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MUHUCTEPCTBO 3/IPABOOXPAHEHMSI ROCCUNCKOM ®EJIEPALIN
COTIACOBAHO

WMHCTPYKLIMA
[10 MEJJULIUHCKOMY ITPUMEHEHUIO JIEKPCTBEHHOI'O ITPEITAPATA

Xaiipa6e3on
HAaUMCHOBaHHUEC JICKAPCTBECHHOT'O IIpCliapaTa

Perucrpanuonnsiii Homep: JII1-001479

Toprosoe HaumenoBanme: Xaitpade3on

MexayHapoaHoe HemaTeHTOBAHHOE HAMMeHOBaHMe: pabernpa3os

JlekapcTrBenHast popma: TabJIeTKH MOKPHIThIE KMIIEYHOPACTBOPUMOH IJICHOYHOH 000JI0UKOMH
Cocras

Josupoexa 10 me:

Jleticmsyrowee eewyecmeo: pabenpason natpus — 10 mr.

Bcnomozamenvnvie ewjecmsa:

Maraus okcua 50 mr, ManauTon 17,5 Mr, kpaxmain KyKypy3Hbslid 2,5 mr, noBuaon-K30 1,5 mr,
TUIIPOJI03a HU3K03aMeleHHast 16 mr, Hatpust creapuidymapat 2 Mr.

Obonouka:

nemanedart 11,25 mr, Turana guokcux 1 Mr, KpacuTeb Keje3a OKeu KpacHbii 0,1 mr.
Jo3uposexa 20 me:

Jeticmeyiowjee eeuyjecmeo. pabenpazon Hatpusi — 20 Mr.

Bcnomozamenvhvie gewjecmsa:

MarHusi okeuq 69 mr, manuurton 40 mr, Kpaxmasu KykKypy3Hbiid 2,5 mr, noBuaoH-K30 1,5 mr,
TUIIPOJI03a HU3KO3aMellleHHas 24 Mr, HaTpus cteapuiipymapar 2 M.

Obonouka:

nestanedar 18 mr, Tutana auokcua 1,6 Mr, KpacHTe b JKejre3a OKCHT KeThIi 0,16 mr.

Onucanue

Jlozuposka 10 me:

KPYTJIbIE IBOSIKOBBITYKJIbIE TAOJIETKH, MOKPBITBIE 000JIOUKOM OT CBETJIO-PO30BOIO JI0 KPAaCHOBATO-
po3oBoro nsera. Ha momnepeunom paspese sapo Genoro mim 6esoro ¢ eaToBaTbiM OTTEHKOM
[BeTa.

Hozupoexa 20 me:

KPYTJIbIE JBOSKOBBIMYKJIbIE TaOJIETKH, MOKPHIThIE O00O0JIOYKOH OT CBETJIO-XKEITOrO JI0 JKEJITOro

uBera. Ha IONEepEeYHOM paspese Anpo Oenoro uiM 6e10ro ¢ KEITOBATHIM OTTEHKOM I[BETA.



(I)apmaKOTepaneBanecxaﬁ rpymnmna: Cpe/JCTBO, IIOHMXAIOMIEE CEKPEHHIO JKEJIE3 JKEIyJKa —

IIPOTOHHOI'O HAacoca I/IHFHGHTOp.

Koan ATX: A02BC04

dapmako/IOrH4ecKHe cBoicTBa

dapmakoIHHAMHKA

Mexanusm oOeticmeus. Pabenpa3os OTHOCHTCS K KJacCy aHTHCEKPETOPHBIX COEIMHEHHMH,
KOTOpbIE B XHMHYECKOM OTHOIICHHHU SIBJISIOTCS 3aMEIIeHHBIMH OeH3umuaazoiamu. Ilpenapar
yraeraeT akTuBHOCTH (epmenta H'/K -AT®d-a3bl («IIPOTOHHBIN HACOCY), OJIIOKUPYS TEM CaMbIM
3aKJIFOYUTENIBHYIO CTaIHIO CHHTE3a COJISHOW KHCIOTBL. DTOT 3(P(EeKT HOCUT 10303aBUCHUMBIN
XapakTep M INPUBOAMT K YIHETEHUIO Kak Oa3ajlbHOW, TaK M CTHUMYJIMPOBAHHOM CEKPELMH
COJISIHOM KHMCJIOTBI HE3aBHCUMO OT pazapaxures. Kak ciaboe ocHoBaHHe pabenpa3on B JIIOObIX
no3ax ObIcTpo abcopOupyeTcss U KOHICHTPUPYETCS B KUCIION Cpe/ie MapHeTalbHbIX KJIETOK.
Anmucekpemopnasn akmusrnocms. Ilocne npuema BHyTph 20 Mr pabenpasosa aHTHCEKPETOPHBbIH
3¢ ¢deKkT BO3HMKAET B TEYEHHE OJIHOTO 4Yaca. YTHETeHHe Oa3aJbHOH M CTUMYJIHMPOBAaHHOM
CEKpELIMU COJITHOW KHMCIIOTHI uepe3 23 yaca 1ocie NnpueMa rnepBoi J03bl pabenpazosia HaTpHs
cocraBiasier 62% wu 82 % coorBercTBEHHO M mpoaospkaercss o 48 wacoB. Takas
IIPOIOJDKUTEIBHOCTh (hapMaKOKMHETHYECKOTO JIEHCTBHSI HAMHOTIO IPEBBIIACT MPEACKa3yeMoe
1o nepuoxy nosyssiBenieHus (T12), KOTOPBIH cocTaBIAeT MPUMEPHO OXMH Yac. [lanHbii addext
MOXeT ObITh OOBSICHEH CBs3bIBaHHEM JiekapcTBeHHOro BemectBa ¢ HY/K'-AT®-azoi
napueTalbHBIX KJIETOK jkenyka. Bennunna uHruOupyiomero aeictsus pabenpasosia HaTpus Ha
CEKPELHUIO KUCIIOTHl JIOCTUraeT IUIATO Tocie TpeX AHed mnpuema pabemnpaszona Hatpus. [lpu
IIPEKpallEHHH ITPHeMa CEKPETOpHAasi aKTUBHOCTh BOCCTAHABIIMBACTCS B TeueHHe 1-2 THEH.
BiusiHMe Ha KOHLEHTpAIMIO TacTpUHA B CHIBOPOTKE KpoBH. B Havane tepanuu pabernpas3onom
KOHLEHTPALUs TacTpUHA B CBIBOPOTKE KPOBU YBEIMYMUBAETCS, UTO SIBJISIETCS OTPAKEHHEM
MHTUOMPYIOLIEr0 BJIUSHUS HA CEKPEUHUIO COJSHOW KHCJIOTBL KOHIEHTpALUs TacTpuHa
BO3BpAIIAETCS K HUCXOIHOMY YpPOBHIO OOBIMHO B TeueHHe 1-2 Heenb Iociie MpeKpalleHHs
JICUYEHHUSI.

Bnusanue na sumepoxpomaghunnonooodmnvie kiemxu. Vizyuenne OHONTATOB JIHA ¥ aHTPAIBHOTO
otnena xenyaka 6onee yeM y 500 mamueHTOB, MOJyYaBIIUX pabernpa3on HATpUs WM Ipernapar
CPaBHEHMS IIPOJIOJIKUTEIBHOCTBIO 0 8 HEJ/eNb, HE BBIBHIIO U3MEHEHHH B MOP(}OIOrHYECKOi
cTpyKType sHTepoxpomapuuHOnoaoOHex (ECL) keTok, creneHd BBIPAKEHHOCTH TacTpUTa,
4acTOTe aTPO(YHUUECKOro racTpuTa, KHIIEYHOH MeTaIula3ui WM PaclpoCTPaHEHHOCTH HH(EKIIUH

Helicobacter pylori.



B wuccnenosannu ¢ ywactuem Oonee 400 maunmenTtoB, moiydaBuiux pabempason B jgosze 10
Mr/aenb win 20 Mr/aeHs, TpoA0DKUTEIBHOCTEIO 10 1 roja, yacToTa runepruiasuy Obuia HU3KOH
U CPaBHHUMOH C TaKOBOM JUIsl MAIMEHTOB, MOJIyYaBIIUX oMerpa3ol B no3e 20 mr/aens. He Obu1
3aperuCTPUPOBAH HU OJIMH Clly4yai aJleHOMaTO3HBIX U3MEHEHHH HJIM KaplUHOUIHBIX OIyXOJIEH,
HaOJII01aBIINXCS Y KPBIC.

Jpyeue s¢hghexmuvr. B HacTosime BpeMs HET AAHHBIX O TOM, 4YTO padenpaszosn BbI3BIBAET
cucteMHble 3(QeKThl cOo CTOpoHbI LeHTpaibHON HepBHO# cucremsl (IL[HC), cepaeuno-
COCYIUCTON M JbIXaTenbHOH cucreM. [Ipu mepopanbHOM npueme B jo3e 20 Mr B TeueHue 2
Hesenb pabernpa3osl He OKa3bIBaJl BIUSHUS HA (YHKIMIO IIMTOBHUIHOW 3Kejae3bl, METADOIU3M
YIJI€BOJOB, a TaKK€ HAa KOHLIEHTPAIMIO B KPOBH IAPATHPEOHJHOIO TOPMOHA, KOPTH30HA,
3CTPOT€HOB, TECTOCTEPOHA, MPOJIAKTHHA, CEKPETHHA, TIIOKAroHa, (oJuMKyI0CTUMYJIHPYIOLIEro
rOPMOHA, JIIOTEMHU3UPYIOLIEr0 TOPMOHa, peHHHA, aJIbJ0CTEPOHA K COMATOTPOIIHOTO TOPMOHA.

(I)apMaKOKHHeTHKa

Abcopbyus

PaGenpason 6picTpo abcopbupyeTcsi U3 KHINEYHHUKA, U €ro MHKOBbIE KOHIIEHTPALMH B IIa3Me
(Cmax) DOCTHraroTCs MpUMEpHO uepes 3,5 yaca nocie npuema 103sl 20 Mr. Mi3MeHeHHe MTUKOBBIX
KOHLEHTpAaUMii B IUla3Me M 3HA4YeHUH I1uiomaad mnoja (apMaKOKHHETHYECKOH KpHUBOH
«koHLeHTpanus - Bpemsi» (AUC) pabenpasosia HOCAT JTHHEHHBIH XapakTep B AHANa3oHe 03 OT
10 1o 40 mr. AGcomoTHas GHOIOCTYITHOCTE MOcIe IepopajibHOro npuema 20 mMr (1o cpaBHEHHIO
C BHYTPHUBEHHBIM BBEJEHHEM) cocTaBisieT okoso 52%. Kpome Toro, OMOMOCTYNHOCTH He
U3MEHSETCs IPH MHOTOKpaTHOM ITpueMe padenpasosia. Hu Bpems npuema npenapaTa B TCUCHHE
CYTOK, HM aHTallWJlbl HE BIMSIOT Ha abcopbuuio pabenpaszona. [Ipuem mpenapara ¢ >KUPHOi
nuei 3amemnsier abcopbumio pabenpaszona Ha 4 yaca u Oosiee, 0HAKO HU Cmax, HH CTENEHD

abcopOLUU HE U3MEHSIOTCS.

Pacnpeoenenue

VY yenoBeka cTeNeHb CBsA3BbIBAHUS pabernpasosia ¢ 6eIKamMu 11a3Mbl COCTABIISET 0K0JI0 97%.
Memabonusm

PaGenpa3on Merabonu3upyercss B OpraHm3Me JBYMS MYyTAMH. 3HA4YMTENbHAss €ro YacTh
METa0O0JU3UPYEeTCs CHCTEMHO He(pEepMEHTAaTUBHBIM IyTeM ¢ 00pa30BaHHEM THOI(PHUPHBIX
npou3BOaHBIX. Pabenpa3on takke MeTaboJU3upyeTCs B MEYEHHU MOCPEJICTBOM IuToxpoma P450
¢ obpazoBaHHEM CYJIB(OHOBOIO H JIECMETHIIOBOTO NMPOU3BOIHBIX.

VY 310poBBIX J1I00OPOBOJIBLEB IEPHOJ] IMOJIYBBIBEACHUS W3 IUIa3Mbl COCTaBJsIET OKojIo 1 waca

(Bapeupyercs ot 0,7 o 1,5 yaca), a cyMMapHbIi KJIMPEHC COCTABIISET 3,8 MJI/MUH/KT.

Buigeoenue



ITocre omHOKpaTHOTO Hepopanbhoro mnpuema 20 mr '“C-meuennoro pabenpasona okomno 90%
rpernapara BbIe/SIETCS ¢ MOYOM, IPEUMYIIIECTBEHHO B BU/IEe THO3(Hpa KapOOHOBOH KHCIIOTEI, €€
MJIIOKYPOHK/IA ¥ B BHJIE TIPOM3BOAHBIX MEPKANTYpPOBOM KHCIOTHL. Hen3MeHeHHOro npenapara B
mMoue He ompezeisercs. OcraBmiascsi 4YacTh HPUHATOro pabempasona BBIBOAUTCS 4Yepe3

kuieyHuk. CymmapHoe BbiBeJieHHe cocTanisieT 99,8%.

TepMmuHaIbHAS CTAJIMS TOYEYHON HEJIOCTATOYHOCTH

VY namMeHToB cO cTabUIIbHON MOYeYHOH HEJOCTATOYHOCTHIO B TEPMUHAJIBHOM CTaIMU, KOTOPBIM
o 2
HEOOXOMMM IOJUIEP)KUBAIONIMNA reMoauann3 (KJIMpeHC KpeaTHMHHHA <Swmu/muH/1,73 M%),
BbIBEJICHHE pabernpa3oiia CXoke ¢ TaKOBbIM JUIst 340poBbIX 100poBoibleB. AUC U Cmax y 9THX
NalMEeHTOB OBbUIM MPUMEPHO Ha 35% HMKe, YyeM Yy 370poBbIX J00poBoibleB. B cpennem Tin
pabemnpa3zona cocraBisii 0,82 yaca y 310poBbIX J00poBoibleB, 0,95 ywaca - y HanueHTOB BO
BpeMsl remoauanuza u 3,6 yaca mnocie remoauanusza. Kiumpenc npenapara y IAmUEHTOB ¢
3a00JIeBaHUSAMH TOYEK, HY)KJAIOIIMXCS B reMoinain3e, OblT MpUOIM3UTENBHO B 1BA pa3a BhIIIE,

YeM y 3710pOBBIX 10OpOBOJIBIEB.

XPpOHHUYECKHI KOMIIEHCUPOBAHHbBIN IIMPPO3

[TanMeHTBI € XPOHMYECKHM KOMIIEHCHPOBAHHBIM IIMPPO30M I€YEHH XOPOLIO IIEPEHOCHT
pabenpazon B go3e 20 mr 1 pa3 B neHb, XoTss AUC ynBoeHa U Cmax yBenuuena Ha 50% 1o

CPaBHEHHIO CO 3I0POBBIMHU J100POBOJIBIIAMH.

[Toxuiible malueHThl

VY NOXUIBIX NAIMEHTOB 3JIMMHUHAIMS palernpa3osia HECKOIbKo 3amenseHa. [locie 7 e
npuema pabenpasona B 1o3e 1o 20 mr 1 pa3 B aeHb y noxuibix jun AUC 6bpU1a IpUMEPHO BJIBOE
Honbine, a Cmax MoBbIIeHa Ha 60% 1O CPaBHEHUIO C MOJIOABIMH 3JI0POBBIMHU J100pOBOJIBIIAMH;

MPU3HAKOB KyMYJISLMH IperapaTa He 0TME4aioch.

CYP2C19 nommopduzm

VY nanueHToB ¢ 3aMeUIeHHBbIM MeTabonu3MoM nocpenctsom uzodpepmernta CYP2C19 nocne 7
JnHel npuema pabernpazona B no3e 20 mr B cytku AUC yBenuuuBaercs B 1,9 pasa, a nepuon
IOJyBbIBeeHUST B 1,6 pa3za 1O CpaBHEHMIO C TEMH JK€ IapaMeTpaMH Yy «ObICTPBIX

MeTab0IM3aTOPOBY, B TO BpeMs Kak Cmax yBemMunBaercs Ha 40%.

IMokazanus K NpUMeHEeHHIO

SI3BeHHas 00JE3HB XKelly/IKa B CTaJui 000CTPEHHSI U sI3Ba aHACTOMO3a;

SI3BeHHas 60J€3HB ABEHAIIATUIIEPCTHON KUIIIKK B CTaIMH 000CTPEHUS;

Dpo3uBHas M si3BeHHas ractpoa3odareanbHas peduirokcHas 60s1e3Hb WK pedrokc-330¢parur;

ITonnepxuBaromas Tepamnus ractTpos3odareanbHoi pediokcHOM 60e3HH;




Hespo3zunast ractpoa3odareansHast pedmokcHas 600Je3Hb;

Cunapom 30JUTHHrepa-JUTHCOHA U JIPYTHE COCTOSHHS, XapaKTepH3YIOIUeCs MaToJIOTHYeCKOi
THIIEPCEKPELUEH;

B kxomOuHanuu ¢ COOTBETCTBYIOLIEH aHTUOAKTEpUAIbHOM Tepanuedl Uil 3pajuKaluu
Helicobacter pylori y manMeHTOB ¢ S3BEHHOH OOJIE3HBIO KeTyJKa M JIBEHAALATUIIEPCTHON

KHUIIKH UJIIA XPOHUYECCKHM IraCTPpUTOM.

IIpornBonokazanus
[ToBbIIeHHAst YyBCTBUTEIBHOCTh K palbemnpa3oity, 3aMelIeHHbIM OEH3MMH/1a30J1aM WM JIPYTHUM
BCIIOMOTaTeJIbHBIM KOMIIOHEHTaM IIpernapata; 0epeMEeHHOCTh; IEPUO/] IPYAHOT0 BCKapMIIMBAHHs

(makTanuu); IeTCKU Bo3pact 10 12 ser.

C 0CTOPOKHOCTBHIO
Tsoxenast nedeHOYHAs HEJIOCTATOYHOCTh, TsOKeJIast oYeyHasi HeJIOCTaTOYHOCTD, JIETCKUI BO3pacT

(crapue 12 ner).

Ilpumenenne npu 6epeMEHHOCTH M B MEPHO/ I'PY/IHOI0 BCKapMJIMBAHHS

Jlannpix 1o Ge3omacHOCTH TNpUMEHeHMs paberpasona BO BpeMsi OEpeMEHHOCTH HET.
HccnenoBanus penpoyKTUBHOCTH Ha KpbICaX M KPOJIMKAX HE BBIIBHJIM IMPHU3HAKOB HapyLICHUS
GbepTHIbHOCTH MM 1e(EKTOB Pa3BUTHS TUI0/A, 00YCIOBICHHBIX pabernpazoioM; 0JHAKO Y KpPbIC
B HEOOJBIIMX KOJMYECTBAX Ipenapar IMPOHUKAET Yyepe3 IUlaleHTapHblid Oapbep. Pabemnpason He
CIIEYET NPUMEHATH NpU OEPEMEHHOCTH 3a HMCKIIIOYEHMEM TeX CIIy4yaeB, KOrja O)KMIaeMbIi
TIOJIOKUTEIBHBIA 3 deKT It MaTepu MPeBOCXOIUT BOSMOXKHBIN BpeJl Juls 11oa. HenssecTHo,
BBIZEISETCS JIM pabenpa3on ¢ IpyaHbIM MOJIOKOM. COOTBETCTBYIOIIME HCCIIEIOBAHUS Y
KOPMSIIMX JKEHIIMH He NpoBOAMIIUCH. Bmecte ¢ Tem pabenpa3on oOHapyKeH B MOJIOKE
JAKTHPYIOIIUX  KpbIC, I03TOMY IHpenapar Heab3s MPUMEHATh B IEPUOA  T'PYIAHOIO

BCKapMJIMBaHHsI.

Cnocob npuMeHeHHsI H 103bI

Tabnerku npemnapara Xaiipabe30 Helb3s pa3KeBbIBAaTh WIH H3MeENb4aTh. 1ableTKu cCliemyer
rJ0TaTh LEJIMKOM. YCTaHOBJIEHO, YTO HHU BpeMs CYTOK, HU TpPUEeM MHUIIM He BIMSIOT Ha
aKTUBHOCTH pabemnpasoa.

IIpu sazeennou _bonesnu dicenyoka 6 cmaduu 060cmpeHus u s36e_aHacmomo3d PEeKOMEHJYeTCs

NPUHUMATE BHYTPb 110 20 Mr ouH pa3 B AeHb. OOBIYHO M3JI€YeHHE HACTYMAeT nocie 6 Heaelb



T€parnuu, OJHAKO B HEKOTOPBIX CIIyUasaX IIUTCIIBHOCTD JICUCHUS MOXKET OBITH YBEJINYCHA Ha 6
HEJICJIb.

llpu s3eennoii bonesnu osenaoyamunepcmuou Kuuiku 6 cmaouu o0bocmpeHus peKOMEHIYETCS

NPUHUMATH BHYTPb 10 20 Mr oJlMH pa3 B JeHb. JJIUTENIBHOCTE JIEUEHHUs! COCTaBisieT oT 2 10 4
Hesenb. B ciiydae HEOOXOAMMOCTH JUTMTEIBHOCTD JIEYEHHs MOKET OBITh yBEIHUYeHa ele Ha 4
HEJIeTH.

Ipu nevenuu spozusHoil 2acmpoazopazeanviou pedaiokcrou bonreznu (I'IPE) wiu pedaiokc

930¢hazume pPEeKOMEHIyeTCs NPHUHUMATh BHYTPh 1m0 20 Mr OaMH pa3 B AeHb. JIJIMTEIBHOCTH
nedyeHus: cocraBisier oT 4 o 8 Henmenb. B ciyyae HEOOXOAMMOCTH JUIMTEIBHOCTH JICYECHHUS
MO>KeT OBITh YBEJTMYEHA ellle Ha 8§ HeJlellb.

IIpu  nooodepoicusaiowen  mepanuu _2acmposzochazeanvnou  pedaiokcrou bonesnu  (I'I9PF)

pEeKOMeHIyeTcsl MPHHUMATh BHYTph 10 10 mMr wiu mo 20 Mr oauH pa3 B JeHb. JUTHTEIBHOCTD
JIe4eHHs 3aBHCHT OT COCTOSIHUS MAIlUeHTa.

IIpu__nesposuenoti _2acmpoazogazeanvroil _peguiokcnou bonesnu (HIPE) pexkomeHyeTcs

IPUHUMATH BHYTPb 110 10 Mr wim o 20 Mr oJIuH pa3 B ICHb.

Ecnn mnocne ueTblpex HeJeNb JICYEHHS CHMITOMBI HE HMCYE3al0T, CJIEAYeT IPOBECTH
JOTIOJIHUTEIBHOE  HCclieloBaHMe  nauueHta. llocine  KynmupoBaHMs — CHMITOMOB  JUIA
NPEIYNPERKIACHUS X MOCIEAYIOIMEro BO3HUKHOBEHUS CJIe/lyeT MPUHUMATh IpernapaT BHYTPh B
no3e 10 Mr oiuH pa3 B IeHb 110 TPeOOBAHHIO.

s nevenusi _cunopoma 3onnunzepa-Inucona u  Opy2ux  COCMOAHUL, XApaKmepusyiouuxcs

namon02u4ecKou 2unepcexkpeyueti, 103y noaAOUparT HHIUBUAYyaTbHO. HavanpHas no3a — 60 Mr

B JIeHb, 3aT€M JI03y IIOBBINAIOT M HA3HA4YalOT mpenapar B jgo3e jgo 100 mMr B jaeHb mnpu
OJIHOKpaTHOM mpreMe Wi 1o 60 Mr aBa pasza B JeHb. Jis HEKOTOPBHIX MalMEHTOB JPOOHOE
JI03MPOBAHUE IIpenapara sBIETCS MNPEANOYTUTENbHBIM. JleueHne J0DKHO MpOIOIIKAThCs T10
Mepe KJIMHHYECKOH HEOOXOAMMOCTH. Y HEKOTOPHIX OOJIBHBIX € CHHIPOMOM 30JUIHHIEpa-

DIIMCOHA JUTUTEIbHOCTD JICYEHHUSI pa6enpa30n0M COCTABJIACT 10 OJJHOTO rojaa.

na spaduxayuu Helicobacter pylori, pekOMeHIyeTcs IpUHUMaTh BHYTpb 1o 20 Mr JiBa pa3a B
J€Hb TI0 ONpPEIEJIEHHOW CXeMe C COOTBETCTBYIOIIEH KoMOMHanuedl aHTHOMOTHUKOB.

JITUTEIbHOCTD JIEYEHHUS COCTABJISET 7 JHEH.

llayuenmul ¢ noyeuyHoU U NeYyeHOYHOU HeOOCMAmMoOYHOCMbIO

Koppekiuu 10361 HalMeHTaM ¢ MOYE€YHOM HeI0CTaTOYHOCTBIO He TpeOyeTcsl.
Y nanMeHToB C JIErKOH M yMEPEHHOH CTEeNeHBIO MEeYEHOYHON HeA0CTATOYHOCTH KOHIIEHTpALUS

pabernpasosa B KPOBH OOBIYHO BBIIIE, Y€M Y 3/I0POBBIX MAIMEHTOB.



[Ipu masnayenun npenapara XaiipaGe3os NalMeHTaM C TSDKEIOW CTENEHBIO MEYEHOYHOM
HEJI0CTaTOYHOCTHU CIIEAYeT COOMOAATh OCTOPOKHOCTB.

Hoorcunvie nayuenmot

Koppekuuu 10361 HE TpebyeTcs.

emu
besonacHocTs M 3G deKkTHBHOCTL NpuUMeHeHus: pabenpaszosia y jereii B Bo3dpacre 12 jieT u
CTaplle yCTaHOBJICHA /Ul KpaTKocpouHoro (10 8 Hexens) neuenus [ OPB. Pekomenayemas nosa
Juis JieTer B Bo3pacTe 12 et u crapue coctasiser 20 Mr 1 pa3 B JIeHb MPOJI0DKHTETBHOCTHIO
no 8 wmezmenb. besomacHocTh M addexTHBHOCTL pabemnpaszona Ui MPUMEHEHHS [0 APYTHM

ITOKa3aHus HE YCTAHOBJIEHA UM MMallMEHTOB JICTCKOT'O BO3pacTa.

ITo6ounoe neiicrBue

Mcxons M3 omblta KIMHHYECKHX HCCIIEIOBAHHHA, MOKHO CJ€JIaTh BBIBOJ, YTO pabernpo3os
00BIYHO XOPOWIO NepeHOoCcUTes narueHTaMu. [To6ounbie 3G HEKTH B 11EIOM ¢1a00 BBIPAKEHHBIE
HJIM YMEPEHHBIE U HOCAT NPEXOSAIMNA XapaKTep.

HesxenaTenpHple peakiMu CHCTEMATU3MPOBAHBI OTHOCHTENBHO KaXOW M3 CHCTEM OPraHoB C
UCIIOJIb30BAHUEM CIIEIYIOIIEH KIacCH(pUKAIIMH YaCTOThI BCTPEYAEMOCTH

Ouenb yacto (>1/10)

Yacro (1/10 - 1/100)

Heuacto (1/100 - 1/1000)

Penxo (1/1000 - 1/10000)

Ouensb peaxo (<1/10000).

Hapywenus co cmoponvl ummynnot cucmemvi. PEAKO - OCTPblE CHCTEMHBIE aJUIEPTHUECKUE
peaKIuu.

Hapywenus co cmoponvl Kpoéu u numgpamuueckou cucmemvl; PEAKO - TPOMOOIHUTOIEHHS,
HEUTPOTIECHUS, JICHKOTICHHS.

Hapywenus co cmoponvl 0omena eeujecms u numanus. peko — FTAIOMarHueMHs.

Hapywenua co cmoponvl eenamobunuapnou cucmemvl: PEAKO - TOBBIIEHHE AKTHBHOCTH
«IIEYEHOYHBIX» (PEPMEHTOB, reNaTHT, XKEJITYXa, IeYeHOYHas dHIedaTonaTus.

Hapywenus co cmoponvl nouex u mo4esbi800Suux nymet: 04eHb PEIKO - WHTEPCTHIIHAILHBIH
He(pHT.

Hapywenus co cmopoHbl KodCU U NOOKOJNICHbIX MKAHeU: PEIKO - OyJUIe3Hble BBICHITAHHS,
KpalnuBHUIA, OYEHb PEAKO - MYJIbTH(QOPMHAs dpUTEMa, TOKCHYECKHH 3MHAePMaIbHbIM

Hekpou3, cuHapoM CtuBeHca-/[)KoHCOHA.



Hapywenus co cmoponbl KOCMHO-Mblue4HOU U COCOUHUMENbHOU MKAHU. PEIKO - MHAITHS,
apTpaIrusl.

Hapywenus co cmoponvl penpooyKkmueHoul cucmembl. 09€Hb PEIKO — THHEKOMACTHS.
M3menenuii apyrux naboparopHbIX IOKazaTeleil B Xoae mnpuema pabemnpaszosia HATpus He
Ha0I1I01a710Ck.

[Ipu npueme wuHruGutopoB mnporoHHo mnomnel (MIIIT) BO3MOXKHO yBeIHYEHHE pHUCKa

BO3HUKHOBEHHS [IEPETIOMOB KOCTeH (cm. pazden “Ocobwvie ykazanus”).

Ilepeno3upoBka

Cumnmomol:

JlanHblE 0 HAMEPEHHOH WM CITy4allHOU Mepeao3upoBKe MUHHMaTbHBL Co00ImIanock o mpueme
npenapara B Jo3e 60 Mr 2 pa3a B geHb wid 160 Mr oJHOKpaTHO, IPU 3TOM 1MOOOUYHBIE ) HEKTHI
ObUIM MHHUMAJIBHBI U 00pPaTUMBI U TPeOOBAIM MEIUIIHHCKOTO BMEIIATEILCTBA.

Jleuenue:

Cnemnduyecknit anTHIOT U1 pabemnpasona HewsBecTeH. Pabenpa3os Xopouio CBS3bIBAETCS C
OejKaMM IU1a3MBbl, U TI03TOMY c1a00 BBIBOAUTCS NpH auaiuse. [Ipu mepeno3upoBke HEOOXOAUMO

IIPOBOJHUTE CUMIITOMATHYECKOE U MMOJACPKUBAIOIIEE JICUCHHUE.

B3aumojeiicTBae ¢ IpyruMu JieKapcTBEeHHBIMH CPEICTBAMH

B uccnenoBanusx in vifro Ha MEKpocoMax IEYeHHU 4esoBeka ObUIO MOKa3zaHo, 4To pabernpasosn
Metabonusupyertcs B nedeHu uzophepmentamu CYP2C19 u CYP3A4.

PaGenpason He BCTymaeT B KJIMHHYECKH 3HAYMMBIE B3aWMOJIEHCTBHS ¢ aMOKCHIIMJUIMHOM H C
JIPYTUMH  JICKAPCTBEHHBIMU  CPEJICTBAMH, METabOIM3UpPYyEeMBIMU H30(EepPMEHTaMH CHCTEMBI
muroxpoMa P450 B neyenn: BapdapunHoM, GeHUTOUHOM, TEOPHUTHHOM H JHa3ernaMoM. B cBsa3u
C TeM, 4TO pabenpa3osl BHI3BIBAET BBIPAKEHHOE H [UTUTEILHOE CHMIJKEHHE BBIPAOOTKM COJISTHOM
KHCJIOTBI, OTMEYaJIOCh B3aMMOJEHCTBHE IpH OJHOBPEMEHHOM IIpHEME C IIperapaTamy,
abcopOuus KOTOPBIX 3aBHCHUT OT KHCJIOTHOCTH COAEPKMMOrO OKenyaka. Y  3J0pOBBIX
N00pOBOJIBLEB ITPUEM pabernpa3osia BbI3bIBAT CHHKEHHE KOHIIEHTPALMKM KETOKOHA30J1a B IJIa3Me
kpoBd Ha 30% ¥ NOBBIIIEHHE MHHHUMAIBHOW KOHIEHTpaluu jurokcuHa Ha 22%. Ilpu
O/THOBPEMEHHOM IIpHeMe pabenpa3osia ¢ KETOKOHA30J0M WM JIMIOKCHHOM HEOOXOIMMO
KOPPEKTHUPOBATh MX JI03bl. [Ipy osiHOBpeMeHHOM npueme artazaHaBupa 300 mr / putonasupa 100
Mr ¢ omenpa3osioM (40 Mr 1 pa3 B nenb) uian atazanasupa 400 mr ¢ stanconpasonom (60 mr 1 pas
B JIEHb) 3JI0POBBIMH J100POBOJIBIIAME HAOJIOATIOCH CYIIECTBEHHOE CHHMIKEHHE BO3JIEHCTBHS

araszanaBupa. AbGcopOuus atazaHaBupa 3aBucHT oT pH. Takum o6Gpasom, He peKOMEHJyeTcs



OJTHOBPEMEHHBIH TpHEM ara3aHaBUpa C HWHTUOMTOpaMH IPOTOHHOTO HAcoca, BKIIOYAs
pabernpaso.

ITpu coBmecTHOM npumeneHuu pabenpasona ¢ knapurpomuunaoM nokaszarend AUC u Cmax B
CpPaBHEHMH C MOHOTEpanHel yBeIM4MIuCh i pabernpasona Ha 11% u 34%, a U1 akTHBHOTO
MeTtabonuTa knaputpomunHa Ha 42% u 46% COOTBETCTBEHHO.

Jlannblii a¢ ekt ucrnonb3yeTcs Npu MpoBeeHun spaaukauuu Helicobacter pylori.
OnHOBpeMeHHBIH mpueM pabenpa3osia U METOTpEKcaTa MOMKET IPHUBECTH K IOBBIIICHHIO
KOHILIEHTPAIMK METOTPEKCaTa U €ro MeTaboIuTa r’HIPOKCUMETOTPEKCAaTa U YBEIMUUTh BpPEMs HX
BBIBEICHUS.

He mnabmopmanock KIMHMYECKM 3HA4YMMOrO B3aMMOJECHCTBHS palemnpaszosa HaTpus C
aQHTAlMIHBIMH IIperapaTaMy, COACPIKAUIMMH THAPOKCH]] AIFOMUHUS MJIM C TUAPOKCH] MarHHs.

He BBISIBJIEHO KIIMHUYECKH 3HAYHMOTO B3aUMOICHCTBUS pa6er1pa30na C MUILLIEH.

Oco0ble ykazanusi

Otser manueHTa Ha Tepanuio pabenpazoioM HATPUS HE MCKITIOYACT HAJIUYHE 3JI0KaYeCTBEHHBIX
HOBOOOPA30BaHUM B eIy IKe.

Jlo m mocne gedyeHHss 0Os3aTeNieH  SHIOCKOMUYECKHH KOHTPOJIb JUIS  HUCKIIKOUEHHS
3JI0Ka4€CTBEHHOI0 HOBOOOpA30BaHMsl, TAK KaK JICUCHHE MOXKET 3aMaCKUPOBATh CHMIITOMATHKY
OTCTPOUYHUTH NMPABHIIBHYIO THATHOCTHKY.

PexomenayeTcs cobmo1aTh OCTOPOKHOCTD MPH TIEPBOM Ha3HAYEHHH padernpa3sosia MalueHTam ¢
TSOKEJIBIMU HapyIIeHUsIMU QYHKIIMH TICUYEHH.

[TarmenTam ¢ HapymeHHSIMH (QYHKIMH TOYeK HJIM [EYEHH KOPPEKTHPOBKA JI03bl Iperapara
Xamipabe3on He TpeOyercsa. AUC pabenpasona HaTpusi y MalMEHTOB C TSHKEIBIM HapylICHHEM
(GyHKIMH eYeHn IPUMEPHO B JiBa pa3a BBIIIE, YEM Y 3JI0POBBIX MAI[MEHTOB.

[IpenapaT He OKa3pIBaeT BIUSHUS HA QYHKIUIO IIUTOBUIHOM JKeJle3bl, META00IM3M YIIIEBOIOB,
Ha KOHLEHTPALHIO B KPOBH NapaTUPEOMIHOTO FOPMOHA, KOPTH30J1a, ICTPOreHa, TECTOCTEPOHA,
NpPOJIAKTHHA,  XOJICIIMCTOKMHHMHA, CEKPeTHHA, IJIIOKAaroHa, (OJUIMKYJIOCTUMYIIHPYIOLIETO
TOPMOHA, JIIOTEMHU3UPYIOIIEr0 TOPMOHA, PEHUHA, aJIbJIOCTEPOHA U COMATOTPOITHOI'O TOPMOHA.
CornacHO naHHBIM HaOJIIOJATENIBHBIX HMCCIEIOBAHUN Teparnus WHIMOMTOPaMH POTOHHOM
IIOMITBI MOKET TIPHUBECTH K BO3PACTAHUIO PUCKA CBSI3aHHBIX C OCTEOIIOPO30M IepesioMoB Oejipa,
3aISICThs, TO3BOHOYHUKA. PHCK nepeoMOB ObLT yBEJIMYEH Yy MAllUeHTOB, IOJIyYaBIINX BBICOKHE
J103b1 HHTHOUTOPOB ITPOTOHHOM MOMIIBI O 1 HoJtee.

Conepxanne MHHUMAQIBHOTO KOJIMYECTBA YIJIEBOJOB II03BOJISIET HA3HA4aTh Mpenapar

[MalueHTaM € caxapHbIM JabeToM.



Biusinne Ha ¢cnocoGHOCTH YNIPaBJISATH TPAHCIOPTHBIMHA CPEICTBAMM M BBINOJIHATE Jpyrue
BHIAbI  JIeATEJIbHOCTH, TpedylomHe KOHIEHTPALMH BHHMAHHSL W OBICTPOTHI
IMCHXOMOTOPHBbIX peaKkuuii

Hcexons u3 ocobennocreil dapmakoauHamuku pabenpasosia ¥ ero npoduis HexelaTelbHbIX
5heKTOB, MaNoOBEpPOSATHO, YTO mHpernapar XaipaGe30/ OKa3bIBAaeT BIMSHHUE HA CIOCOOHOCTDH
YIPaBJIATh TPAHCIOPTHBIMH CPEJICTBAMHU U BBIIOJIHATH APYTUE BU/IBI JEATEIBLHOCTH, TPeOyIOIIHe
KOHIICHTPALMK BHUMaHMs U OBICTPOTHI IICHXOMOTOPHBIX peakuuii. OfHAKO B ClIydae MOsBJIEHHS

COHJIUBOCTH, I'OJIOBOKPYIKECHHUS CICIAYIOT nu3beraTh TUX BHUJIOB JACATCIIBHOCTH.

®opma BbINyCcKA

TabneTkn nMoKpeITHIE KUILIEYHOPACTBOPUMOH MJIEHOYHON 060109K0it 10 Mr, 20 Mmr.

Jns anmex: mo 10, 14, 15 Tabnerok B As/An 6iuctep wid B Ai/An cTpuiL.

[Io 1 wm 10 crpunos/6mmcrepoB mo 10 tabmerok, no 1, 2 wim 10 crpuna/6aucrepa mo
14 Tabnerok, 1, 2 mwm 10 crpunos/GimcrepoB mo 15 TabieTok BMecTe ¢ MHCTPYKIHMEH IO
IPUMEHEHHIO B ITAYKy KapTOHHYIO.

[To 1 crpuny/6nuctepy no 14 wm 15 TabeTok BMeCTe ¢ HHCTPYKIIKEH 110 IPUMEHEHHIO B TAUKY
KapTOHHYIO C KJlalaHoM | nepdopanueit, 3amumenHoi mierkoit [IBX ¢ BHyTpeHHEN CTOPOHBI
nayky (7 nepdopanuii B BUie Kpyra).

Jlna emayuonapos:

[To 100, 500, 1000 TabaeTOK B MaKET U3 MOJUITUIICHA.

1 makeT BMecTe ¢ HHCprKHHCﬁ 110 NPUMEHECHHIO B 6aHKy U3 [IOJIMATUJICHA BBICOKOH IIOTHOCTH.

Cpok roanocTu

3 rona. He IIPUMCHATD I10CJIC HCTEYCHUS CPOKA T'OAHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YeaoBusi XxpaHeHust

B cyxom mecte npu temneparype He Bbime 25 °C. XpaHuTh B HEJOCTYIIHOM JIIs JIeTeil MecTe.

YeaoBus ormycka

OTmyckaroT 1o peuenry.

IlpousBoauTein:

«Xairaanc Jlaboparopus IIsr. JIta.»
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E-11, 12 & 13, Caiit-b, UPSIDC, Cypaxnyp, I'peiitep Homma-201306, (U.P.), Wnnus.
Tenedon: +91(120) 25 69 742; daxc: +91(120) 25 69 743; E-mail: info@higlance.com; Caiir:

www.higlance.com

Opranusanus, NPHHAMAIOIAS IPETEH3HH

000 «®apma I'pynm»

125284, PO, r. Mocksa, yi. berosas, 1. 13.

Ten./paxc: +7 (495) 940-33-12; +7 (495) 940-33-14, E-mail: rus@higlance.ru
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