OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOT O IIPEITAPATA

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Pabempazon - KPKA, 20 Mr, TabIeTKN KAIIEYHOPACTBOPUMBIE, TOKPHITHIE INICHOYHON 000I0UKOM

2. KAUECTBEHHbBIN U KOJIMYECTBEHHbINA COCTAB
JeiicTByro11ee BemecTBoO: padenpa3on HaTpusl.
Kasxnas Tabnerka cogepsxut 20 Mr pabenpasona HaTpus' (COOTBETCTBYET pabenpa3osia HaTpHs
ruapary 20,94 mr).
! dakThyeckoe KOMMYECTBO paGenpaszona HATPHs PACCUMTHLIBAETCS B COOTBETCTBUH C €rO

COACPIKAHUEM «KaK €CTb». KonuuectBo pa6enpa30na HaTpust KOMIICHCUPYCTCA MAaHHUTOJIOM.

ITonHbIH NEPEUYCHDb BCIIOMOT'ATCJIbHBIX BEIICCTB NPHUBCACH B pa3aciic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Ta0neTky KUIIEYHOPACTBOPUMBIE, TOKPHITHIE MIJIEHOUHONH 000I0UKOM.
Kpyrieie, IBOSKOBBITYKITbIE TAOJIETKH, IIOKPHITHIE TNIEHOYHOH 000JI0YKON KOPUIHEBATO-KEITOTO

IBETA.

4. KNIMHUYECKHUE JAHHBIE
4.1. Iloka3aHusi K NPUMeHEHUI0
[Mpenmapat PaGenpason - KPKA nokasan kK mpuMeHEHHIO Y B3POCIIBIX U MIOIPOCTKOB B BO3PACTE OT
12 ner.
e Dpo3uBHas W S3BEHHAas ractpolr3odareanbHas perokcHas Oo0Jie3Hb WIH pedIIroKC-
a30(arur.
[Ipenapat Pabenpazon - KPKA mokazan k npuMeHEHHIO Y B3pOCIBIX B Bo3pacTe oT 18 ser.
e SI3BeHHas 00JIe3HB JKENyIKa B CTaMKU OOOCTPEHUS U 5S3Ba aHACTOMO3A.
e SI3BeHHas 00JIe3HB IBEHAIATHIICPCTHON KUIIKU B CTAJUU OOOCTPEHHS.
e [loanepxxuBaromas Tepanus ractTposzodareanbHol pedIoKCHOM 00e3HH.
e HeoposuBHas ractpodsodareanbHas pedarokcHas 007Ie3Hb.
e Cunapom 30UIMHTEpa-OIJIMCOHA H  JIPYIHE€ COCTOSIHHS, XapaKTEepPHU3YIOIIHEcs
MAaTOJOTUYECKOM TUIIEPCEKPEIUCH.
e B koMmOuHaNMM C COOTBETCTBYIOIICH aHTHOAKTCPUANIBHON Tepamued s dpaJuKarun
Helicobacter pylori y maniueHTOB ¢ 3BEHHON OOJIE3HBIO.
4.2. PesxuM 103MPOBAHUA M CIIOCO0 NPUMMEHEHUs!

PexumM go3upoBaHus




Bspocnvie

Ilpu s3eennoii bonesnu JicenyoKa 6 _cmaouu 06ocmpesz u_sA3ee aHacmomosa T1perapar

PaGenpazon - KPKA pekomenayercss mpuauMars BHYTph 1o 20 mr 1 pa3 B cytku. OOBIYHO
yIIydIlIEeHHUEe HACTyMaeT mocje 6 Helelb Tepanuy, OJHAKO B HEKOTOPBIX CIIydasiX JUIMTEIbHOCTh
JICUYSHHSI MOKET OBITh YBEIMUEHA elle Ha 6 Heaelb.

Ilpu sa36enHoll 601e3HU 08eHAOYAMUNEPCMHOU KUWKY 8 Ccmaduu obocmpenus Tpenapar

Pa6enpazon - KPKA pekomenayercst npuauMaTs BHYTpb 110 20 mr 1 pa3 B cyTku. JnureasHOCTh
JIEUEHUsI COCTABIIAET OT 2 10 4 Henenb. B ciydyae He0OX0MMOCTH ATTUTENBHOCTD JICYEHUS] MOKET
OBITh YBENTMUCHA ellle Ha 4 HEelEeH.

HDU JleYeHuu 3D03u6H012 2acmp0330d)azeaﬂbﬂoﬁ Ded)ﬂiOKCHOﬁ bonesnu unu De&]llOKC-Q‘?Od)aZume

peKOMeH1yeTcsl IPUHUMATh BHYTpPb 110 20 Mr 1 pa3 B cyTkH. JTUTEIBHOCTD JIEUEHHS COCTABIISET
oT 4 1o 8 Henenb. B cimyyae He0OX0AMMOCTH JUINTEILHOCTD JIEYEHUS] MOKET ObITh YBEIMUEHA €111e

Ha 8 HeOelb.

Ipu noddepoicusaioweli mepanuu 2acmpodzopaceanbiol pe@uokcHol 6oae3nu PEKOMEHIYETCS
npuHuMath 1o 20 mMr 1 pa3 B cyTkH. JJTUTEIBHOCTD JICYCHHUS 3aBUCHT OT COCTOSTHHS MAI[MEHTA.

IIpu nesposusHoti eacmpoazopazeanvhou peioKcHoU 6one3Hu PEKOMEHTyeTcs IPHHUMATD I10

20 mr 1 pa3 B cytku. Ecnin mocne 4 Heaenp JIeUeHUs] CAMIITOMBI HE MCUE3aI0T, CIEIYET IPOBECTH
JOTIONHUTENbHOE — oOcienoBanue  mamnuenta. [locie  KynupoBaHUA  CHUMITOMOB ISt
MpEeayNpexACHUs UX TOCIEAYIOMIEr0 BO3HUKHOBEHHS CJIEAYET NPUHUMATh Ipernapar BHYTPb
1 pa3 B cyTkH 1O TPEeOOBAHHUIO.

s _nevenus cunopomda 30anunepa-Iaiucona_u_Opyeux_COCMOAHUL, XAPaKmepusyiouuxcs

namono2u4eckoll eunepcekpeyueti, A03y TONOUpalOT WHAUBUAYanbHO. HauanpHas mo3a

cocraisieT 60 Mr B CyTKH, 3aTeM 03y MOBBIIIAIOT U Ha3Ha4aroT mpemnapar B go3e 10 100 mr B
CYTKU TIpH OJHOKpPAaTHOM Ipueme wiu nmo 60 Mr 2 pa3a B CyTKU. {11 HEKOTOpBIX MAaIMEHTOB
IpoOHOE [103MpOBAHME IMIpermapara SBJISIETCS NPEINOYTUTENBHBIM. JleyeHne JTOJDKHO
MIPOAOJIKATHCS B ClIyyae KIMHUYECKONH HEOOXOIUMOCTH. Y HEKOTOPBIX HAllUEHTOB C CHHAPOMOM
3omMHrepa-2JUIMCOHA AITUTEIbHOCTD JIEYeHUs pabenpas3onoM cocTasisiia 1o 1 roza.

Hna spaduxayuu Helicobacter pylori pexomennyercs mpuHuMarh 1mo 20 Mr 2 paza B CyTKH 10

OmpejieIeHHOW CXeMe C COOTBETCTBYIOIIEH KOMOWHAIMeHd aHTHOMOTHKOB. JlnmuTeiapHOCTh
JICUEHUS COCTaBIAET 7 THEH.

Oco0ble rpyIIbl MAIUEHTOB

Iayuenmol ¢ noueuHol HEOOCMAMOYHOCMbIO
Koppekunu 10361 nanreHTam ¢ Mo4e4HON HeIOCTATOUHOCThIO HE TpeOyeTcs.
Ilayuenmol c neuenounotl HedOCmMamoyHoOCmoio

Y [anueHToB € IEYEHOYHOM HEAOCTATOYHOCTBIO JIETKOM M CpPEIHEU CTENEHU TIKECTH



KOHIIEHTpalus pabenpasoiia B I1a3Me KPOBU OOBIYHO BBIIIE, YEM Y 30POBBIX 10OPOBOJIBIIEB.
[Tpu Haznauennu npenapata Padenpason - KPKA namuenTam ¢ medeHOYHOM HEAOCTaTOYHOCTHIO
TSKETION CTENEHM TSHKECTH CIeAyeT COOM0IaTh OCTOPOKHOCTD.
Tayuenmor nodicunoz2o eospacma
Koppexmmu 10361 HE TpeOyeTcs.

eTH
Jemu om 12 nem

9D03M6Ha}l U A36E€HHAA 2aCl7’1D0330d)a2€a]leaﬂ Ded)./l}OKCHaﬂ bone3nb unu ped)ﬂmkc—%’odmeum

bezonacHocts u 3¢ ¢exkTuBHOCTH mpemapara Pabempaszon - KPKA B gmoze 20 mr s
KpaTKOCpOYHOro (10 8 Heaelnb) JeueHus racTpold3odareaabHoi pedtokCHOM 0oe3HH y AeTeil B
BO3pacTe OT 12 7eT M cTaplie MOATBEpP)KACHA HKCTPANosLueil pe3yabTaToB aJeKBaTHBIX U
XOpPOILO KOHTPOJIUPYEMBIX HCCIEI0BaHUH, MOAKPEIIAOMmUX 3((EeKTUBHOCTh pabenpasona s
B3pOCJIBIX U UCCIIEA0BAaHUSIMU O€30MaCHOCTU U (PapMaKOKUHETUKH JUIS eTeH.

Pexomennyemas no3za — 20 mr 1 pa3 B JeHb NPOIOIKUTENBHOCTHIO 10 § HEJEIb.

Bbezomacuocth u 3 pexruBHOCTL Npenapata Padenpazon - KPKA ans npumenenus y aereit ot 12
1o 18 met mo IpyruM moka3aHUsSM HE YCTaHOBIIEHA.

Jlemu 6 so3pacme om 0 0o 12 nem

beszonacnocts U 3ddextnBHOCTs TpenapaTta Pabemnpaszon - KPKA y mereit B Bo3pacte ot 0 10
12 et Ha TaHHBII MOMEHT HE YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Criocob nmpuMeHeHus

TabneTky NPUHUMAIOT BHYTPh LIETUKOM, HE Pa3KeBbIBas U HE U3Menbyasi. Bpems cyTok u npuem
MUINY HE BIMAIOT Ha aKTUBHOCTH palenpa3zoa.
4.3. IIpoTuBONOKA3aHUA

e [ 'unepyyBCTBUTEILHOCTh K pabenpas3oily HaTpus, 3aMEIIeHHbIM OCH3UMMIa301aM WIH K

10060My U3 BCIIOMOTaTeJIbHBIX BELIECTB, IEPEUUCICHHBIX B pa3zene 6.1.

e bepeMeHHOCTb, IEPUOJ] IPYAHOIO BCKapMIMBaHUs (CM. paszen 4.6.).
4.4. Oco0ble yka3aHUs1 U Mepbl IPEI0CTOPOKHOCTH NIPH IPUMEHEeHUHU
[Ipenapat cienyer ¢ OCTOPOXHOCTBbIO MPUMEHATh y JAeTe B Bo3pacTe oT 12 nmo 18 jer m y
MAIMEeHTOB C TSDKEIIOM IMTOYSYHOM HEeJOCTaTOYHOCTHIO.
OTBer manyeHTa Ha Tepanuio padenpa3ojoM HaTPUs HE UCKIIOYAeT HAJIMYUS 3JI0KaYECTBEHHBIX
HOBOOOpPA30BaHUH B JKEITyJIKE.
B cnenumanbHOM HcCleOBaHMM Yy TMAlMEHTOB C HapylleHHeM (YHKIMU IE€YEeHU JIETKOM WU
CpeiHel cTerneHu He ObLI0 0OHApYKEHO 3HAYMMOTO OTJIMYMS YacTOThl MOOOYHBIX 3((EKTOB OT
TaKOBOH Y MOJOOPAHHBIX IO TOJY M BO3PACTY 3M0POBBIX TOOPOBOJIBIIEB; HO, HECMOTPS Ha 3TO,

PEKOMCHAOYCTCA CO6.]'IIOI[3.TB OCTOPOKHOCTDb npu IIEpBOM Ha3Ha4YCHHUH npenapara



Pa6enpazon - KPKA nanuentam ¢ HapynieHneM (QyHKIMW MEYEHU TSDKEION CTETEHU TSKECTH.
[Tnomane mox kpuBoit «koHIeHTpanus-Bpems» (AUC) pabempaszona HaTpus y MAIEHTOB C
HapylleHHeM (QyHKINU NEUeHH TKeJIOHW CTeTeHU MPUMEPHO B J1Ba pa3a BhIIIE, YEM Y 3JJ0POBBIX
JOOPOBOJIBIIEB.

[MarmenTam ¢ HapymeHHeM (QYHKIOUH TI0YEK WM TI€YCHH KOPPEKIMH JI03bl Ipenapara
Pa6enpazon - KPKA He Tpebyercs.

I'unomaramemust

[Ipu neuennn mHrHONTOpaMu mpoToHHOTO Hacoca (UITH) Ha mporskenunn, mo KpaiftHeil mepe,
3 MecsleB B PpEAKUX CIy4yasx ObUTM OTMEYEHBl CiIy4ad CHMOTOMAaTHYECKOHW  WIIH
aCHMIITOMaTHYECKON TI'MIOMarHueMuu. B OOoJbIIMHCTBE ClIy4aeB 3TH COOOLIEHUS MOCTYMaIH
qyepe3 roji nocie nposeneHus Tepanuu. Cepbe3HbIMM MOOOYHBIMU SIBICHUSMH OBUTH TETaHUS,
apuUTMHMA U CYIOpOTd. BOJBIIMHCTBY MalMEeHTOB TPeOOBalIOCh JICUEHHE T'MIIOMarHUEeMuH,
BKJIIOYAIOLIEH Ha3HAUYEHUE IIpenapaToB MarHus U orMeHsl Tepanuu UITH. Y nanueHToB, KOTOpBIM
OyZeT Ha3HaueHO JUIMTEIbHOE JIeUeHHe WK KoTophle yxke npuaumaror UITH omHoBpeMeHHO c
TakMMM IIpenaparaMy, Kak JIUTOKCMH WIM IIpenaparaMu, KOTOpble MOIYT BBI3BaTh
THITIOMAarHUEeMHIo (HalpuMep, IUYPETHKH ), MEJUIIMHCKUE PAOOTHUKHU TOJDKHBI KOHTPOJIUPOBATH
CoZlep KaHUe MarHus B IUIa3Me KpoBH 10 Havana sedeHusa UITH u B nepuon nedyenus.

[lanmeHTsl HE TOJKHBI TPUHUMATH OJHOBpEMEHHO ¢ mpemnaparom Pabemnpaszon - KPKA apyrue
Cpe/ICTBa, CHIDKAIOIINE KUCIOTHOCTh, HanpuMep, O1okatopsl Ha-penenrropos nmm apyrue UITH.

IlepenoMEbl KOocTEN

CoriacHO TaHHBIM HAOIOJATEIbHBIX UCCIEIOBAHUN MOYKHO MPEIIIOI0KUTE, uTo Tepanus UITH
MOJKET MPHUBECTH K YBEJIMYEHUIO DHUCKA IepesioMOB Oezpa, 3amsicThsi WM IO3BOHOYHUKA,
CBSI3aHHBIX C OCTEOMOpPO30M. PHUCK meperoMoB OBLT yBEMWUYEH y MAIMEHTOB, IOJyYaBIIAX
JUTUTENIBHO (Toa 1 OoJiee) Bhicokue mo3bl MITH.

OIHOBpEMEHHOE TPUMEHEHHE padenpa3oa HaTPUs ¢ METOTPEKCATOM

CormnacHo nuTepaTypHbIM JaHHBIM, ofHOBpeMeHHbIH npuem MIIH ¢ meroTpekcaToMm (mpexne
BCEro, B BBICOKMX /103aX) MOJKET IPUBECTH K IMOBBIIIEHHIO CHIBOPOTOYHOM KOHIIEHTpPALUH
METOTpeKcaTa W/WiIM ero MeTabomuTa THIPOKCHMETOTpEKcaTa W YBEIUYUTh MEPUOJT
nosyBbiBesieHHs (T72), 4TO MOXKET MPUBECTH K MPOSIBICHUIO TOKCUUHOCTH MeToTpekcara. [Ipu
HEOOXOIMMOCTH TIPUMEHEHHsI BBICOKHX JI03 METOTpEeKcara MOXeT OBITh paccMOTpeHa
BO3MOKHOCTB BPEMEHHOTO NpekpateHns tepanuu UITH.

Clostridium difficile

Tepanusa MIIH MoXeT NpUBOAWTH K BO3pPACTaHUIO PHCKA PA3BUTHS KEITYJOYHO-KHIIEYHBIX
nHeKni, BEI3BaHHBIX, Hantpumep, Clostridium difficile.

ITonmocTpas koxHast kpacHasg Bosrgagka (ITIKKB)




Nmerorcst coobmenus o caydasx [IKKB npu tepanuu UITH. [lpu nopaxkenun xoxu (0cCOOEHHO
Ha yYyacTKaX, [OJBEPriIMXCS BO3ACWUCTBUIO TMPSIMBIX COJHEYHBIX JIy4eil), KOTOpoe
COIIPOBOYKAAETCS apTpaIrueil, MaueHTy Heo0X0IMMO HEMEITIEHHO 00paTUThCS 32 MEAULIMHCKON
MOMOUIbI0. MeauuuHCKU PaOOTHHUK JOJDKEH NPUHATH PEIICHHWE O MPEKpalleHuH Tepanuu
pabenpazomnom. Bozauknosenue [IKKB npu npeapinymeit teparmnu MITH MokeT yBenn4auTh pruck
Bo3HuKHOBeHHs [IKKB npu npueme npyrux UITH.

XKene3ncThle NOMUIILI JIHA XKETY KA

JmurenpHoe ucnons3oBanue WIIH, Bkmiouas pabempaszon, Mo BCel BUIAMMOCTH, CBS3aHO C
MIOBEIIIICHHBIM PHCKOM BO3HUKHOBEHUS JKEJIE3UCTHIX IIOJHUIOB JHA JKETynKa. BOJIBITMHCTBO
JKEJIE3UCThIX TOJIUTIOB JIHA JKelyAKa OecCHMOTOMHBEI. [laliMeHThl ¢ KPYMHBIMH — WIH
W3BSI3BIIEHHBIMU TOJIMIIAMH MOTYT MOABEPTaThCA PUCKY KETYIOYHO-KUIIEYHBIX KPOBOTEUECHUH
WM TOHKOKUIIEYHON HEMpOXOoIUMOCTH. Jlo3upoBKa U mponosmkuTeasbHocTh Tepanun UITH qns
TaKWX MalMEeHTOB JOJDKHBI OBITh MUHUMAIbHBIMHU.

4.5. B3auMmopeiicTBHe ¢ JAPYrHMM JIEKAPCTBEHHBIMM IpenapataMd W JApyrue BHIbI
B3aUMOIeHCTBUS

Cucrema muroxpoma P450

Pa6enpazon natpus, kak u apyrue MITH, merabonusupyercst ¢ ydacTueM CHCTEMBI IUTOXpOMa
P450 (CYP450) B meuenu. B mccieqoBanusx in vitro Ha MEKpPOCOMax TEYCHH YEJIOBEKa OBLIO
MOKa3aHo, 4yTo pademnpason HaTpus MeTabommsupyercs nzopepmenramu CYP2C19 u CYP3A4.
HccnenoBanus ¢ yaacTueM 310pOBBIX JOOPOBOJIBLEB MTOKA3alH, 4TO padenpa3oil HaTpus He IMEeT
(apMaKOKMHETUYECKUX WIIM KIMHUYECKH 3HAYUMBIX B3aUMOJICHCTBUI C JIEKapCTBEHHBIMH
nmpernapaTamMi, KOTOpble METa0ONU3UPYIOTCA cucTeMol nuroxpoma P450 — BapdapuHOM,
(deHuTonHOM, TEODUIUTMHOM M JAua3enamMoM (HE3aBUCHUMO OT TOro, Kak MeTaOOIM3UpYIOT
MaIMEHTHI Ana3enam — ObICTPO I MEIUIEHHO).

beuto mpoBeneHO uccienoBaHME KOMOMHMPOBAHHOW —Tepamuu ¢  aHTHOAKTepUabHBIMU
npenapataMd. B J1aHHOM 4YeTBIPEXCTOPOHHEM NEPEKPECTHOM HCCIEOBAHUU Y4aCTBOBAIM
16 310poBBIX  OOPOBONBIIEB, KOTOpble monydanu 20 mr pabempazona, wumum 1000 mr
aMOKCHULIMJUIHHA, Wi S00 MT KIIapuTPOMHULIMHA, WK KOMOUWHAIMIO 3THX Tpex npenaparos (PAK —
pabempa3zon, amMoOKCHIWIUIMH, kinaputpomuiuH). [lokazarentu AUC wu  MakcuMainbHOU
KOHIEHTPAUH (Cmax) B IJIa3Me KPOBH JUTS KIIAPUTPOMHIIMHA ¥ aMOKCHIIMIITMHA OBUTA CXOKUMHU
NpH CpaBHEHWM KOMOHMHHUpPOBaHHOH Tepammu ¢ MoHotepamueil. [lokazaremn AUC U Cmax Ams
pabGenpazona ysemmumnuch Ha 11% wu 34 % coorBercTBeHHO, a i l4-ruapokcu-
KJapuTpoMuHa (akTuBHOTO MeTabonuta knapurpoMunnHa) AUC i Cax yBenmmamtuch Ha 42 %

1 46 % cOOTBETCTBEHHO JIsI KOMOMHUPOBAHHOMN TE€pauy B CPaBHEHUHU ¢ MOHOTepanuel. [lanHoe



YBCJIMNYCHUC MoKazaTelied Bo3AeHCTBUS IS pa6enpa3ona " KIIapUTpOMHIMHA HE OBLIIO IIPpU3HAHO
KIIMHUYCCKHU 3HAYHNMBbIM.

BzaumoneiicTBue BCACACTBUE I/IHFI/I6I/IDOB3HI/I2 CEKpCIMH XKCJIYJOYHOTO COKa

PaGenpazon HaTpus BBI3BIBAET YCTOWYMBOE M MPOJOKHTEIBHOE IOJABICHUE CEKPELUUU
YKEITYTOYHOT0 cOKa. [[03TOMy MOKET MPOUCXOAUTH B3aUMOIECUCTBHE C BEIECTBAMH, JIIsI KOTOPBIX
abcopOuus 3aBucur ot pH xemymounoro coka. [lpu ogHOBpeMEeHHOM mpreMe ¢ pabemnpa3oioM
HaTpusi abcopOIms KeToKoHa3oia ymeHbmmaercs Ha 30 %, a abcopOums AWTOKCHHA
yBenuuuBaercs Ha 22 %. CienoBaresibHO, NMPU OJHOBPEMEHHOM NPHUMEHEHUH pabenpaszoia
HaTpUsi C KETOKOHA30JI0M, AMTOKCMHOM WJIHM APYTUMH JICKApCTBEHHBIMH MpenapaTamu, s
KOTOPBbIX a0copO1ust 3aBUCUT OT pH kelyJo4HOro coka, HalMeHTh! JOJKHBI HaXOAUTHCS MOA
HaOJII0IeHueM Bpaya Ul PEeLIeHUs BOIIpoca 0 He00X0AUMOCTH KOPPEKIMH JT03bI.

ATazaHaBup

[Ipu OJIHOBPEMEHHOM  IIPUMEHEHUU 30POBBIMH  OOpPOBOJIBLIAMHU aTa3zaHaBUpa
300 mr/puronaBupa 100 mr ¢ omenpazomnom (40 mr 1 pa3 B cyTku) miau arazanasupa 400 mr ¢
naHcomnpaszonoM (60 mr 1 pa3 B cyTku) HaOMIOJANOCh CYIIECTBEHHOE CHU)KEHUE BO3JCHCTBUS
aTtazaHaBupa. AGcopOuus aTazaHaBUpa 3aBUCUT OT pH kery109HOTO coKa. XOTS OTHOBPEMEHHBIH
mpueM ¢ pabenpazoyioM He U3YyHalicsl, CXOXKHE Pe3yJIbTaThl OXKUIAI0TCs Taroke Uit npyrux UITH.
Takum o0pazom, HE pEeKOMEHAYETCsl OJHOBpEMEHHBIM mpueMm ara3anasupa ¢ WUIIH, Bkiouas
pabenpa3zor.

AHTaMIHBIE CPEJICTBA

B KiIMHWMYECKMX WCCIENOBAHUSAX AaHTAIlUIHBIC JICKAPCTBCHHBIE CpEACTBA MPHUMEHSIIUCH
OJTHOBPEMEHHO ¢ pabenpa3oyioM HaTpus. KimHNuecKky 3HaYMMOro B3auMoIeHCTBUS pabernpasosna
HATPUS C THAPOKCHIOM IFOMUHHSI WM C TUAPOKCHIOM Maraus He HaOJ01aI0Ch.

Ipuem nunm

B kimHMuYeckoM HcCleNOBaHMM IpU IpueMme palempaszojia HATpus M MMM C HHU3KUM
COJZIep)KaHUEM >KUPOB KIMHUYECKH 3HAYMMbIX B3auMMOJAEHCTBUH He HaOmonanock. I[Ipuem
pabenpa3osna HaTpusi OJHOBPEMEHHO C OOOTalleHHOM >KHpaMu MUILNEH MOXKET 3aMeUINTh
BcachIBaHHE padernpasoia 10 4 gacoB u 6onee, 01HAKO Cmax 1 AUC He N3MEHSIOTCHL.
[{uknocnopux

UccnenoBanus B yCIOBUSIX i1 Vifro C UCIOJIb30BAHUEM MHUKPOCOM IMEYEHU YeJIOBEeKa IOKa3alu,
qT0 padempa3on WHruOWpyer MerabonmsMm 1ukinocnopuHa ¢ IC50 62 mxmonb, T. €. B
KoHLeHTpauuy, B 50 pa3 mpeBbimaromeil Cmax U1 3M0pOBBIX 100poBosbleB nocie 20 qHei
npuema 20 Mr pabenpaszona. CTerneHb MHTHOMPOBAHHSA CXOXKa C TAKOBOHM /IS OMENpasoya B

9KBUBAJICHTHBIX KOHIICHTPALIUAX.

MeroTtpekcar



CornacHoO JaHHBIM COOOIIEHUH O HEXENATENbHBIX SIBICHUSX, JaHHBIM OIyOJIWKOBAHHBIX
(hapMaKOKMHETHUECKUX WCCICAOBAHUN W JAHHBIM PETPOCICKTHBHOTO aHAIM3a, MOXKHO
MPEATONIOKUTh, 4TO ofHOBpeMeHHbIl npueM WIIH u meroTpekcarta (mpexkie BCEro B BHICOKHX
J103aX) MOXKET TPUBECTH K IMOBBINICHUIO KOHIICHTPAIMW METOTpeKcara W/WiM ero Meraboyimra
THAPOKCUMETOTpeKcara W yBenmuuuTh 1Y%. Tem He MeHee CIeNUaTbHBIX WCCISIOBAHMI
JIEKapCTBEHHOI0 B3auMoaencTsus merorpekcara ¢ UITH He mpoBoaunocsk.

Bimsiane Ha pe3yabTaThl 1a00PaTOPHBIX MCCIIEI0OBAHNI

[Tpumenenne WIIH npuBOANT K CHMXKEHHIO KHCIOTHOCTH KEIYJOYHOTO COKa, YTO MOKET
MPUBECTH K YBEIUYEHUIO KOHIEHTpamuu XpomorpanuHa A (CgA) B CBIBOPOTKE KpPOBH.
IToBbimeHHbINH ypoBeHb CgA MOXKET NPUBECTH K OIMIMOOYHONW HHTEPIpETALUN pe3yJbTaToB
71a00paTOPHBIX HUCCIIEAOBAaHUM Ha HAIW4YME HEHPOIHIOKPUHHOM omyxosu. Bo n3bexanue storo
BIMSHUS IpuMeHeHue npenapata Padenpason - KPKA nomkHO ObIT BpEMEHHO MTPEKpAILEHo, 110
KpaifHeil Mepe 3a 14 gHell 10 OLEHKU YpOBHS CHIBOPOTOYHOM KOHLeHTparuu CgA; moBTOpeHHe
TecTa CIeAyeT pAaCCMOTPETh B CiIydae, €Clii UCXOAHBIN ypoBeHb CgA SIBIISETCS] BBICOKUM.

4.6. ®epTHIBHOCTH, 0ePeMEHHOCTD U JIAKTANNS

bepemeHHOCTD

Jannble 0 mprMeHeHuH paberpa3oia y 6epeMeHHBIX KEHIINH OTCYTCTBYIOT.

UccnenoBanust penpoAyKTUBHON TOKCHYHOCTH Ha KPbICAX M KPOJMKAaxX HE CBHAETENHbCTBYIOT O
HAJIMYAN PETPOJYKTUBHONW TOKCHYHOCTH (CM. pasmen 5.3.); OJHAKO y KpbIC B HEOONBIIMX
KolndyecTBax ~ pabempas3osl  NMPOHUKAeT  4Yepe3  IUlaleHTapHeld  Oapeep.  IIpemapat
Pabempason - KPKA mpoTrBonokazano mMpuMeHsTh Tpu OEpeMEHHOCTH (COTTIaCHO MH(POPMAITUH
paznena 4.3.).

JlakTarms

HeusBectHo, Bblmensiercs M pabempa3zoil ¢ TIpyOHbIM  MOJIOKOM. COOTBETCTBYOIUE
UCCIIEIOBaHUS y KOPMSIILUX KEHIMH He MPOBOIMINCE. BMmecTe ¢ TeM pabGenpa3on oOHapyk eH B
MOJIOKE JIAaKTUPYIOIUX KpbIC, U ModToMy mpemapar PaGempaszon - KPKA Henw3s HaszHadaTh
KOPMSIIIUM >KEHIIHHAM.

4.7. BausiHue Ha CNOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMH CpelcTBAMM M padoTaTh ¢
MeXaHH3MaMHU

Hcxons mn3 ocobenHocTell papmakonuHaMuku pabemnpasosia M ero MpoQuis HEeKeIaTelbHBIX
¢ ¢exToB, MamoBeposATHO, 4To mpemapar Pabempason - KPKA okaspiBaer BimsiHHE Ha
CTIIOCOOHOCTh YIPAaBJIATh TPAHCHOPTHBIMU CPEJCTBaMHU M paboTaTh ¢ MexaHusMamu. OJHAKO B
ClTydae MOSIBIICHHUS COHJIMBOCTH CIIEAYET N30€raTh STHX BUIIOB JESTEIHHOCTH.

4.8. He:xxennaTesibHbIE peaknnu

PesroMe nmpodmiiss 0e30MacHOCTH




Hcxons n3 onbiTa KIMHAYECKUX UCCIIEIOBAaHUN, MOYKHO CIENAaTh BBIBO, YTO Pabenpa3zoi HaTpus
OOBIYHO XOPOIIO MEePEHOCHUTCS nanueHTaMu. [1o604HbIe 3 (EeKTHI, B 1IEIOM UMEIOT CIIa0yI0 WUIIH
YMEPEHHYIO CTETICHb BBIPAKEHHOCTH M HOCST IPEXO NI XapaKTep.

[lpn mpumeHeHnMm paberpas3ona HATPUS B XOJA€ KIMHUYECKHX HCCIEJOBAaHMI OTMEYaNCh
CIIeAyIOIINE TTOOOYHBIC AEUCTBHS: TOJIOBHAS 00Jb, OONb B )KUBOTE, TUApesi, METEOPHU3M, 3a1op,
CYXOCTbh CIIM3HCTON 00OJIOYKH MOJIOCTH PTa, TOIOBOKPYKEHHUE, CHIITb, TepH(EepUIECKHIA OTEK.

PesroMe HexenarenpbHbIX PEAKIINI

Yacrota 10004YHBIX J(QQEKTOB, TPUBEJCHHBIX HIKE, OINPEAeTsuIach COOTBETCTBEHHO
cnenyromemMy (knaccupukanus BcemupHOW opraHu3anyu 37paBOOXPAHEHUS): OYCHb YacTo
(= 1/10), ywacto (=1/100, Ho < 1/10), Hewacro (=1/1000, nHo < 1/100), penko (= 1/10000, HO
< 1/1000), ouens peaxo (< 1/10000), yacrora Hen3BecTHA (HEBO3MOKHO OIICHUTh Ha OCHOBaHUHU
WMEIOTNXCS JaHHBIX).

Hapywenus co cmopoust kposu u iumghamuieckou cucmemui:

PEAKO — HEUTPOIICHU S, JISHKOTICHUS, TPOMOOITUTOTICHUS.

Hapywenus co cmoponvt umMmyHHOU cucmemvl.

PEAKO — OCTPBIC CHCTEMHBIC AJNICPTUUCCKIE PEAKITUH.

Hapywenus memabonrusma u numanus:

PEAKO — TUIIOMAr HUEMHSI.

Hapywenus co cmopomnvi neuenu u sicenyesbleo0sauux nymeu.:

HEYaCTO — MOBBIIICHNE aKTUBHOCTH «IIEYCHOYHBIX» ()EPMEHTOB B IJIa3ME KPOBH;

PEAKO — FeNaTHT, JKeNTyXa, ICUCHOYHAs dHIIe(anonarus.

Hapywenue co cmoponvl Kodicu u NOOKOINCHBIX MKAHEU.:

penko — OyJIIe3HbIC BHICHITIAHKS, KPAITMBHUIIA;

OUYeHb PEAKO — MYIbTU(GOPMHAS IpUTEMa, TOKCUYECKUI SMUAEPMATbHBI HEKPOJIU3, CUHAPOM
CruBeHca-JI>xoHCOHa.

Hapywenus co cmoponvt mbluieunou, cKeremHou i COeOUHUMeNbHOU MKAHU:

yacto — Hecrienuduueckue 60u, 601b B CIIUHE;

PEAKO — MHAJITHS, apTPAIITHSL.

Hapywenue co cmoponvl nouex u Mouesbi800auux nymeil:

OUYEHBb PEJIKO — OCTPBIN TYOYJIOMHTEPCTUIIUANBHBIA HEPPUT (C BO3MOMXKHBIM MTPOTPECCUPOBAHUEM
JI0 TTIOYCYHON HEJIOCTATOUHOCTH );

4acTOTa HEM3BECTHA — IPEKTHIIbHAS TUCHYHKITHS.

Hapywenus co cmoponst penpo0yKmueHotl cucmembsl U MOJLOYHBIX HCENe3:

OUYEHb PEJIKO — THHEKOMACTHS.

W3menennii npyrux ma0OpaTOpHBIX TOKa3aTelned MNpu TpueMe padempasoia HATpUs HE



Ha0JII0/1T0Ch.

CornacHO JaHHBIM TOCTPErHCTPAllMOHHBIX HaOmogeHuit npu npueme MIIH Bo3moxHO
yBEJWYEHHE pUCKa BO3HUKHOBeHHs nepenoMoB, [IKKB u xene3ucThix MOJUMIOB JTHA KETyaKa
(cm. paznen 4.4.). Penkue cooOmeHus 0 pa3BUTHH TIEYCHOYHOM SHIE(PATONaTHH OBLIH ITOTYYCHBI
y MaIMeHTOB C IUPPO30M TICUCHH.

COO6H.I€HI/IG O MOAO3PEBACMBIX HEKCJIATCIBbHBIX PCAKIIUAX

BaxHo coo0marh O TOJ03PEBAEMBIX HEXKENATENbHBIX pEAKIHAX IOCIEe PETHCTPalui
JIEKapCTBEHHOTO Tpernapara ¢ 1eNblo 00ecliedeHrns HeMPEPHIBHOIO MOHUTOPHHTA COOTHOIICHHUS
«IOJTb3a — PHCK» JIEKAPCTBEHHOTO TMperapara. MeIUIUHCKUM pPa0OTHHKAM pPEKOMEHIYETCS
co00MIaTh O JIOOBIX IMOJ03PEBAEMBIX HEXKENATENbHBIX pPEaklHiX JIEKapCTBEHHOTO Mpernapara
Yyepe3 HallMOHATLHBIE CUCTEMBI COOOIICHMSI O HEeXKEIaTeIbHBIX PEaKIUsAX TOCYAapCTB — YICHOB
EBpa3zuiickoro 5KOHOMHUYECKOTO COI03a.

Poccuiickas @eoepayus

109012, r. MockBa, CnaBsiHCKas 1., 1. 4, cTp. 1

DdenepanpHas ciryx0a 1mo Haa30py B cdepe 3paBoOXpaHCHUS

Ten.: +7 (800) 550 99 03

Anpec 311. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yn. A. manosa, a. 13, BLl «Hypcayner 2»

PI'TI na IIXB «HauuoHaNbHBIMA LEHTP DKCIEPTHU3bI JEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX
n3nenuit»y KomuTera MeaMIMHCKOTO U (apMaleBTHYeCKOro KOHTposs MUHUCTEpCTBa
3npaBooxpaneHus Pecryonukn Kazaxcran

Tem.:+ 77172 235 135

Anpec a11. moutsl: farm(@dari.kz

Be06-caiit: www.ndda.kz

Kuipevizckas Pecnybauxa

720044, Yyiickas obmacTs, r. bumkex, yiu. 3-s Jluaus, x. 25

JlemapTamMeHT JIeKapCTBEHHBIX CPEACTB U MEAUIIMHCKIX U3JIEINH

Ten.: +996 (312) 21 92 86

Anpec 3. moutsl: dlsmi@pharm.kg

Be06-caiit: www.pharm.kg

4.9. Ilepeno3upoBka

CuMnTOMBI

JlanHblE O HAMEPEHHOW WM CIIy4alHOM Mepeao3UpOBKEe MUHUMAaNbHBL. Cily4yaeB TSKEION



Mepeo3uPOBKH pabenpa3oioM He OBLIO OTMEYEHO.

JlcueHue

Creunguyecknii aHTUAOT HEW3BECTEH. Pabenpa3onl Xopolio cBs3biBacTca ¢ OeIKaMu TIa3MbI
KPOBH W TIO3TOMY CJIa00 BBIBOJUTCS NpU quanuse. [Ipu mepeno3npoBKe HEOOXOIUMO MPOBOTUTH

CUMIITOMaTUYCCKOE U MOAACPKHUBAIOIICE JICUCHUC.

5. ®PAPMAKOJIOTHYECKHWE CBOMCTBA
5.1. ®apmakoaMHAMU4YeCKHeE CBOWCTBA
dapMmakoTepaneBTHUECKasi TPYIIa: CPEACTBO, MOHMKAIOLIEE CEKPELHUIO Kele3 >KeNyaAKa,
IIPOTOHHOT'O HacOca UHTMOUTOP
Kon ATX: A02BC04

MexaHU3M OeHCTBUS

PabGemnpa3on HaTpusi OTHOCHUTCS K KJIaccy aHTHCEKPETOPHBIX BEIIECTB, IPOU3BOIHBIX
OensuMumazona. Pabempas3on HaTpus MONABIAET CEKPEUUIO JKEIYyJO0YHOTO COKa ITyTeM
crnenrduueckoro uarubuposanus H/K™ AT®a3bl Ha CEKPETOPHOI MOBEPXHOCTH MAPUETATHHBIX
kietok kenyaka. H'/K" AT®asa mpencraBnser co0oi  GENKOBBIM KOMIUIEKC, KOTOPBIM
(GYHKIHOHHPYET KaK MPOTOHHBIA HAacoc, TakKuM oOpa3oM, pabemnpa3on Hatpus sBusiercs WUITH u
OnokupyeT (UHATIBHYIO CTATHIO TMPOTYKIHWU COJSHON KHUCIOTHL. [laHHBIA AQEeKT sBIseTCS
J10303aBUCUMBIM M MPUBOJAUT K MMOAABICHUIO KaK 0a3aibHON, TAK M CTUMYJIMPOBAHHOM CEKpeLnu
KHCJIOTBI,  HE3aBUCHMO  OT  paszapaxurens. PaOempa3zon  HaTpus  He  obOnajmaer
AHTUXOJINHEPTUYECKUMHU CBOMCTBAMH.

dapmakoguHaMuyeckre PP eKTol

AHnmucexpemopHuoe Oeticmaue

ITocne npuema BHYTpb 20 Mr pabernpas3ona HaTpus aHTHCEKPETOpHBIH 3(dekT pa3BuBaeTcs B
TedyeHue yaca. MTHrubuposanue 6a3ajbHON U CTUMYJIUPYEMOM CeKpellnu KUCIIOThI yepe3 23 Jaca
rocje mpuema nepBoi 1036l padenpas3osna HaTpus cocTaBisieT 69 % u 82 % COOTBETCTBEHHO U
npoposkaercss 10 48 dacoB. Takas NMPOJOKUTENBHOCTh (apMakoIUHAMUYECKOTO AECHCTBUS
HaMHOTO TPEeBBIMAeT mpeackazyemyro no T (mpumepHo omuH 4ac). [lanvbni 3¢ dexkt Moxer
OBITH 0OBICHEH TIPOJIOJKUTENBHBIM CBA3BIBAHMEM JIEKapCTBEeHHOTO BemecTBa ¢ H/K™ ATdasoit
MapueTaIbHBIX KIETOK XKelyIKka. Benmnunna nHruOupyromero 1eicTBus pabernpas3ona HaTpus Ha
CEKpELMI0 KHUCIIOTHl JIOCTUraeT IJIaTo IMOcie Tpex OHed mpuema pabempaszona Hatpus. [lpu
MpEeKpaleHNH [IPHeMa CEKPETOPHAsi aKTUBHOCTh BOCCTAHABIIMBAETCS B TeueHUe 1—2 AHEH.
Bruanue na yposens cacmpuna 6 nnazme

B xonme kiMHHMYECKMX HccieqOoBaHWM manueHThl npuauManu 10 mr miam 20 mMr pabenpaszona

HaTpUs €KEAHEBHO MPU NPOAOKUTENBHOCTH JiedeHus: A0 43 mecsieB. YPOBEHb racTpuHa B
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IU1a3Me KpOoBU ObLI MOBBIIIEH MEpBble 2—8 HEJelNb, YTO OTpakaeT MHIHOMpyollee AeHCTBHE Ha
CEKpeLHI0 COJMITHOM KHUCJIOThl. KoHILleHTpauusa racTpuHa BO3Bpaliajach K MCXOJHOMY YPOBHIO
0OBIYHO B TeueHHe 1—2 Hezenb Mmocie NpeKpalieHus JeUeHHUs.

Brusanue na snmepoxpomagunno-no0ooduvle Kiemxu

[Ipu uccnenoBannm 0Opa3LoB OMONCUM TKaHEW KelylKa 4YelloBeKa U3 00JacTh aHTpyMma U JHa
xenyaka 500 manueHToB, NoMy4YaBIINX padenpas3os HATPUS WK MpenapaT CPAaBHEHUS B TEUCHUE
8 Henenmp, yCTOMYMBBIE H3MEHEHUS B MOPQOJIOTHYECKOH CTPYKTYpe SHTEPOXpOMapHHHO-
MOJIOOHBIX KJIETOK, B CTENEHU BBIPAKEHHOCTH I'acTPUTA, B YacCTOTE aTpo(UUYECKOro racTpura,
KHIIEYHOW MeTalula3uu WM pacrnpocTpaHennn uH(pekunun Helicobacter pylori He Obum
0OHapYKCHBI.

B uccnenopanuu ¢ yuactuem 6onee 400 manueHToB, monydaBmux padenpazon Harpus (10 mr B
cyTku niau 20 Mr B CyTKH) B T€UeHHE J10 1 roja, 4acToTa runepIuia3uu Oblia HU3KOH U cCpaBHUMOM
c TakoBo mnsi omenpaszona (20 mr/kr). He Obl 3aperucTpupoBaH HU OAWH Cclydait
aJICHOMATO3HbIX U3MEHEHUH WM KapLIMHOUIHBIX OIyXO0Jel, HabII0JaBIIuXCs Y KPBIC.

Jlpyeue s¢pghexmut

Cuctemnusie 3¢ dexTsl pabempa3osia HaTpuUs B OTHONIEHWH LEHTPAIGHOW HEPBHOW CHCTEMBI,
CEpICUYHO-COCYTUCTON HMJIM JBIXATeIbHOW CHCTEM B HACTOALIMI MOMEHT HE OOHapy>KeHbI. bbu1o
MOKAa3aHo, YTO palenpas3os HaTpus NMpH IpueMe BHYTpb B Ho03¢ 20 MI' B TeueHUE 2 HeAelb He
OKa3bIBAJI BIHMSIHHUA HAa (DYHKIHIO IIMTOBHIHON >KEJIE3bl, YIIEBOJIHBI OOMEH, KOHIIEHTPAIIHIO
MapaTupeonJHOrO0 TOPMOHA B TUIa3ME KPOBH, a TAKXKe Ha KOHLEHTPALUK KOPTHU30JI1a, 3CTPOTCHOB,
TECTOCTEpPOHA, TMPOJAKTHHA, TJIOKaroHa, (oumkynoctumyiupytomiero ropmona (PCI),
moTenHusupytoero ropmona (JII'), peHuna, anbaocTepoHa 1 COMaTOTPOIHOTO TOPMOHA.

5.2. ®apmakokuHeTHYECKHE CBOICTBA

Abcopbuus

PaGenpazon ObicTpo abcopbupyercss U3 KUIIEYHUKA, U €0 Cmax B TIa3ME KPOBU JOCTHTAIOTCS
npuMepHo d4epe3 3.5 yaca mocne mpuema 103bl 20 mr. M3meneHne Cmax B TJIa3Me KPOBU U
3HaueHnit AUC pabenpazorna HOCST JIMHEHHBIA XapakTep B aAuanazoHe a03 oT 10 mr mo 40 wmr.
AbcomoTHas OMOIOCTYITHOCTH TOCE MpreMa BHYTPh 20 MT (10 CPaBHEHHUIO C BHYTPHUBEHHBIM
BBEZICHHEM) cocTaBisieT okono 52 %. Kpome Toro, GMOAOCTYMHOCTh HE H3MEHSETCS IpH
MHOTOKpPaTHOM TPUMEHEHHH pabernpaszona. Y 3M0pOBEIX J0OpoBoibIeB 1'% M3 TUIa3Mbl KPOBH
cocrasisieT okoino 1 yaca (Bapeupys ot 0,7 no 1,5 yacoB), a CcyMMapHbBIi KIUPEHC COCTABISIET
3,8 Mu/MUH/KT. Y TIAIUCHTOB ¢ XpOHUYECKUM 3a0oseBanreM nedeHd AUC yBenudeHa BJIBOE 1O
CPaBHEHHIO CO 3JI0POBBIMH TOOPOBOJBIIAMHU, YTO CBHAETEIHCTBYET O CHHIKCHUU METa0OIH3Ma
IIEpBOr0 IpoXoxzaeHus, a T2 u3 1uiasmbl KpoBU yBenudeH B 2-3 pasa. Hu Bpems mpuema

mpernapara B TCUCHHE CYTOK, HH aHTAIlWJbl HE BIMSAIOT Ha abcopOuuio paberpazona. [Ipuem
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mpenapara ¢ )XUPHOU nuiei 3ameanser abcopOuo padenpasona Ha 4 yaca u OoJiee, OJHAKO HU
Cinax, HU CTEIIEHb a0COPOITMU HE N3MEHSFOTCSI.

Pacnpenenenue

VY dYenoBeka CTEMEHb CBA3BIBAHHUS paderpasoyia ¢ OeIKaMu TUTa3Mbl KPOBH COCTABIISIET OKOJIO
97 %.

BI/IOTDaHCdJODMaHI/ISI W DJIMMHHAIUA

[locne mnpumema BHYTPh OAHOKpaTHOH 0361 20 mr '“C-meuenoro paGempasona HaTpus
HEU3MEHEHHOro ITpenapara B Moue He Obuto HaizneHo. Oxono 90 % pabemnpaszona BBIBOAUTCS
MOYKaMH TJaBHBIM 00pa3oM B BUE JIByX METAOOJHMTOB: KOHBIOTAaTa MEPKANTYypPOBOH KHCIIOTHI
(M5) u xapbonoBoii kucioTel (M6), a Taxke B QopMme ABYX HEHU3BECTHBIX METaOOJHTOB,
BBISIBJICHHBIX B X0/1€ TOKCHKOJIOTHYECKOro aHain3a. OcraBIuascs yacTh MPUHATOrO pabenpaszoia
HaTpUs BBIBOJUTCS YEpe3 KUIICUHUK.

CymMmapHoe BbIBefieHHE cocTaBiseT 99,8 %. DTu naHHbIE CBUAETENBCTBYIOT O HEOOJBILIOM
BBIBEJICHUH METa0OJIUTOB padernpa3oia HATpHs ¢ kKeldblo. OCHOBHBIM METa0OIUTOM SIBIISIETCS
to3gup (M1). EAMHCTBEHHBIM aKTUBHBIM METa0OIUTOM siBisieTcst jecMeTun (M3), onHako oH
HaOI01aICA B HU3KOW KOHIIEHTPAIIMHU TOJIBKO Y OTHOTO YYaCTHUKA MCCIIEOBAHUS MTOCTE TpreMa
80 mr pabenpazomna.

Iloyeynasg HeIOCTATOYHOCTH

VY mamnmeHToB co CTa0MIBHON MOYEYHOUW HEAOCTATOYHOCTHIO B TEPMUHAIBHON CTaIUH, KOTOPBHIM
HEOOXOUM TONACPKUBAIOMINN TeMOAHann3 (CKOpOCTh KiyOoukoBoi ¢unbrpanun (CKD)
<5 mn/mun/1,73 M? mIOmAaM MOBEPXHOCTH Teja), BHIBEJACHHE pabenpa3ona HATPHUS CXOXKE C
TakoBbIM y 3710pOBBIX 100poBOIIBIEB. AUC U Ciax y 3TUX NMaLMEHTOB ObUIM IpuMepHO Ha 35 %
HIDKE, YeM Yy 3JI0pOBBIX HoOpoBombleB. B cpemnem T2 pabGenpasona cocrtaBmsut 0,82 gaca y
3/I0pPOBBIX J00poBoOIbIEB, (0,95 Yyaca y mamMeHTOB BO BpeMsi remojiuanusa u 3,6 daca mocie
remonuanu3a. KinupeHc mpemapara y HaluMeHTOB ¢ 3a00J€BaHUSAMHU IOYEK, HYXIAIOIUXCSA B
reMojinannse, OblI MPUOIU3UTENBHO B JiBa pa3a BbIIIE, YEM Y 3I0POBBIX 100POBOJIBIIEB.

IleyeHoYHAas HEIOCTATOYHOCTD

[MamueHTsl € XPOHMYECKHMM KOMIIEHCUPOBAaHHBIM IMPPO3OM II€UYEHHM XOPOLIO TEPEHOCAT
pabenpazon Hatpus B 1o3e 20 mr 1 pa3 B cytku, XxoTst AUC ynBoeHa u Cmax yBenndeHa Ha 50 %
[0 CPAaBHEHHIO CO 30POBBIMHU T0OPOBOJIBLIAMH COOTBETCTBYIOIIETO MOJIA.

JInia moXKMIoro Bo3pacra

VY manMeHToB MOXKHIOTO BO3pacTa »IMMUHALMS padempasosia HECKOJIbKO 3ameanieHa. Ilocne
7 nHelt mpueMma pabernpaszona 1o 20 Mr B CyTKH y manueHToB mokmioro Bozpacta AUC Obura
IpUMEpPHO BABOE OouiblIe, @ Cmax MOBBIINIEHA HAa 60 % MO CPaBHEHUIO C MOJIOJBIMU 3710POBBIMU

no6poBosbaMu. OIHAKO MPU3HAKOB KyMYJISIIUH pademnpa3oiia He 0TMEYanoch.
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Hpyrue ocoOble rpynIibl DaIMEHTOB

Honumoppuzm uzogpepmenma CYP2C19

VY nammenTtoB ¢ 3ameieHHbIM MeTabomm3moM CYP2C19 nocne 7 mueit mpuema pabemnpazona B
no3e 20 mr B cytku AUC yBennuuBaercs B 1,9 pasa, a T2 — B 1,6 pa3a o cpaBHEHHIO C TEMH Ke
napameTpami y «OBICTPBIX METa00IN3aTOPOBY», B TO BpeMs KakK Cmax yBemmunBaeTcs Ha 40 %.
5.3. lanHble JOKJIHHUYECKOI 0€30IMaCHOCTH.

B noknmHMYecKMX HCCIeAOBaHUAX HaOmomamuck d3(QeKkTel Iumbe Tpu BO3ACHCTBUU
JIEKapCTBEHHOI'O IIpenapara B [103aX, CYLIECTBEHHO IPEBOCXOASIIMX MAaKCHMAaJbHBIE, YTO
SIBJISCTCS] KITMHUYECKH HE3HAUMMBIM.

HccnenoBanust MyTareHHOCTH Jajld HEOJHO3HAYHBIE PE3YJIbTaThl. AHAIN3BI HA KIIETOUYHOM JINHUN
TUM(OMBI y MBIIIEH JadH MOJOXKUTENbHBIA Pe3ysbTaT, TOr/lAa KaK pe3ylbTaThl MUKPOSAEPHOIO
TecTa B YCIIOBUSX in vivo u penapanuu JJHK B ycnoBusix in vivo ¥ in vitro ObUIH OTpHUIIATEIBHBIMU.

HccnenoBanus KaHOCPOTCHHOCTU HE BbISABUIIN ocoboro PpUCKa I 4YCJIOBCKaA.

6. ®PAPMAIEBTUYECKHE CBOHCTBA
6.1. Ilepeyens BcoMOraTeJibHbIX BeIECTB
Mannuton (E421)

Maruns okcu JeTKHH
I'moponosa

I'mnponosa HU3KO3aMeleHHAS
Marnus creapar

O60n04Ka (CBSI3YIOIMUHN CIIOH):
DTHIEIUTION03a

Marnus oKkcuj JeTKuit

O06os04Ka (KHIIEYHOPACTBOPHUMaAs):

Mumpomennossr Granat
MoHOorUIEepUIbl, AUALETUINPOBAHHBIC
Tanpk

Turana quokcun (E171)

Kpacurens xene3a oxcup xentoiii (E172)
6.2. HecoBMecTuMoOCTB

Henpumennmo.

6.3. Cpok ronHocTH (CPOK XpaHeHH)

3 roxa.

6.4. OcoOble MepblI NPeJOCTOPOKHOCTH NPH XPAHEHUH
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XpaHuTh pu TeMreparype He Boilie 25 °C, B OpuriHaIEHOM OJIHCTEpE.

6.5. XapakTep u coaep:kaHue NMePBUYHON YIAKOBKHU

[To 14 umu 15 Tabnerox B 6mucTepe n3 komOomanpoBanHoro marepuana OIIA/An/IIBX u ponbru
ATIOMHAHHEBOM.

ITo 1, 2 nnu 4 Gnucrepa BMeCTe C TMCTKOM-BKJIAABIIIEM TOMEIIAIOT B MAYKy KaPTOHHYIO.

He Bce pa3Mepsl yakoBOK MOTYT OBITh TOCTYIIHBI JJISI peaTU3alIliH.

6.6. OcoOble Mepbl NPETOCTOPOKHOCTH NPH YHUYTOKEHHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIH  OTX0A0B, TMOJYYEHHBIX TMOcje IPUMEHeHUus
JIEKAPCTBEHHOI'0 MpenapaTa uin padoTsl ¢ HUIM

Oco0Obie TpeOOBaHUsI OTCYTCTBYIOT.

7. JEPXATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA
Cnosenus
AO «KPKA, n.1., HoBo mectoy, [lImapremika niecta 6, 8501 HoBo mecto
Ten.: +386 7331 21 11
®axkc: +386 7 332 15 37
Anpec a1 moutsl: info@krka.biz
7.1. IlpeAcTaBUTEIIb /IePKATEsA PErHCTPALHOHHOIO YA0CTOBEPEHU

IIpereH3un noTpeOUTENEH HAPABJIATH 110 AJIPECY:

Poccuiickaa @eoepayus

000 «KPKA-PYC»

143500, MockoBckas 00:1., T. McTpa, yin. MockoBckas, 1. 50

Temn.: +7 (495) 994 70 70

daxkc: +7 (495) 994 70 78

Anpec a11. moutsl: krka-rus@krka.biz

Pecnybauxa Kazaxcman

TOO «KPKA Kaszaxcran»

050040, r. Anmmatsr, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Ten.: +7(727) 311 08 09

Anpec a1 moursr: info.kz@krka.biz

Kuipevizckas Pecnybauxa

[IpencraButensctBo AO «KPKA, ToBapua 3apasun, a.4., HoBo mecto» B Kbipreizcrane
720040, Uyiickast obnacTb, . bumkek, OynsBap DpKuHIUK, 1. 71, 010k A
Ten.: +996 (312) 66 22 50

Anpec a1 moutsr: info.kg@krka.biz

14



8. HOMEP PETMCTPALIMIOHHOI'O VIOCTOBEPEHUSI
JITI-Ne(000405)-(PT-RU)

9. JATA HEPBHYHOI PETUCTPALIMY (MOATBEPKIEHNS PETUCTPALINH,
MEPEPETHCTPAILINN)

Hara nepsoit peructpanun: 28 oktsa6ps 2021 r.

10. JATA HEPECMOTPA TEKCTA
15 anpens 2024 r.

OOmas xapakTepucTHKa JieKapcTBeHHOTo mpemapata Pabempazon - KPKA poctymna Ha

nHGOPMALMOHHOM TMopTaje EBpa3uiicKoro 3KOHOMHYECKOIO COr03a B HH(OPMAIMOHHO-

KOMMYHHKAIIMOHHOH cetn «HTepHEeT» https://eec.eaeunion.org.
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