C 0CTOPOKHOCTHIO

Henocrarounocts QyHKIMH TI€UYEHH; HEAOCTATOYHOCTh (YHKIMU TOYEK; OCTEONOpO3;
OJIHOBPEMEHHOE TMPUMEHEHHE C KIAPUTPOMHUIIMHOM, KJIOMUIOTPEIOM, HTPAKOHA30JI0M,
BappapuHOM, LHUJIOCTA30JI0M, Jua3zernaMoM, (EHUTOMHOM, CaKBHHABUPOM, TaKpPOJIHUMYCOM,
BOPUKOHA30JI0M, pU(PAMIHUIMHOM; 3HAYMTEITHLHOEC CIOHTAHHOE CHIDKEHHE MAacChl TeTa;
MOBTOPSIIOIASICS. PBOTA, PBOTA C MPUMECHIO KPOBU; HAPYIICHHE TIOTaHUS; U3MEHEHUE IIBETa

KaJsa (AerTeo0pa3HbIii CTYI); MPU HATMYUH S3BBI JKETyIKa (MK TIPU TI0I03PEHUN Ha €€ HAJTHIHE)
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JI0 Hayajga JICYCHUs CIEeNyeT HCKIIOYUTh 3J[0KaquT£1;1£UgE%E66l—tﬁgu:B|ﬁl}me :HOCI;(;IJ'IBKV

JICYCHUE MOXKET NMPHUBECTH K MACKHUPOBKE CHUMITOMOB U 3a/IepXkKaTh MOCTAHOBKY MPaBUIBLHOTO
JIMarHo3sa.

IIpumeHeHne npu 6epeMEHHOCTH M B IEPHOJ IPYAHOI0 BCKAPMJIMBAHUSA

bepemennocms

Pe3ynbTarhl HcciaenoBaHU YKa3bIBAlOT HA OTCYTCTBHE HEOIATOMPHUATHOTO BIUSHUS HA TCUCHUE
OEpeMEHHOCTH, 3/I0POBbE IJI0JIa M HOBOPOXKIECHHOTO pedeHka. OMernpazon MOXKHO MPUMEHSThH
pu OEPEMEHHOCTH C OCTOPOKHOCTHIO.

Jlakmauus

OmMernpason BBIIEISETCS C TPYAHBIM MOJOKOM. OIHAKO MPU MPUMEHEHUH B TEPANEeBTUYECKHUX
J103aX BO3/JIEHCTBUE HA peOEHKA MaJIOBEPOSITHO.

Cnoco0 npuMeHeHMsI U 103bI

Bnytps.

Kancynel npuHrMaroT 006IYHO YTPOM, MPEANOYTHTEIIBHO PA3/IEIbHO OT €JIbl, TJIOTAIOT LETUKOM,
3amuBas TOJIOBUHOM cTakaHa BOJbl. Karcysbsl Hemb3s pa3keBbIBaTh WM H3MenbyaTh. [lpu
3aTPyIHEHUH TJI0TAHMS, COACPKUMOE KaIlCyJbl IIOCIIE €€ BCKPBITUS MOXKHO CMENIaTh CO CJerka
MOJIKUCIIEHHOM KUAKOCTBIO (COK, HOTYPT) M HCIIOIb30BaTh B TeueHHe 30 MUHYT.

AHzeennas 6one3nb 08eHaOYamunepCmuou KUWKY

[Tpu oGocTpeHnu si3BEeHHOW OO0JE3HU TBEHAIIATUIIEPCTHON KUIIKU PEKOMEHYETCS IPUHUMATh
npenapat o 20 mr 1 pa3 B cytku. OOBIYHO TPOAOKUTEIHHOCTh TEPAMIUU COCTABISACT 2 HENENH,
pu HEOOXOIMMOCTH BO3MOXHO YBETHYEHHE Kypca Tepamuu emie Ha 2 Hexenu. [lamueHTtam c
SI3BEHHON OO0JIE3HBIO JBEHAIIATUTIEPCTHON KHIIKH, PE3UCTEHTHOM K JICUEHUIO, OOBIYHO
HazHavaroT npemapat 40 mr 1 pa3 B cyTku B TeueHue 4-x Henenb. s mpodunakTuku
pPEeUIUBOB MAIEHTaM C SI3BEHHOI OONle3HBbIO NBEHAAAaTUNepcTHOW Kumku — 20 mr 1 pa3 B
CYTKH; B HEKOTOPBIX cIy4asx MOxeT ObITh jJoctatouyHo 10 mr 1 pa3 B cyTku (HEOOXOAUMO
MPUHUMATH Karlcylbl, coaepxariue 10 mr omenpasona). B ciydae HeoOX0AMMOCTH 103y MOYKHO
yBennuuTh 10 40 Mr 1 pa3 B CyTKH.

A36ennan OonesHwb dncenyoka

[Ipu obocTpeHun s3BEHHOW OOJE3HU JKETMyJIKa PeKOMEHIyemas 103a TMperapara COCTaBIseT
20 mr 1 pa3 B cytku. IIponomkurenbHOCTs Tepanuu — 4 Henenu. B Tex ciydasx, Korjga mocie
MEepBOTO Kypca MPUMEHEHHS IMpenapara IOJIHOE 3aKUBJICHHWE HE HACTyIaeT, Ha3HA4YaloT
MOBTOPHBIA 4-HEAENbHBIM Kypc JedeHus. llamweHTam c sS3BEHHOW OONE3HBIO JKETyHKa,
PE3UCTEHTHON K JIeUeHHUIo, 0ObIYHO Ha3HaudaroT mpemapaT 40 mr 1 pa3 B CyTKH, 3aXHBICHUE
OOBIYHO JIOCTUTaeTCsl B TeyeHHe 8 Hezdenb. (I NpopuiIakTHKU PpEerUAWBOB IalMEeHTaM C

SI3BEHHOW OO0JIE3HBIO KETyJIKa PEKOMEHAYIOT MMPUHUMATDH TIpenapar B 03¢ 20 mr 1 pa3 B CyTKH.
)
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B citydae HE06XOJUMOCTH JI03y MOYKHO YBEITHYHTh JIO 46%:¥'%%@%1II/EHEHG CTb 0008)

Pexwumebl spagukaruu Helicobacter pylori mpu si3BeHHO# O0e3Hu:

— oMmeripazodn o 20 mr, knaputpoMutiu o 500 mr, amokcuuw/uinH 1no 1000 Mr oAHOBpEMEHHO
2 pa3a B CyTKH YTPOM U BeuepoM B TeueHue 1 Heaenu;

— omenpazon no 20 wmr, knapurpomuiuH mo 250 mr (B kaudectBe anmbrepHaTUBBl 500 MT),
MeTrponnaazoit no 400 mr (wiu o 500 mr, win TuHKUAa30a 110 500 Mr) ogHOBpeMeHHO 2 pa3a B
CyTKH B TeueHue | Henenu;

— omenpa3zodn 1mo 40 Mr 1 pa3 B CyTKH, a TakKe aMOKCHUIIMIUIHH 110 S00 MI ¢ METpOHH1a30JI0M 110
400 mr (i mo 500 mr, uau TuHKUAA3o0noM 1o 500 mr) ob6a 3 pa3a B CyTKM Ha MPOTSHKCHHUH |
HEZeNu.

B Tex cmywasx, eciu mocie mpoBeneHHoro Jjedenusi mnauuent Helicobacter pylori-
MOJIOKUTEIBHBIN, BO3MOXKEH MOBTOPHBIN KYpC JICUCHHUS.

Jleuenue s136eHHO-3PO3UBHBIX NOPANCEHULL HCETYOKA U 08EHAOYAMUNEPCMHOU KUWUKU, C8A3AHHbIX
¢ npuemom HIIBIT

Pexomengyemast mo3a omemnpasona cocrapisier 20 mr 1 pa3 B cytku. Kypc neuenus — 4 Henenu.
JIs manueHToB, y KOTOPHIX HE HACTYMMIIO 3aKUBIICHUE S3BbI, KypC MOXKET OBITh MPOJUICH €Ille
Ha 4 Henenu.

IIpogunaxmuka A36eHHO-2PO3UBHBIX NOPANHCEHUL JHCEYOKA U OBEHAOYAMUNEPCMHOU KUK,
ceazannvlx ¢ npuemom HIIBIT

B xauectBe mpodunaktuku HIIBII-accoumupoBaHHBIX S3BEHHO-3PO3MBHBIX MOPAXKEHUN
KeNyJKka M JBEHAIIAaTUIIepCTHON KUIIKM y HAallMEeHTOB B Tpymne pucka (Bo3pact 6oiee 60 jer,
A3BEHHO-IPO3UBHbBIE MOpPAXKEHUsS KelylKa U JBEHAALATUIIEPCTHONM KHIIKM B aHaMHe3e,
KpoBoTeueHuss u3 BepxHux oTnenoB JKKT B anamnese) pexomenmyemas mpo3a — 20 wmr
omernpasona | pa3 B CyTKH.

Jleuenue pegnioxc-3zopacuma

Pexomennyemas nosa cocrtasigetr 20 mr omenpasona 1 pa3 B cytku. Kypc nmeuenust cocraBisier
4 nenenu. J1Ji1 manueHTOB, Y KOTOPHIX HE HACTYIUJIO U3JIEYEHUE 33 ITOT CPOK, KypC MOXKET OBITh
npoaneH Ha 4 Henenu. Ilpu Tspkenom 33o0¢darure pekoMmeHayemas no3a coctasiser 40 mr
omernpasoina | pa3 B CyTKH, U KypcC JIEUEHUS COCTABISAET & HEMETb.

Jns mopnep)kuBaromiel Tepanuy y MalueHTOB ¢ peduirokc-330aruToM pekoMeHayemas a03a
omenpazoia coctaiseT 10 mr 1 pa3 B cyTku (HEOOXOIMMO MPUHUMATH KaTCyJIbl, COACpIKaIINE
10 mr omenpazona). [Ipu HeoOXxoaUMOCTH 1032 MOXET ObITh yBenuueHa a0 20—40 mr 1 pa3 B
CYTKH.

Cumnmomamuueckoe neuenue [ P

Pexomennyemas no3a — 20 mr 1 pa3 B cyTtku. Bo3amo)kHa MHIUBUAYaIbHAS KOPPEKTUPOBKA JO3BI.
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TO TpeOyeTcs JabHeiee oocae10BaHue.

Hucnencus, ceazannas ¢ nogblUEHHOU KUCIOMHOCMbIO

OO6brynas no3a cocrapiusier 10 Mr B cyTku. MakcumanbHasi cyToyHas /103a Mpernapara He JT0JDKHA
npesbimiath 20 wMr. MakcuManbHblii  Kypc JiedeHuss — 14 pgueil. Ecom B TeueHue
2 Henmenb He HaOmOJaeTcss OOJETYeHUS CUMITOMOB MM OHHU YCYTYOJISIOTCS, HEOO0XOIUMO
00paTUTHCS K Bpauy.

Jleuenue cunopoma 3onnuneepa-Iniucona

Jo3a ycraHaBiauBaeTcsi MHIMBUAYyalIbHO. PexoMenayemass HayanbHas no3a — 60 mr 1 pa3 B
cytku. [Ipu HeoOxoaumocTu no3y yBenuuuBaoT 10 80—-120 mr B cyrku. Ilpu nose Oosee
80 Mr ee cieayeT pa3eNuTh Ha 2 IpUemMa.

Pesixcum 0ozuposanus y ocobvix epynn nayuenmos

[Tpu meyeHOYHOW HEAOCTATOYHOCTH HazHayaroT 1mo 10-20 mr (MakcumallbHas CyTOYHas 103a
20 mr) 1 pa3 B CyTKM; IpU HapyLIEHUH (YHKIHMH MOYEK U y MOXKHWIBIX NAUEHTOB KOPPEKIUU
pexXuMa J03UpOBaHus He TpedyeTcsl.

ITo0ouyHOE nelicTBUE

Huxe npuBenensl HexenatenbHble peakiuu (HP), xoToppie ObLIM BBISIBIEHBI B XOJ€
KJIMHUYECKHUX UCCIIEeI0BaHUH, a TaKKe IIPU NMPUMEHEHUH OMEIpa30Jia B KIMHUYECKON MPaKTHKE.
Jns onenku vactoThl HP wmcmonb3oBaHbl clienyronime KpuTepuu: oueHb dacto (> 1/10);
vacto (> 1/100, Ho < 1/10); Hewacto (> 1/1000, Ho < 1/100); peaxo (> 1/10000, o < 1/1000);
odeHb peako (< 1/10000). HP crpynnupoBaHbl B COOTBETCTBHH C CHCTEMHO-OPTaHHBIMH
KJIacCaMd MEJMIIMHCKOTO CJIOBapsl JUIsi HOPMAaTHBHO-TIpaBoBOM jaestenbHocTH MedDRA, B
npenenax kKaxzaoro kiacca HP nepeunciiensl B mopsiake yObIBaHHSI YaCTOTHI BCTPEYaEMOCTH, B
npenenax KaKJOW TIpyNmbl, BBIAECIEHHOW IO 4acToTe BcTpedaemoctd, HP pacnpenenensl B
MOPSIIKE YMEHBIIEHUS UX BaXKHOCTH.

Hapywenuss co cmopouwr Kposu u aumgamuyeckou cucmemvl: PEAKO — THUIOXPOMHAas
MUKpOLIUTApHAsl aHEMHUsI y JIeTeil; oueHb pelKo — obpaTuMasi TPOMOOIUMTONEHNUS, JTeUKOMEeHNUS,
NAHIUTOIIEHUS, arpaHyJIOLUTO3.

Hapywenus co cmoponbt uMMyHHOU cucmembl: OYEHb PEIKO — ChIIlb, IIOBBIIIEHUE TEMIIEPATYPbI
Tela, AHTMOHEBPOTHMYECKUI OTEeK, OpOHXOcCMa3M, aJIepruyecKuil BacKyJIUT, JIMXOpaJKa,
aHapUIAKTUYECKHE PEaKIMu/IIOK.

Hapywenusa co cmoponvl nHepsHOU cucmembi: 9acTO — TOJOBHas 00Jib, COHJIMBOCTb, BSUJIOCTh
(nepeuncnennbie HP oOHapyXMBaIOT TEHAEHIMIO K YCYT'YOJIEHHIO NPU JUIMTEIBHONW Teparnun);
HEYacTo — OECCOHHHWIA, TOJIOBOKPY)KEHHE; PEIKO — MapecTe3ud, CIIyTaHHOCTh CO3HAHUA,

raJjiroguHanuu, 0COOCHHO Y HOXHWJIBIX IMAaOWMCHTOB HIIM IIPU TAXKCIOM TCUCHUH 336OJ'ICBaHI/I$I;
7
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OYEHb PEIKO — HECITOKOHCTBO, JETPeccHs, 0COGEHHO Y %Qﬁnl%ﬁ'ﬁeﬁ%ﬁﬁgpﬁ Q08 on

TE4YEeHUH 3a00JICBaAHMS.

Hapywenus co cmoponvl opeana 3penus: HEYaCTO — 3pUTEIbHBIE HApPYLIEHMs, B TOM YHCIE
YMEHBIIECHUE TOJeH 3peHHs], CHUKEHUE OCTPOTHI U YETKOCTH 3PUTEIILHOTO BOCIIPUATHS (0OBIYHO
IPOXOJAT MOCIIE NPEKPALCHHs TEPAIUH).

Hapywenua co cmoponvl opeana cayxa u 1abupunma. HEYACTO — BEPTHrO, HAPYIICHUS
CIIyXOBOT'O BOCIIPHSTHSA, B TOM UYHUCIIE «3BOH B ymax» (0OBIYHO MPOXOAAT MOCIE MPEeKpaIieHus
Tepamnun).

Kenyoouno-kuweunvle Hapyuienus: 4acTo — TOIIHOTA, PBOTA, METEOPU3M, 3al0p, AUapes, 00Jib
B JKUMBOTE (B OOJIBIIMHCTBE CJIy4aeB BBIPA)KEHHOCTh IEPEUYUCIICHHBIX SIBJIEHUN HapacraeT ¢
IPOJIOIDKCHUEM  TEpaluu), OJKEJE3UCThIE  MONUNBl  (QyHITAIBHOTO  OTAeNa  JKeIyJKa
(1oOpoKayecTBEHHbIE); PEAKO — HapylleHHe BKyca, M3MEHEHHE IIBeTa fA3bIKa O KOPHUYHEBO-
YEpHOIO0 M IOSIBJIEHHE J0OpPOKAUECTBEHHBIX KHCT CIIIOHHBIX JKelle3 IpU OJHOBPEMEHHOM
UCTIOJIB30BaHUN C  KIAPUTPOMHIMHOM (ABICHHS HOCAT OOpaTUMBIA XapakTep TOcIie
IPEKPALIEHUS] Tepanuu), MHUKPOCKOINMYECKHI KOJIHUT, OYEHb PEIKO — CYXOCTb CIM3UCTOU
000JI0YKHU pTa, CTOMATHUT, KAHAU03, TAHKPEATHT.

Hapywenusa co cmopoubi neuenu u icenuesvbigo0Awjux nymeti. HEYACTO — HW3MEHEHUs
MoKa3aresiel akTUBHOCTH «II€YEHOYHBIX» (EPMEHTOB (0OpaTUMOro XapakTepa); OYeHb PEAKO —
renaruT, JKeNTyXa, eYeHOYHasi HeJ0CTaTOYHOCTh, dHLe(daIonaTus y nauueHToB ¢ (pOHOBBIMU
3a00JIeBaHUSIMHU TICUEHH.

Hapywenus co cmoponvl KodiCU U NOOKONCHbIX MKAHel. HEeYacTO — KPallMBHUIIA, CHIIb, 3y,
ajonenusi, MyJiabTH(QOpPMHas 3puTeMa, (OTOCEHCHOMIM3AIUS, MOBBIIIEHHOE MOTOOTAENIECHUE;
O4YeHb peako — cuHapoM CTuBeHCca-/[KOHCOHA, TOKCUYECKHUH MU IePMaTbHBIM HEKPOJIHU3.
Hapywenus co  cmoponvl — Mbluieunol,  CKelemHou U  COeOUHUMENbHOU — MKAHU:
HEYacTo — IepesoMbl MO3BOHKOB, KOCTEH 3arsiCThs, FOJOBKH O€IpEeHHOM KOCTH (CM. pasieln
«Oco0ble yKazaHUs»); PeIKO — MUAJITHSI, apTPANITUsL; OUE€Hb PEIKO — MbIILIEYHAsI c1a00CTh.
Hapywenus co cmopousvt novexk u mouegvbl8o0awjux nymeii. PeNKO — HWHTEPCTUIUAIBHBIN
HE(PPUT; 4aCTOTA HEU3BECTHA — PEKTHIIbHAS TUCPYHKITUS.

Puck  pasButHs  ocTporo  TyOyJIOMHTEpCTHLHMAIbHOTO  Hedpura (C  BO3MOKHBIM
MPOrPECCUPOBAHUEM JI0 TIOYEUHOIN HEIOCTATOYHOCTH).

Obwue napywenuss u peakyuu 6 mecme 66e0eHus: He4acTo — nepudepruueckue oTeku (00bIYHO
IPOXOJAT TMIOCJIE MPEKPALIEHUs] TepanuH); pPEIKO — THUIOHATPUEMHS; OYEHb PEIKO —

THHCKOMACTHU, 4aCTOTa HCU3BCCTHA — THIIOMAarHuCMus (CM. pasaci «Oco0bIe y1<a3aHmI»).
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Ilepeno3upoBka

Cumnmombi: pBOTa, 00JIb B XKUBOTE, JUapEs, FOJOBOKPYKEHUE, NENPECCUs], HApYLICHUE 3PEHMS,
COHJIMBOCTH,  BO30YX/IEHWE, CIIyTaHHOCTh CO3HAHMSA, TOJOBHAs OOJb, IOBBIIICHUE
MOTOOT/IEJIEHHUS], CYyXOCTh BO PTY, TOIHOTA, aPUTMHS.

Jleuenue: TpoBe/leHHNE CUMIITOMATUYECKON TEpanuu, reMOJUalIn3 Hel0CTaTOYHO 3(deKTrBEH.
Crienudrueckuii aHTHI0T HEU3BECTEH.

B3anmopneiicTBHe ¢ APYTUMH JIeKAPCTBEHHBIMH CPeACTBAMM

Axkmuenvie eeuyecmea ¢ pH-3aeucumoit adcopovueit

CHMmKeHue KHUCIOTHOCTH KEIyJOYHOTO COKa IPU IPUMEHEHHH OMEIPa30Jla MOXKET IOBBIIIATH
WJIM TIOHMXKaTh a0copOLunio (apMaKkoIOTHYECKH aKTUBHBIX BELIECTB.

Hengunasup, amazanasup

[Ipy oAHOBpPEMEHHOM HPUMEHEHMH C OMENpa3ojioM MOXKET HaOII0JaTbCs 3HAYUTEIbHOE
CHIDKEHHE IUIa3MEHHOM KOHIIEHTPALMH aTa3aHaBUpa U Hel(UuHaBUPA.

OnHOBpeMEHHOE TpPHUMEHEHHE OMernpa3ojia ¥ HelduHaBHpa MpoTHBONOKa3aHo. CoBMecTHOE
npuMeHeHne omenpaszona (40 Mr B CYTKM) CHIDKaeT OKCIO3UIMIO HenduHaBupa
npubsmsutenbHo Ha 40 % 1 cpenHsas sKCno3uLus (papMaKoIOrHYecKH aKTMBHOI'O METaboIuTa
M8 cumxkaercas Ha 75-90%. Bo B3aMMOJEHCTBMM MOXKET Yy4acTBOBaTh MEXaHHU3M
unruoupoBanusit CYP2C19. OnHoBpeMeHHOE NPUMEHEHHE OMelpasoja C aTa3aHaBUPOM HE
pekomennyetcsi. CoBMecTHOE TpUMeHeHue omernpasona (40 Mr B CyTKH) W ara3aHaBUpa
300 mr/putonaBupa 100 Mr 370pOBBIMHM J100pPOBOJIBLIAMH  TPUBOAWIO K 75 % CHHUXKEHHIO
DKCIO3ULMHU ara3aHaBupa. lloBblmieHne 103l atazaHaBupa 10 400 Mr HE KOMIIEHCHPYET
BJIMSTHUE OMENpa3ojia Ha HKCIO3UIUI0 aTazaHaBupa. [Ipumenenue 20 Mr omenpasona B CyTKH C
400 mr artazanHaBupa u 100 Mr puTOHaBHpa 3IOPOBBIMH JTOOPOBOJBIIAMH TPHUBOIMIIO
npubim3nTenbHo K 30 % CHIXKEHUIO SKCIO3UIMH aTa3aHaBHpa M COMOCTAaBMMO C SKCIO3UIMEN
npu opgHokpatHoM mnpueme 300 mr arasanaBupa u 100 mr purtoHaBupa. Eciam uckmrouuTh
COBMECTHOE IPUMEHEHHME aTa3aHaBUpa M OMENpa3oyia HEBO3MOXHO, PEKOMEHAYEeTCs
OCYIIECTBIISAThH TIIATEIbHOE HAOIIOJACHHE 3a MAIMEHTOM, a TaKXKe YBEIMUYUTH /103y aTa3aHaBHpa
10 400 Mr ¢ npumeHeHreM putoHaBupa B 1o3e 100 mr, mpu 3TOM 71032 OMempas3osia He JOJDKHA
npesblath 20 MI B CyTKH.

Jueoxcun

ConyrcTBytomiee JjedeHue omemnpazonoM (20 Mr B CYTKM) M JIUTOKCHHOM Yy 3JI0POBBIX
NOOPOBOJIBIIEB TMOBBIIIATO OMOAOCTYMHOCTh JurokcuHa Ha 10 %. HecmoTps Ha TO, 4TO
[JIMKO3UHAs MHTOKCHKAlMs Ha (OoHE MpHeMa OMerpas3oja He SBISIETCS 4YacThIM COOBITHEM,

HGO6XOI[I/IM YCI/IJ'IGHHHﬁ MOHHTOPHHT, 0COOEHHO IIpHU JICYHCHUHU ITOKUJIIBIX MAIIUCHTOB.
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Knonuooepen

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OtMeueHo dapmMakoKuHETHYECKOE/ (hapMaKOIMHAMUIECKOE B3aUMO/ICHCTBUE MEXITY
KIonuaorpesnioM (Harpy3ounas go3a 300 mr, mojaepKuBaromias go3a 75 MI/CyTKH) U
omernpa3onioM (80 MI/CyTKH BHYTPb), KOTOPO€ CHHKACT HKCIO3UIMI0 aKTHMBHOIO METa0oJuTa
kionuaorpena Ha 46 % (B 1-it nenp) u 42 % (Ha 5-i1 eHb) U COKpaIlaeT CpeAHEe Bpems
MHruOMpoBanus arperanuu TpomoouutoB Ha 47 % (24 yaca) u 30 % (Ha 5-it nenb). Takxke
[IOKa3aHO, YTO IPUEM KJIOMUJOTpesia U OMEIpas3oja B pa3HOE BpeMs HE NPEJOTBpAIlaeT UX
B3aMMOJICHCTBHSI, YTO, BEPOSATHO, OOYCIOBIIEHO WHTHOUPYIOIIUM BIMSHUEM OMEMNpas3oja Ha
CYP2C19. PesynbraThl psiia HAOJNIOAATEIbHBIX HCCICAOBAHWN MPOTHUBOPEYMBHI U HE JAIOT
OJIHO3HAYHOT'O OTBETA O HAIMYUU WU OTCYTCTBUHU TIOBBIIICHHOTO PHUCKA TPOMOOIMOOTHMISCKUX
CepACYHO-COCYTUCTHIX OCIOKHEHUH Ha (poHE OJHOBPEMEHHOTO NMPUMEHEHHs KIIOMUAOTpeNa U
MHTHOUTOPOB MPOTOHHOTO HACOCA.

Jlpyzue nexapcmeennuvle cpeocmaea

AOcopOumsi TO3aKOHA30ja, JSPJIOTHHHOA, KETOKOHA30Jla W UTPAKOHA30Ja 3HAYUTEIHHO
CHW)XAETCs, COOTBETCTBEHHO, YXYAIIAeTCS UX KIMHUYecKas 3¢ hekTuBHOCTE. ClieayeT nu3berarhb
COBMECTHOT'O IIpHE€Ma OMETPa3oJia ¢ T03aKOHA30JIOM UJTH 3PIOTHHHOOM.

Jlexapcmeennvie cpeocmea, memabonuzupyemvie uzopepmenmom CYP2C19

Owmenpazon ymepenHo unruoupyer CYP2C19, ocHoBHOl (pepmeHT MeTabosin3mMa oMernpa3olia.
Takum o00pazom, MeTabOIU3M JPYIHX JIEKAPCTBEHHBIX CPENICTB, TaKKe META0OIU3HPYEMBIX
CYP2C19, moxxeT ObITh CHM)KEH, @ MX CUCTEMHOE BO3/IeHCTBHE — yBenu4yeHo. [Ipumepamu Takux
JeKapCTBEHHbIX CpPEACTB SABIIOTCS R-BapdapuH M Apyrue aHTaroHUCTsl BUTamMuHa K,
UJI0CTa30), JAuasenaMm W ¢eHutouH. [lpu mnpuMeHEeHWHM oOMempas3ojia MaIlMeHTaMU,
MOJTyJaloNMMU Bap(apuH WM Jpyrue aHTaroHWCThl BHTaMuHa K, HEOOXOAMM MOHHTOPHHT
MEXIYHApOJAHOTO HopManu3oBaHHOro otHomeHus (MHO); B psae ciaydaeB MOXKET
MOHAIOOUTHCS CHIDKEHHE J103bI BaphapuHa WM Ipyroro aHTaronucra ButamuHa K. B 1o xe
BpEMsI COIYTCTBYIOIIEE JICUCHHE OMEINPAa30JIOM B CYTOYHOW a03€¢ 20 Mr HE MNPUBOJHUT K
W3MCHEHUIO BPEMEHHM KOAryJsIUU Yy TAIMCeHTOB, JUTUTCIIFHO TNPUHUMAIONINX BapQapuH.
OmMmenpazon He BAMSIET Ha MeTa0OJIM3M IMpemapaToB, METaOOIM3UPYEMBIX H30(hepMEHTOM
CYP3A4, Ttakux Kak [HMKJIOCHOPUH, IUIAOKAWH, XWHHUIWH, O3CTPAAUON, JPUTPOMHIIMH U
OyecoHuI.

He BbIsIBIEHO B3aMMOACHCTBHS OMEMpa30jia CO CICAYIOIMUMH TpenapaTamMu: aHTaIUuaHbIC
cpenctBa, KodeuH, TeodwTuH, S-BapdapuH, NHPOKCHUKAM, JIUKIOPEHAK, HAMPOKCEH,

MCTOIIPOJIOJI, TPOIIPAaHOJIOT U 3TAHOJI.
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(MOCNEOOBATENLHOCTL 0008)

Memompexcam

Y HEKOTOpBIX MAIMEHTOB OTMEYAIN HE3HAYUTENILHOE MOBBIIIEHHE KOHLIEHTPALUM METOTpeKcaTa
B IJ1a3Me KPOBH Ha (hOHE OJJHOBPEMEHHOT'O IMPUMEHEHHUS C HHTHOUTOpAaMH MPOTOHHOTO HACOCA.
[Tpu Ha3HaYeHUH BBICOKHX J03 METOTpEKcaTa CIeAyeT pacCMOTPETh BOZMOXKHOCTh BPEMEHHOTO
MpeKpaleHus puemMa OMenpasoda.

Lunocmason

[Tpumenenue omenpaszosna B 7o3e 40 Mr 1 pa3 B CyTKM IPUBOANIIO K YBEIMUEHUIO MAKCUMaJIbHON
masMeHHon koHueHTpauu 1 AUC nmiiocrazona Ha 18 % u 26 % COOTBETCTBEHHO, 1JISI OTHOTO
U3 aKTUBHBIX METa0OIMTOB LMJIOCTA301a YBeInueHue coctaBuiio 29 % u 69 % coOTBETCTBEHHO.
Denumoun

MOHHUTOPHHT TUIA3MCHHON KOHIICHTpAIMM (EHUTOMHA PEKOMEHIOBAaH B TEUYCHHE IIEPBBIX
2 Hemenb MOCJE Hayala Tepamud OMENpPa3ojioM M B Cllydae KOPPEKIHH J103bl (EHUTOMHA;
MOHHUTOPHHT U TOCIEAYIOLIYIO KOPPEKIUIO 1036l PEHUTOMHA CIIEAYeT MPOBOAUTH 10 OKOHYAHUS
JICUEHUsI OMETIPA30JIOM.

Heuseecmmnbuliit Mexanuszm 63aumooeicmeus

Caxkseunasup

CoBMecCTHBII TMpUEM OMeMpa3ojia U  CaKBUHABUPA/pUTOHABHPA XOPOLIO IMEPEHOCUTCS
y BUY-unpuMpoBaHHBIX TAlMEHTOB, a TaKXe TMPUBOJUT K TOBBIIICHUIO TIJIA3MEHHOU
KOHIEHTpAllMU CaKBHHaBUpa npuodau3utenasHo 10 70 %.

Taxponumyc

CoBMECTHBIN MPUEM C OMEIPA30JOM MOBBIIIAET CHIBOPOTOUYHYIO KOHIIEHTPALIUIO TaKpOJIUMYCA.
Crnenyetr mpoBOIUTH YCUJICHHBIM MOHUTOPUHT KOHIIEHTPAIIMU TAKpOJIUMyca M (YHKIIMH MOYEK
(KIMMpeHC KpeaTHHUHA) ¢ KOPPEKIMEN J03bl TAKPOIUMYCa IPHU HEOOXOIUMOCTH.

Bnuanue opyzux nekapcmeennplx cpeocme Ha apmaKkoKuHEmMuKy oMenpa3ona

Hneubumopwr usogpepmenma CYP2C19 u/unu CYP3A44

VYuursiBas Merabonau3zM omenpaszoia c ywyactuem wuzopepmentoB CYP2C19 u CYP3A4,
JIEKapCTBEHHBIE  CPEJCTBA, CIIOCOOHBIE HMHTUOMpPOBaTH ATH  (EepMEHTHl (Takue Kak
KJIAPUTPOMHUIIMH W  BOPUKOHA30J1), MOTYT IOBBIIIATh CHIBOPOTOUHYIO KOHIEHTPAIUIO
OMENpa3onia, 3aMe[isis CKOpocTb ero Merabonusma. OJHOBpEMEHHOE MpUMEHEHHE
BOpPUKOHAa30jJa M OMemNpaszojia MNpUBOAUT K Oosiee yeM JByKpaTHoMmy yBenuueHuto AUC
oMmemnpasona. B cBsiz3u ¢ Xopomied NEpPeHOCHMOCTHIO BBICOKMX J03 OMeINpasonia, Ipu
HENPOAODKUTEIFHOM OJHOBPEMEHHOM MPHMEHEHHWH YKa3aHHBIX IIpenapaToB HE TpedyeTcs
KOPPEKLIMHU J03bl OMENPa30Jia.

OpnHOBpeMEHHBIN MPHEM OMENpas3ojia ¢ aMOKCHUIIMJUIMHOM WJIM METPOHHUIA30JI0M HE BIHSAET Ha

KOHIICHTPAIIMIO OMENpa3oiia B Iiia3Me KpOBH.
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JlekapcTBEHHBIE TIpeTapaThl, HHAYIIUPYIOIIHE 3od)epMQE'1:£;&E{‘%g@if9TEWE&E?T%(H&-'KaK

pudaMIuIH 1 npenapaTsl 3Bepo00si MPOABIPSBICHHOTO, MTPU OJHOBPEMEHHOM NPHUMEHEHHUH C
OMENPA30JIOM MOT'YT IIPUBOJMUTH K CHMXKCHUIO KOHLICHTPALMM OMENPA30Jia B IIJIa3Me KPOBU 3a
CYeT YCKOpeHHs MeTaboJIn3Ma OMenpasona.

Oco0ble ykazaHus

Ilepen HavaaoM Tepanuu HEOOXOIMMO MCKIIIOUUTH HAJIMYHUE 3JI0KAYECTBEHHOI'O Ipolecca B
BepxHux otnaenax JKKT, tak kak mpuem omenpasosia MOKET MACKHPOBATb CHUMIITOMATHKY M
OTCPOUYUTH IOCTAHOBKY IPABUIBHOIO AWAarHo3a. CHMKEHUE KEIyNOYHON KUCIOTHOCTH, B TOM
Yuciie U IPU MCIOJIb30BaHUM OJIOKaTOPOB NMPOTOHHOM MOMIIBI, YBEIMUUBAECT YUCIO OAKTEpUil B
KKT, uro noBblIIaeT puck BOSHUKHOBEHUS JKEIYJOUYHO-KUIIEYHBIX HHPEKIUH.

[ToBbimenue koHueHTpauuu CgA MOKET OKa3bIBaTh BIMSIHUE HA Pe3yJIbTaThl 00CIE€I0BaHUMN AJIs
BBISIBIICHUSI HEHPOIHAOKPUHHBIX onyxojed. Jlig npenoTBpamieHUs [JaHHOTO — BIUSHUSA
HEOOXO/MMO BPEMEHHO IMPEeKpaTHTh IpUEM oOMenpazosa 3a S5 JHeW 10 NpoBeIeHUs
uccienoBanus koHueHTpauuu CgA. Ecnu koHnentpanuun CgA u racTpuHa B IUIa3Me€ KpOBU HE
HOPMaJIM30BAJINCh  IIOCJIE HA4YaJIbHOTO HW3MEPEHMs, CIEAyeT IIPOBECTH KOHTPOJIBHOE
uccienoBaHue uepes3 14 qHel mocie mpekpalieHus JeueHus HHIMOMTOPOM MTPOTOHHONW HMOMIIBL.
VY HanueHToB C BBIPAKEHHOW HEJOCTATOYHOCTBIO (DYHKIMHU HEUYEHH HEOOXOIUMO PperysipHO
KOHTPOJIMPOBaTh IOKa3aTeNIl «IEYEHOYHBIX» (EPMEHTOB BO BPEMsI TEpalluUd OMEMPA30JIOM.
IIpenapar comepuT caxapo3y M IMOITOMY IPOTHBOINOKAa3aH MAalUMEHTaM C BPOKJICHHBIMU
HapyLICHUSIMU  YIJIEBOAHOTO OOMeHa (HEeNepeHOCMMOCTb (DPYKTO3bl, HEAOCTATOUYHOCTh
caxapasbl/U30MajIbTa3bl, CHHAPOM TIIIOKO30-TaJIakTO3HON Majibabcopouun).

IIpn Tepanuu S3BEHHO-IPO3UBHBIX IOpakeHWM, cBs3aHHbBIX C¢ npuemoM HIIBII, cnenyer
TIIATENBHO PACCMOTPETh BO3MOYKHOCTh OrpaHWuYeHus win npekpamenus npuema HIIBII nis
NoBbIIIEeHUS () ()EKTUBHOCTH MPOTUBOSI3BEHHOH Teparuy.

IIpenapar conep:KUT HATPUN, YTO CIEAYET NPUHATH BO BHUMAHUE Yy MALMEHTOB, HaXOASIIUXCS
Ha KOHTPOJINPYEMOW HaTPUEBOM JAUETE.

Crnenyer peryiasipHO OLIEHMBAaTh COOTHOIIEHHME pHCKa M IOJb3bl JUIMTENBbHOW (Oonee 1 roma)
MOJAJICPKUBAIOIIECH Tepanmuu OMemnpa3oiaoM. VMeTcs [JaHHbIE O TOBBIIMIEHHH PHUCKa
BO3HMKHOBEHHUSI TIEPEIOMOB TO3BOHKOB, KOCTEH 3amscTbs, TOJOBKH OEIpPEeHHOW KOCTU
MPEUMYIIECTBEHHO y MOXWIBIX IAlMEHTOB, a TAaKX€ NPH HAJIUMYMKM IPEAPACIIONararoImnx
(akTopoB. [lanmeHTaM ¢ pPUCKOM pa3BUTUS OCTEONOpPO3a CIENyeT O00ECHeYnUTh aJeKBaTHOE
notpebienue BuTaMuHa D 1 kanmbIys.

NmeroTcs cooOuieHnss O BO3HUKHOBEHUH BBIPAKEHHOH TI'HUIIOMarHMeMMH Yy TAalUeHTOB,
NOJIYYaIOIUX TEPANUI0 HHIMOUTOPaMU IPOTOHHOI'O HAacoca, B TOM YHCJIE OMENpPa30JIOM, CBbIIIE

1 rona.
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[TaniueHTaMm, MOTYUYaAIOMIUM TEPAITUIO OMENPA30JIOM B TG"—IQII-I_'II/I-E}[EQ'II‘; 'T{Bllr'glkﬁ&;[%}&:' O|C(I)'6'I6|HHO

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B COUYCTAHWH C JUTOKCUHOM WJIHM JPYTUMHU TperapaTamu, CHUKAOIIUMHU COJIEpP)KaHUE MarHus B
m1asMe KpoBH (IMYypeTHKamH), TpeOyeTcs perylspHbId KOHTPOJb COJICPXKAHUS MAarHus.
Owmernpa3od, Kak U Bce JICKAPCTBEHHBIC CPE/ICTBA, CHIDKAIOIINE KUCIOTHOCTh, MOXKET MTPUBOINUTH
K CHIDKEHUIO BcachlBaHMs BUTaMuHa Bi1, (nnanokobanamuna). O6 3ToM HE00X0IMMO IIOMHUTH B
OTHONICHUU TAIIMEHTOB CO CHIDKEHHBIM 3allacOM BUTaMWHA Bi1, B opranm3me uim ¢ GpakropaMu
pHUCKa HapyIIEHUs BCACBIBAHMS BUTAMHHA B12 IpH JJIMTENHHON Teparuu.

Y TanueHTOB, NMPUHUMABIIUX IEPOPATBbHO B TEYCHUE JTUTEIHHOIO BPEMEHHU Npenaparhl,
MOHMKAOIIUE CEKPEIIHIO HKEJIe3 JKEeMy/IKa, Yalle 0TMEeYalloch 00pa30BaHUE JKEIIE3UCTHIX KHCT B
Kemyake. OTH SBICHHS OOYCIIOBIIEHBI (DMU3MOJIOTHYECKUMH HM3MEHEHUSIMH B pe3yibTare
WHTHOWPOBAHUS CEKPEIIMU COJITHOM KHCJIOTHI M TOJBEPraloTCs 00paTHOMY pa3BUTHIO Ha (oHe
TIPOJIOJDKCHHUS TCPATIHH.

CHMKCHUE CEKPELUU COJSIHOM KHCJIOTBI B OKENyJKE MPHUBOAMT K TIOBBINICHHIO pPOCTa
HOPMAJIbHOW MHUKPO(MIOPHl KHINEYHHWKA, YTO, B CBOIO OYEPEIb, MOXET MPHUBOIUTH K
HE3HAYMTCIIbHOMY  IOBBIIICHUIO PHCKA Pa3BUTHS KHIICUHBIX HMHMEKIHH, BBI3BAHHBIX
Oakrepusimu  poga Salmonella spp. u Campylobacter spp., a Takxke, BEpOSATHO,
Clostridium difficile. IIpumenenne HHrHOUTOPOB MIPOTOHHON MTOMITBI CBA3aHO C KpaiHe PEIKUMU
CIy4assMM MOAOCTpod KokHOM kpacHoil Bomuanku (IIKKB). B cimyyae BO3HUKHOBEHHS
MATOJIOTHIECKIX U3MEHEHUH KOXKH, OCOOCHHO Ha OTKPBITHIX €€ yJacTKaX, COMPOBOKIAFOIIHXCS
apTpajirueil, MalnueHTy cleAyeT He3aMeNIUTENbHO OOpaTHUTHhCS 3a MEAHIIMHCKOW MOMOIIBIO.
Bpauy crnenyer paccmoTpeTh Bompoc 00 oTMeHe omerpa3ona. Y mamnuentoB ¢ [IKKB na ¢one
MIPEIIIECTBYIONIEH Teparui MHTHOUTOPOM TIPOTOHHOM MTOMITHI YBEIHUEH PUCK €€ PA3BUTHS MPU
MOCIICAYIOMICH Tepanuy IPYruMH HHTHONTOPAMH TPOTOHHOW TIOMITHI.

BcnoMorarenbHEIE BEIIECTBA

IIpenapam codeparcum caxapo3y

[TaruenTaM ¢  peAKo BCTpeYarolIeWcs HACIEACTBEHHON HENepeHOCUMOCThIO (PYKTO3HI,
[JII0KO30-TAIaKTO3HON ManbaOcopOIue mim aepuIuToM caxapas3bl-M30MallbTa3bl HE CIEIyeT
NPUHUMATD ITOT Mpernapar.

IIpenapam codeporcum 1axmo3svi MOHO2UOPaAM

[TanpeHTaM € peako BCTPEYAOUICHCS HACIEACTBEHHOM HENEPEHOCHMOCTBIO TalIaKTO3bI,
neUIUTOM JaKTa3bl JOMaped WM TII0KO30-TaTaKTO3HOW ManbaOcopOiueil He cienyer
NPUHUMATD ITOT Mpernapar.

Ilpenapam cooepoicum azopyoun (kapmyaszun) (E122)

A3zopyouH (kapmyaszuH) (E122) MoxeT BBI3bIBaTh AJIJIEPTUUECKHUE PEAKITHH.
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(roc QB4 HOCTEL 0008
Bausinue Ha cIOCOOHOCTH YNIPABJIATH TPAHCI] opTHblMg cpe aﬁiu:r ﬁ%ﬂmm&ﬁaw i

VYuutbiBas BO3MOYKHOCTb IOSIBJIEHHS HEXKEJIATEJbHBIX pEaKUUid CO CTOPOHBI LEHTPAJIbHOU
HEPBHOW CHCTEMBI M OpTraHa 3peHHs, B IEPUOJI JICYEHUSI OMENPa30JI0M HEOOXOMMO COOII01aTh
OCTOPOXXKHOCTh MpPH YIPABIEHUU TPAHCIOPTHBIMH CpPEACTBAMH M 3aHSATUU IOTEHIUAIBHO
OMACHBIMH BHUJAMH JI€ATEIbHOCTH, TPEOYIOIIUMHU MOBBIIICHHONW KOHIICHTPAIlMd BHUMAaHUS U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUM.

dopMa BbINIYCKa

Kancynsl kumegynopactBopumblie, 20 Mr.

ITo 7, 10, 15 kancyn B KOHTYPHYIO STYEHKOBYIO YITAKOBKY W3 IUICHKU IMOJTMBUHUIXJIOPUIHON U
(GoJIbru aMIFOMUHNEBOM EYaTHON JTAKUPOBAHHOM.

4 KOHTYpHBIE SYCHKOBBIE YMaKOBKH 1Mo 7 Kamcyn wid 3, 5, 6, 9, 10 KOHTYpHBIX SYEHKOBBIX
ynakoBok no 10 xamcyn, wiu 2, 4, 6, 8 KOHTYpPHBIX S4YEHKOBBIX YIAKOBOK IO 15 kamcyn
C MHCTPYKIMEH MO MEAMIIMHCKOMY TMPUMEHEHHIO IOMELIAIOT B MA4Ky U3 KapTOHA JUIs
OTPEOUTEIBCKOM Taphl.

YciaoBus XxpaHeHust

Xpanuts npu Temmnepatype ke 30 °C.

XpaHUTh B HEOCTYITHOM IS IETEeH MecTe.

Cpoxk rognocTu

3 roxa.

He npuMeHsTh 10 HCTEYEHNH CPOKA TOJHOCTH.

YcaoBus ornycka

OTnyckaroT 1o peLenty.

Baagesnen perucTpaMOHHOIO yA10CTOBEPEeHUs!

AxuunonepHoe obmectBo «IIpousBoncTBeHHas ¢apmaneBTHueckass koMmaHus OOHOBJIEHHE»
KOpuanueckuii aapec: 633621, HoBocubOupckas o061., Cy3yHckuii paifoH, pr. CysyH,
yi. Komuccapa 3stpkoBa, 1. 18.

Temn./akc: 8 (800) 200-09-95.

Wurepuer: www.renewal.ru

IIpousBoauTess/Opranusanusi, NPUHUMAKOIIAs  NPETEH3WHM  OT  moTpedHuTeJIei
IIpoussooumens

Axk1uonepHoe obmiectBo «IIpousBoacTBenHas dpapmaineBTuueckas komnanuss OOHOBIEHHE
Adpec mecma npouzsoocmea

HoBocubupckas o6:1., 1. HoBocubupck, yin. Cranimonsas, 1. 80;

Hosocubupckas 0611., r. HoBocubupck, yn. Crannmonnas, 31. 80/3.
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(NOCNEQCBATENEHOCTE 0008)

Dacosujuk, ynakosuux

Axuunonepsnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUECKass KoMnaHust OOHOBICHUE
Hosocubupckas o6:m1., 1. HoBocubupck, yin. Cranimonsas, 1. 80;

Hosocubupckas 06:1., r. HoBocubupck, yn. Cranimonnasi, 31. 80/3.

Buinyckarowuti konmpons kauecmea

Axuunonepsnoe o6mectBo «lIponsBoacTBeHHas papmareBTHUeCKas koMmnaHust OOHOBICHUE
Hosocubupckas o6:m., . HoBocubupck, yin. Cranimonnas, . 80.

Opeanuszayus, NPUHUMAIOWAS. NPemeH3Uuu om nompebumeretl

AxnunonepHoe o6mecTBo «IIpon3BocTBeHHas (hapmarieBTHUecKas koManuss OOHOBICHHE)
630096, r. HoBocubupck, yin. CrtanimonHasi, a. 80.

e-mail: pretenzii@pfk-obnovlenie.ru
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