MUHHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJIEPAIIUA

HNHCTPYKIMUA
IO MEAUIIUHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Bepera®

PerncrpanuoHHblii HoMep:
Toprosoe HanmeHoBanue: bepera®

MexknyHapoaHOe HeMATEHTOBAHHOE HJIM IPYNIIMPOBOYHOE HAUMEHOBaHuUe: pabenpason
JlekapcTBeHHas opma: TaOIETKH, TOKPHITHIE KUIIEYHOPACTBOPHUMOIN 000T0UKON
Cocras

CocraB Ha O7IHY TaOJIETKY

Axmuenoe sewecmeo
PaGenpazon Harpus 10,0 mr 20,0 Mr

Bcnomozamenvuvie eewecmea onst noJjiy4erus

mabnemku-10pa maccou 100,0 me 200,0 me
Maunnuton (Mannogem EZ Spray Dried) 28,0 Mr 56,0 mr
I'uniponosa HuskozamerenHas (L-HPC) 13,0 mr 26,0 mr
I'unponoza (Kiyuen) 4,0 mr 8,0 Mr
Marnus okcun (Marinco OH) 44,0 mr 88,0 mr
Maruus creapat 1,0 mr 2,0 M

Bcnomoeamenvuvie geujecmsea 0
BHYmMpeHHel 00010YKU (N0OCo):

OTHIIEIUIION03a 1,0 mr 2,0 M
Marnus okcuy (Marinco OH) 1,0 mr 2,0 mr

Bcnomozamenvuvie eeuecmea onst noJjiy4erus

mabaemku, NOKPbIMOol KUULEeYHOPACMEOPUMOTL
obonoukoul, maccou 118,0 me 236,0 m2

AKpuI-U3 po30BbIi 14,72 mr -
[ Cononrmep METaKpUIOBOUM KHUCIOTHI

Tanbk

Twutana quokcug



Hatpus rugpokxap6onat

Hatpus naypuncynsgar

AJOMUHUEBBIN JIAK HA OCHOBE KPAaCUTEIs
a3opyOuH

AJIFOMUHHMEBBIN JITaK HA OCHOBE KPACHUTEIS
COJTHEYHOTO 3aKaTa JKEJITOrO |

AKPHII-U3 JKENThIN - 29,44 mr
[Cononumep METaKpUIOBOM KUCIIOTHI

Tansk

Twutana quokcug

Kpemuust 1TMOKCH KOJITTOUAHBII

Hatpus runpokapOoHar

Hatpus naypuncynsgar

Kpacurensp xene3a okcu/I 5KeNThIH |

TpusTriiuuTpat 1,28 mr 2,56 mMr

Onucanne

Kpyrible, IBOSIKOBBINMYKJIbIE TaOJETKH, MOKPBITHIE KHUIICUHOPACTBOPUMON OO0OJOYKOM, TEMHO-
po3oBoro 1mBera (703upoBka 10 Mr) WM KEITOrOo C CEpoBAThIM OTTEHKOM IIBETa (JI03MpPOBKA
20 mr). Ha nomepeyHoM paspe3e BHIHBI JIBa CJIOsl, BHYTPEHHUH cioil Oeroro miam 6enoro c

KCJITOBAThIM OTTCHKOM ILIBCTA.

dapmakoTepaneBTHYECKasi TPYNIA: CPEACTBO, MOHIKAIOIIEE CEKPEIHIO JKeJIe3 ey IKa —

IPOTOHHOMN MTOMIIBI HHTUOUTOP

Kox ATX: A02BC04

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanuzm oeticmeus

PaGenpason HaTpusi OTHOCHTCS K KIJIAcCy aHTHUCEKPETOPHBIX  BEMIECTB, IMPOW3BOIHBIX
OcHsumuaasona. Pabempa3on HATpusi TMOJABISIET CEKPEIHMIO JKETYJOYHOTO COKa IyTeM
crenupuueckoro narubuposanus HY/K™ AT®a3bl, Ha CEKPETOPHOM MOBEPXHOCTH MapUETAIbHBIX

xinetok kenyaka. HY/K® ATdasza mnpencraBiser coOoi  O€NKOBBIM KOMILIEKC, KOTOPBIA



(GYHKIMOHMpYET Kak TpPOTOHHAs IIOMIA, TakuM o0pa3oM, pabemnpa3oil HaTpus SBISETCS
UHTUOMTOPOM NPOTOHHOM IOMIIBI B KETyAKe M OJIOKUpYeT (UHAIBHYIO CTaIUi0 TMPOAYKLIHU
KUCTOTHI. [laHHbBIN 3P eKT sABisieTcs 10303aBUCUMBIM M MPUBOJIUT K MOJABICHUIO KaK 0a3allbHOiA,
TaKk U CTUMYJIMPYEMON CEKpelMH KUCIOThl HE3aBUCUMO OT pazipakutens. PaGenpas3on Hatpus He
o0ajaeT aHTUXOJIMHEPTUYECKUMHU CBOHCTBAMH.

Aumucexpemopnoe oeticmsue

[Tocne mepopansHoTO Mprema 20 Mr pabernpasosna HaTpUs aHTUCEKPETOPHBINA dP(DHEKT pa3BUBAETCS
B TeueHHe yaca. IHrubupoBanue 0a3abHOM U CTUMYJIUPYEMOW CEKpPEIMU KUCIOTHI Yepe3 23 Jaca
noclie mpuemMa MepBoil 1036l pabemnpasorna HaTpus coctaBisieT 69 % u 82 % COOTBETCTBEHHO, U
npopoinkaercss 10 48 uacoB. Takas NpOTOHKUTENBHOCTh (PapMaKOIUHAMUYECKOTO JEHCTBUS
HAMHOTO MPEBBIIIAET MpeIcKazyeMoe Mo Mepruo1y MoayBbIBeIeHUS (IPUMEPHO OAMH 4ac). JlaHHBIi
3 dextT MoxkeT ObITh OOBSCHEH MPOJOJDKUTEIBHBIM CBSI3bIBAHUEM JICKAPCTBEHHOT'O BEIECTBA C
H'/K* AT®a30ii mapueTalbHBIX KJIETOK KelylKa. BeludnHa WHIHOUPYIOMEro JeHCTBUS
pabenpa3zona HaTpusi Ha CEKpPELUI0 KHUCIOTHl JOCTHraeT IlaTo IOociie TpeX JAHell mnpuema
pabenpazona HaTpud. [lpu mpekpaiieHnn nmpruema, CeKpeTopHasi akTUBHOCTh BOCCTAHABJIMBACTCS B
TeueHue 1-2 mHei.

Brusnue na yposenv cacmpuna 6 niasme

B xozme xiIMHUYECKHMX HCCleAOBaHUM maruenTsl npuHuManu 10 umm 20 Mr pabGempazona HaTpus
€XeJIHEBHO MPU MPOJOHKUTEILHOCTH JeueHus 10 43 MecsueB. YpoBeHb racTpuHa B IUIa3Me ObLI
MOBBILICH TEpBbIe 2-8 HeJellb, YTO OTpa)kaeT MHTHOUpYIolee NEeHCTBUE HAa CEKPEIHI0 KUCIOTHI.
Konnenrpanus racTpiHa BO3Bpalalack K HMCXOJHOMY YpPOBHIO OOBIYHO B TeueHue 1-2 Hemenb
10CJIe MPEKPAIICHUs JICUSHUSI.

Brusanue na sumepoxpomaghunno-nooobHwvle Kiemxu

[Tpu uccrnenoBanuu 0Opa3OB OHOICUU KEIyAKa YelloBeKa M3 00JIaCTH aHTpyMa U JIHA KelyaKa
500 marueHToB, MOJYyYaBIINX padempa3osl HATPHUS WM MpermapaT CpaBHEHUS B TCUCHHE & HEJCINb,
YCTOMYUBBIE U3MEHEHUS B MOP(OIOTUYECKON CTPYKTYpe IHTEPOXpOMa(UHHO-TIOJOOHBIX KIIETOK,
CTETIEHU BBIPA)KEHHOCTHU TacTPUTA, YACTOTE aTPO(PUUECKOT0 TacTpUTa, KUIICYHON MeTarjia3uu Win
pacnpoctpaneann nadekuu Helicobacter pylori ve 6111 0OHAPYKEHBI.

B uccnenosanuu ¢ yuactuem 6osee 400 manueHToB, moaydaBmux padenpaszon Harpus (10 mr/aeHn
wi 20 MI/A€Hb), MPONOJDKUTENBHOCTRIO A0 | Toja, 4yactoTa TUMEpIUIa3ud OblIa HU3KOW U
CpaBHUMOHW C TakoBOM s omemnpasona (20 mr/kr). He Obu1 3aperucTpupoBaH HU OJUH CIydan

aJICHOMATO3HBIX U3MEHEHUH WIIH KapIIMHOMUIHBIX OMyXO0JIeH, HaOII0IaBIINXCS Y KPBIC.



Hpyeue 2¢hchexmut

Cuctemuble 3¢dexTsl pabenpa3ona HATpUs B OTHOIICHHM ICHTPAJbHOW HEPBHOHM, CEpACHHO-
COCYJIMCTOM WJIM JBIXaTEIHHOW CHCTEM B HACTOSIIMN MOMEHT He oOHapyeHbl. bwuio moka3zaHo,
4yTO pabenpa3on HaTpUs MPU MEPOPATLHOM IpuemMe B 103¢ 20 MT B TeUeHHE 2 HEeIeb He OKa3bIBACT
BIUSHUS Ha (QYHKIUIO IIMUTOBUIHOW >KEJe3bl, YIJIEBOAHBIA OOMEH, ypOBEHb MNapaTUPEOUHOTO
rOpMOHa B KPOBH, a TaKXKe Ha YPOBEHb KOPTH30Jla, 3CTPOTEHOB, TECTOCTEPOHA, NPOJIAKTHHA,
IIOKaroHa, doyuukyinoctumyaupyromero ropmona (OCIY), morennusupyromero ropmona (JII),
peHuHa, aJbJA0CTEPOHA U COMATOTPOITHOTO TOPMOHA.

DapmakoKuHemuxa

Abcopbyus

PaGemnpazon ObicTpo abcopOupyeTcs W3 KUIIEYHHKA, U €ro MUKOBBIC KOHIICHTpAIlMd B IIJIa3Me
JIOCTUTAIOTC TpUMEpHO uepe3 3,5 4 mocie mnpuema 1036l B 20 mr. M3MeHeHue NHKOBBIX
KoHIeHTpaluil B tia3Me (Cmax) ¥ 3HAYCHUH TUIOMIAH TTOJ KPUBOH «KOHICHTpanus-BpeMs» (AUC)
pabemnpa3ona HOCAT JMHEWHBIH Xapakrep B auanazoHe n03 oT 10 mo 40 mr. AbcomroTHas
OMOJOCTYMHOCTh TOche mepopaibHoro mnpuema 20 Mr (MO CpaBHEHHIO C BHYTPUBEHHBIM
BBEJIEHHEM) cocTaBisieT okoino 52 %. Kpome Ttoro, OHOZOCTYMHOCTh HE H3MEHSETCS IpU
MHOTOKpaTHOM Ipueme palempazosia. Y 310pOBBIX JOOPOBOJBIEB IMEPHO IOJYBBIBEACHUS W3
IUIa3Mbl cocTaBisieT okono 1 4 (Bapbupys ot 0,7 mo 1,5 4), a cyMMapHbI KIUPEHC COCTaBIISIET
3,8 Ma/MuH/KT. Y TAlMEeHTOB ¢ XpoHHUYeCKUM mopaxkeHueMm nedeHn AUC yBenwdeHa BABOE 1O
CPaBHEHMIO CO 3J0POBBIMH JOOpPOBOJIbLIAMHU, YTO CBUICTEIHCTBYET O CHUKEHMHM MeTaboiu3Ma
NIEPBOr0 MPOXOXKIEHUs, a MEePHO IMOJYBBIBEICHUS M3 IIa3Mbl yBeianueH B 2-3 pa3a. Hu Bpems
nprema rpernapara B TeUeHHE CyTOK, HU aHTaIlU/Ibl He BIUAIOT Ha abcopOuuio padenpaszona. [Tpuem
mpenapara ¢ JKUPHOU NUIel 3aMmeiseT abcopOmuto pabenpa3ona Ha 4 yaca u Oojiee, OTHAKO HU
Crmax, HA CTETIEHb a0COpOIIMH HE U3MEHSIOTCS.

Pacnpeoenenue

VY uenoBeka cTeneHb CBA3BIBaHUS pabernpasosna ¢ OenkaMu Ia3Mbl COCTaBIsET 0KoJo 97 %.
Memabonuszm u evigedenue

YV 300poswix atooetl

[Tocie mpuema OJHOKpPAaTHOH TepopanbHOil m03b6I 20 Mr “C-medenHOro pabemnpasona HaTpus
HEM3MEHEHHOTr0 Ipernapara B Mode HaineHo He Obwio. Oxono 90 % pabernpas3oia BBHIBOTUTCS C
MOYOH TJIaBHBIM 00pa3oM B BHJIE JIBYX METaOOJIMTOB: KOHBIOTaTa MEPKaNTypoBOil KucioTsl (MS) u

KapOOHOBOM KHCIOTHI (M6), a Takke B opMe ABYX HEHU3BECTHBIX METAOOJIUTOB, BBHIIBICHHBIX B



X0Jle TOKCHKOJOrM4Yeckoro asanusza. OcraBmiascs 4YacThb MPHHATOTO pademnpasojia HaTpus
BBIBOJIUTCS C KAJIOM.

CyMmMmapHoe BbIBeleHHE cocTaBiasieT 99,8 %. DOTu naHHBIE CBUICTEIBCTBYIOT O HEOOJIBIIIOM
BBIBEICHUHM MeTaboJIUTOB palemnpaszonia HaTpus ¢ kemublo. OCHOBHBIM META0OJIUTOM SIBIISETCS
tnoddup (MI). EauHCTBEHHBIM aKTHBHBIM METAa0ONUTOM siBisieTcst aecmetus (M3), onHako OH
HaOJI01aJICs B HU3KOW KOHIIGHTPALMHU TOJIBKO y OJHOTO YYacTHHMKa MCCIIEOBAaHUS IOCIE MpHeMa
80 mr pabenpazoa.

TepmuHnanvras cmaoust nOYeyHo HeOOCMAMOYHOCIU

VY maumeHToB CO CTa0MIbHOW MOYEYHON HEJOCTATOYHOCTHIO B TEPMUHAIBHOW CTaIHH, KOTOPHIM
HEOOXOUM MO UIEPKUBAIOIIHI reMouann3 (KIUpeHe KpeaTuHuHa <Swmut/Mun/1,73 M?), BeBe/ieHne
pabemnpa3ona HATpHUS CXOXKE C TAKOBBIM JuIsi 3A0poBBIX J00poBOibieB. AUC u Cmax y 3THX
NanUeHToB ObUTM IpuMepHO Ha 35 % HuXe, yeM y 310poBbIX N100OpoBOibIEB. B cpennem nepuon
NoJyBbIBeIeHUs pabemnpasona coctaisui 0,82 4 y 310poBBIX 10OpOBOJbIEB, 0,95 4 y MarueHToB BO
BpeMsi remoauanusza v 3,6 4 mocie remoauanusza KiupeHc mnpemaparta y MALMEHTOB C
3a00JIeBaHUSMHU MOYEK, HYKIAIOUIMXCA B reMoauanuie, ObUl MpUOIM3UTENIbHO B JIBa pa3a BHIIIE,
YeM Y 3JJ0POBBIX 100POBOJIBLIEB.

XpoHnuueckuii KOMNEHCUPOBAHHBIU YUPPO3

[aneHTsl ¢ XpOHMYECKUM KOMIIEHCUPOBAHHBIM IIUPPO30M IEYSHH MEPEHOCT pabenpas3on HaTpHs
B n03e 20 mr 1 pa3 B aenb, xoTs AUC ynBoeHa u Cmax yBenuueHna Ha 50 % 1o cpaBHEHHUIO CO
3I0pPOBBIMU JOOPOBOJIbIIAMU COOTBETCTBYIOIIETO IOJIA.

Toorcunvie nayuenmoi

VY HOXHUIBIX MAalMEHTOB AIMMHUHALKS padenpa3onia HeCKoiIbko 3aMeanieHa. [locne 7 el mpuema
pabenpazona nmo 20 mr B cytku y noxuibix jgui; AUC Oputa mpumepHo BaBoe 0ombiie, a Cmax
noBkIIeHa Ha 60 % 1Mo cpaBHEHHIO C MOJIOJIBIMH 3/I0POBBIMHU T0OpoBOsIbIIaMu. OqHAKO, TPU3HAKOB
KyMYJSIUU pabenpas3oia He 0TMEYalIoCh.

CYP2C19 noaumopguszm

VY mauuentoB ¢ 3amemieHHbIM MetabonusmoM CYP2C19 mocne 7 auelt mpuema pabemnpasona B
no3e 20 mr B cytku AUC yBenmuuBaercs B 1,9 pasza, a mepuoj mosryBeIBeJeHUs - B 1,6 pasza 1o
CPaBHEHHMIO C TEMHM >K€ MapaMeTrpamMH Yy «OBICTPhIX MeTab0JIM3aTOpOB», B TO BpeMsl KaK Cmax

yBenuuuBaetcs Ha 40 %.



Iloxka3zaHus K NIPUMEHEHHIO

s 0o3upoexu 10 me:

— CuMITOMSBI JUCIICTICHH, CBSI3aHHOM C MOBBIINICHHOW KHCIIOTHOCTBIO KEIyaO4HOro Coka, B T.4.

CUMIITOMBI racTpod30dareaabHONU pedIIrOKCHOM 00Ne3HU (M3K0Ta, KUCas OTPhIKKA)

s 0o3upoexu 20 m2:

— SI3BeHHas OOJIE3HP JKETyIKa B CTAJANH OOOCTPEHHUS U S13Ba aHACTOMO3a

— SI3BenHas 6oJie3Hb ABEHAAIATUNIEPCTHON KHUIIIKU B CTAIUH O0OCTPECHHS

— Dpo3uBHAas U A3BEHHAs racTpodsodareanbHas pedarokcHas 00e3Hb HIH peduIoKc-330(parut

— IlognepxuBaromias Tepanus racTpo33odareaibHON pedIrOKCHOM 00JIe3HN

— HesposusHas ractpoaszodareanbhas pedirtokcHas 00JIe3Hb

— CunapoM 30iUTMHTepa-OJUIMCOHA U JAPYTHE COCTOSIHMS, XapaKTEPU3YIOUIMECsS MaTOJIOTHYECKON

ruIepceKpenuen
— B koMmOumHamum ¢ COOTBETCTBYIOIICH aHTHOAKTEpHAIBHON

Helicobacter pylori y manueHToB ¢ S3BEHHOI 00JIE3HBIO

IIpoTruBonokazanusi

— 'unepuyyBCTBUTENBHOCTH K  pabempaszoiny, 3aMelIeHHBIM
BCIIOMOT'aTCJIbHBIM KOMIIOHCHTAM IIpCriapara

— bepemennocth

— Ilepuon rpyaHOro BCKkapMJIMBaHUs

— Jerckuii Bo3pact 1o 12 et (s popmer 20 mr)

— Jerckuii Bo3pact 1o 18 et (a1 popmer 10 mr)

C 0CTOPOKHOCTBIO
— Jletckwuii Bo3pact (s popmsl 20 mr)

— Tsxenas moueuHas HEAOCTATOYHOCTD

Tepanvel i dpaguKaluu

OeH3MMHUIA30JIaM WM K

I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I IPYAHOI0 BCKAPMJIUBAHUSA

JlaHHBIX 10 6€3011aCHOCTH PUMEHEHHUs pabernpa3oia BO BpeMsi 0epeMEHHOCTH HET.

HccnenoBanus penpoayKTUBHOCTH HAa KpbICAX M KPOJIUKAX HE BBIABWIM IIPU3HAKOB HApPYIICHUS

bepTUIBbHOCTH UK AE(PEKTOB Pa3BUTHS IUI0JA, O0OYCIOBICHHBIX pabemnpa3ojioM; OJTHAKO Y KPBIC B



HEOOJIPIIIMX KOJMYECTBaX INpenapaT NPOHHMKAaeT yepe3 IUIaleHTapHblid Oapbep. Pabempazon nHe
ClleyeT TPUMEHATh MpU OCpEeMEHHOCTH 3a WCKIIOYEHHEM CIy4yaeB, KOIJa OXKHJAaeMbIi
HOJOXKUTENBHBIA AP (EKT 1151 MaTepy IPEBOCXOAUT BO3MOXKHBINA Bpe A M0/,

HewnsBecTHO, BBIAEISIECTCS T pabenpas3oi ¢ TPYAHBIM MOJIOKOM. COOTBETCTBYIONINE HCCIECIOBAHUS
y KOpPMSIIMX J>KEHIIMH HE MPOBOAWINCH. BMecte ¢ Tem pabemnpa3on OOHapyXeH B MOJOKE

JIAKTUPYIOHIUX KPBIC, © TO3TOMY €TI0 HCJIb3d MPUMCHATH KOPMAIIHUM KCHIIIWUHAM.

Cnoco0d npuMeHeHH s U 103bI

Ta6netkn npenapara Bepera® Henb3st pazKeBbIBATH WM M3MENbYaTh. TabIETKH CIEAYET TIIOTATH
ICJIUKOM. YCTaHOBHeHO, YTO HH BpeM}I CyTOK, HU HpI/IeM U1 HCE BJIUAKOT HA AKTHUBHOCTH
pabemnpa3oia HaTpus.

s 0ozupoexu 10 m2:

Buytps, B 103e 10 Mr ogus pa3 B cyTku. [Ipuem no3upoBku 10 Mr B yTpeHHHUE Y4achl CIOCOOCTBYET
Jy4IieMy COOJIFOICHHUIO MAlMEHTAMHU CXEMBI JICUCHUSI.

[Ipu otcyrctBum »¢ddexrta B TEYCHHE TMEPBBIX TPEeX JTHEH JIEYCHUsT HEOOXOIUM OCMOTP
crienpanucTa. MakCUMallbHBIN Kypc JIedeHus: 0€3 KOHCYIbTAIluy Bpava - 14 mHew.

s 0o3upoeku 20 me:

Ilpu sa3zeennoli 6one3nu dceryoka 6 cmaouu 0OOCMPEHUs U s36e AHACMOMO3d PEKOMEHIYeTCs
NpUHUMATh BHYTpb 10 20 Mr oauH pa3 B neHb. OOBIYHO M3JICYCHHE HACTYMAeT Tocie 6 Hemenb
TEpanuy, OJJHAKO B HEKOTOPBIX CIIydYasX JITUTEIHHOCTH JICUYCHHUS MOKET OBITh YBEJIIMYCHA elie Ha 6
HEJIeIb.

Ilpu s36enHol OONE3HU 08eHAOYAMUNEPCMHOU KUWKU 68 Cmaouu 060cmpeHuss PEKOMEHIYETCS
NpUHUMaTh BHYTpb N0 20 MI OIMH pa3 B A€Hb. [[IUTENBbHOCTH JICUEHUSI COCTaBJsIET OT 2 Ao 4
Henlenb. B ciayyae HEOOXOMUMOCTH TUTEILHOCTh JICUCHHS] MOXKET OBITh yBEJIHuYeHa emie Ha 4
HEJICIH.

Ilpu neuenuu 3posusHou eacmposzopaceanvroll peguioxcuou 6oaesnu (I'OPB) unu pegharokc
930¢hazume PEKOMEHIYeTCsI IPUHUMAThL BHYTPh 10 20 MI OIMH pa3 B JIeHb. JJTUTENbHOCTD JICUCHUS
cocraBisieT oT 4 no 8 Henmenb. B ciaydyae HEOOXOAMMOCTH UIUTENLHOCTh JICUCHUS MOMKET OBITh
yBEJIMYCHA €I1Ie Ha 8 HeNeb.

Ilpu  nododepocusaroweli mepanuu  eacmpodzoghazeanviou  peghaoxcrou  oonesnu (I OPB)
PEKOMEHIYETCSl IPUHUMATH BHYTPb 110 20 MTI' O/IMH pa3 B eHb. J|JIMTENBHOCTh JICUCHUS 3aBHCHUT OT

COCTOsIHHA ITallKUCHTA.



Ilpu mnesposusHou eacmposzoghazeanvholi pegharokcrot 6onesnu (HOPB) 6e3 330¢hacuma
peKomeHOyemcsi npuHuMams 6Hymps no 20 me 00un pas 8 OeHb.

Ecnim mocne derplpex Hemenb JIEYCHHS CHUMIOTOMBI HE HCUYE3alOT, CIEAyeT IPOBECTH
JIOMOJIHUTEIBHOE UCCIIENOBAHNE ITal[UEeHTA.

[lTocne xynupoBaHUsi CHUMNOTOMOB Jis TPEAYNPEKIACHUS HX IMOCIEAYIOIIEr0 BO3HUKHOBEHUS
cleyeT MPUHUMATH MpenapaT BHYTPh OJUH pa3 B IeHb 10 TPEOOBAHUIO.

Jlna  nevenus cunopoma 3oanuneepa-OaucoHa U Opy2ux COCMOSHUU, XAPaKmepuzyrouuxcs
namono2u4eckol eunepcekpeyuetl, 103y MOJ0UPAIOT UHAWBUAYyanbHO. HavanbHas no3a - 60 mr B
JIeHb, 3aTE€M JI03Y MOBHIIIAIOT U Ha3HAYaIOT mpenapar B go3e 10 100 Mr B JeHB MpU OJHOKPATHOM
npueme unu o 60 mr aBa pasa B JAeHb. [IsI HEKOTOPHIX MAlMEHTOB APOOHOE J103WPOBAHUE
npenapara siBIseTCsS MPEeANOYTUTEIbHBIM. JIeueHne TOMKHO TPOI0JDKATHCS TI0 Mepe KIIMHUYECKOM
HEOOXOAUMOCTH. Y HEKOTOPBIX MAIMEHTOB C CHHIPOMOM 3O0JUIMHTEpa-DJHMCOHA JTUTEIHHOCTD
JedeHus pabenpa3oioM COCTaBIsIA 10 OJHOTO To/Ia.

s spaouxauuu Helicobacter pylori pexomennyercst npuauMath BHyTpb 1o 20 Mr 2 pasa B JIcHb
M0 OMNpPEICICHHOW CXeME€ C COOTBETCTBYIOIIEH KOMOWHAIMEH aHTHOMOTHKOB. J{TUTEIHHOCTH
JISUEHUS COCTABIISIET 7 JHEH.

Tlayuenmul ¢ noueunoll u neweHouHou HedOCMamo4HOCMbIO

Koppekiuu 10361 anueHTam ¢ MOYeYHON HEOCTATOYHOCTHIO HE TPeOyeTcsl.

VY manveHToB C JIETKOM M YMEPEHHOW CTENEHbI0 MEYEHOYHON HEIOCTATOYHOCTU KOHIIEHTpalUs
pabenpa3oia B KPOBH OOBIYHO BHIIIIE, YEM Y 3JI0POBBIX MAIMEHTOB.

[lpu mnpumeHenuu tpenapara bepera®

HanueHTaM C TSDKEIOM CTEIICHBIO II€YCHOYHOU
HEI0CTaTOYHOCTH CJIeIyeT COOII0aTh OCTOPOKHOCTb.

Toowcunvie nayuenmoi

Koppekiuu 10361 HE TpeOyeTcs.

Hemu

BbezonacHocts 1 3¢ dexTuBHOCTS padenpaszona HaTpus 20 Mr Uit KpaTKOCPOYHOro (10 8 Henmenb)
neuenust [ OPB y nereii B Bo3pacte 12 et u Oosiee MOATBEP)KACHA IKCTPANIOSIMEN Pe3ylIbTaTOB
a/IeKBaTHBIX W XOPOLIO KOHTPOJUPYEMBIX MCCIENOBaHUM, MOIAKPEIUIIOMUX 3(P(PEeKTUBHOCT
pabenpa3ona HaTpusl Ui B3POCIBIX M MCCIEIOBAHUAMU O€30MACHOCTU U (papMaKOKUHETUKU IS
NaIMEeHTOB JETCKOro Bo3pacTa. Pexomenayemas no3a ais neTeil B Bo3pacte 12 mer u Oonee

cocramsieT 20 mr 1 pa3 B IeHb MPOIOJDKUTENBEHOCTHIO 10 8 HEeb.

be3onacHocth U 3 dexTuBHOCTE pademnpazona HaTpus i jgedenus ['OPb y nmereit B Bo3pacrte



miagme 12 jer He ycrtaHoBieHa. be3zomacHocTh W 3G (GEKTUBHOCTH padenpazonia HATpUS s

IMPUMCHCHUSA TTO APYTI'UM MMOKa3aHHUAM HE YCTAaHOBJICHA IJId MAUCHTOB ACTCKOI'O BO3pacCTa.

ITo0ouyHOE nelicTBUE

Hcxons u3 onbiTa KIMHUYECKUX MCCIEI0BAHUN, MOXKHO CJENIaTh BBIBOJ, YTO pabemnpas3oi 0ObIYHO
XOpOIIO TMepeHOocuTcs manueHTamu. [lobounsie 3PdekTsl B I1eIOoM ¢ad0 BBIPAKEHHBIE WU
YMEpPEHHBIE U HOCST MPEXOASIINN XapaKTep.

[Tpu npueme pabenpazona B X0/1e KIMHUYECKUX UCCIEAOBAHUN OTMEUAINCh CIeAYIOIINe MOO0YHbIe
NeiCcTBUS: TONOBHasg 0oib, OONb B JKUBOTE, OUapes, METEOpPHU3M, 3amop, CYXOCTh BO PTY,
TOJIOBOKPY’KEHUE, ChIIb, TepuepruuecKuii OTeK.

Yacrora moOouYHbIX peakiuii: oueHb yacto (>1/10); gacto (>1/100 u <1/10); mewacto (>1/1000 u
<1/100); peaxo (=1/10000 u <1/1000); ouensp peako (<1/10000), BkIItoUast €TUHUYHBIE CITyYaH.
Hapywenus co cmoponsl uMMyHHOU cucmembl: PEIKO - OCTPbIe CUCTEMHbIE aJIJIEPrHUeCKHe
peaxiuu.

Hapywenua co cmoponvl kpoeu u aumgamuueckoi cucmemsl: PENKO - TPOMOOIMTONEHUS,
HEUTPOIIECHUS, JIEHKOIICHUS.

Hapywenus co cmoponvl obmena sewyecms u numarnus: peiaKo - THIOMarHueMHUs.

Hapywenua co cmoponvl cenamobunuapholl cucmemyl. TIOBBIIICHHE AKTUBHOCTHU IEYEHOUHBIX
(GEepMEHTOB; PEIIKO - TEMaTHT, )KEITyXa, IeYeHOYHAs dHIIe(aTonaTus.

Hapywenusa co cmoponvl novex u mouesbl8o0swux nymeti. O4eHb PENKO - MHTEPCTUIHATBHBIN
HEPpUT.

Hapywenus co cmoponbl Kodtcu u NOOKOIHCHbIX MKaHel: PEAKO - OyJUIe3HbIe BHICHITIAHUA.
KPanuBHUIIA, OY€Hb PEAKO - MYJIbTH()OpPMHAS dpUTEMA, TOKCHUECKUN SMUACPMATbHBIA HEKPOIIU3,
cungapom CtuBeHca-J>KOHCOHA.

Hapywenus co cmopoHbl KOCMHO-MblUeYHOU CUCTNeMbL. PEAKO - MUAIITHS, apTPaJITHsl.

Hapywenus co cmoponvl penpo0ykmueHo cucmemsl. OUEHb PEIKO - THHEKOMACTHS.

3menenuii npyrux gabOpaTOpHBIX TIOKaszaTeleld B XoJe mpuema palernpaszoja HaTpUs HE
HaOJIFOJAJIOCh.

CornacHO JaHHBIM IMOCTMAPKETUHIOBBIX HAOMIOACHUN MpH NpUEeME HHTUOMTOPOB MPOTOHHOU
nomnbl (WIIIT) BO3MOXXHO yBenWueHHWE pUCKAa BO3SHUKHOBEHHS IEPEIOMOB, MOJIOCTPON KpacHOM
BOJIYAHKH M JKEJIE3UCTHIX MOJUIOB JHa Xeayaka (cM. pasnen «OcobOble ykazanus»). Pemnkue

COOOIIIEHUS O TIEUCHOYHOM dHIIeaTonaTuy ObLUTH MOJYYCHBI Y MAIIMEHTOB C IIUPPO30M.



Ilepeno3upoBka

JlanHble O HaMEpEeHHOW WIM CIIy4allHOM Iepeno3upoBKEe MHMHHMMaibHBL. CiydaeB CHUIBHOU

MepeI03UPOBKHU pabenpazooM He ObLIO OTMEYEHO.

Jleuenue: Cnenuduryeckoro aHTuaoTa HeT. Pabenpazon Xopoio cBI3bIBaeTCs ¢ OeIKaMu MJ1a3Mbl,
MO3TOMY IUIOXO ynaisercss mnpu auanuse. llpu mnepeno3upoBke HEOOXOAMMO IPOBOAUTH

CUMIITOMAaTUYCCKOC U MOAACPKNBAIOIICC JICUCHUC.

B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeACTBAMH

Cucmema yumoxpoma P450

PaGenpazon Hatpus, Kak U Apyrue MHruOuTOpsl nporonHoi mommsl (UIIIT), metabonusupyercs ¢
yuactueM cuctembl nuroxpoma P450 (CYP450) B meuenun. B wuccrnemoBanusix in Vitro Ha
MHKpOCOMaxX TI€YCHH YeJIOBeKa OBLIO TOKa3aHO, 4TO pabemnpa3osl HATpUs MeETaboNIH3UpyeTCs
nzodepmenramu CYP2C19 u CYP3A4.

HccnemoBanusi Ha 300pOBBIX JOOPOBOJIBIIAX TOKa3alw, 4TO pabempa3osl HaTpus HE HMEeT
(dhapMaKOKMHETHUECKUX WM KIMHAYECKH 3HAYMMBIX B3aUMOJCUCTBHA C JIEKAPCTBECHHBIMU
BCIIIECTBAMH, KOTOpbIE MeTaboJu3upyercs  cucremor  nuroxpoma P450 - BapdapuHoMm,
dbeHuTonHOM, TeO(UUTMHOM | JHa3eTaMoM (HE3aBUCHMO OT TOTO, METAO0OJU3UPYIOT JIW MAI[UEHTHI
Jra3ernaM yCUJICHHO WIIH C1a0o).

beuto mpoBeneHo  wWccneAoBaHWE — KOMOWMHHMPOBAaHHOW — Tepamuu € aHTUOAKTEpHUATbHBIMU
npenapataMu. B JaHHOM 4YeTBIpEXCTOPOHHEM MEPEKPECTHOM HMCCIEA0BaHUN Y4acTBOBaiIu 16
30pPOBBIX JOOpPOBOJIBIIEB, KOTOphIe monydanu 20 mr pabemnpasorna, 1000 Mr aMOKCHIIMIIIWHA,
500 Mr kjapuTpoMMUMHA WIM KoMOMHanmio 3Tux Tpex mnpenapatoB (PAK - paGenpasomn,
amokcuIuH, kinaputpomuiuH). [lokasaremu AUC u  Cmpax A8 KIAPUTPOMHIIMHA |
AMOKCHIWIITUHA ObUTM CXOXXUMH TIPU CPaBHEHHH KOMOWHUPOBAHHOW Tepamuy ¢ MOHOTEpaIHei.
[Toxazarenn AUC 1 Cmax 111 pabenpasona yBenuunianch Ha 11 % u 34 %, coOTBETCTBEHHO, a AJs
14-runpokcu-knapuTpoMuiinHa  (akTuBHOrO Metabonuta kimaputpomuimHa) AUC u Chax
yBenmmumiuch Ha 42 % u 46 %, COOTBETCTBEHHO, IS KOMOWHHUPOBAHHON Tepanuy B CPAaBHEHUU C
MoHOTepanuedl. JlaHHOe yBenuyeHMe TOKas3aTeled BO3JeWcTBUS A pabempasoia U
KJIAPUTPOMHUILIMHA HE ObUIO MPU3HAHO KIMHUYECKU 3HAYMMBIM.

Bzaumoodeticmsue ecneocmeue uneubUpo8anus cekpeyuu iHeay0ouHo20 coKd

PaGenpa3on HaTpusi OCYIIECTBISIET YCTOWYMBOE W MPOJODKUTEIFHOE IOAABICHHE CEKPELHH

JKCIIYOAOYHOr'o COKa. Takum 06p3.30M, MOXKCT NPOUCXOOUTH B3aI/IMOI[eI‘/JICTBI/I€ C B€IICCTBaAMH, JIA
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KOTOpbIX abcopOuus 3aBucut ot pH. Ilpu omHOBpeMeHHOM mnpueme C pabenpa3ojoM HaTpus
abcopbums KeTokoHa3ona ymeHbinaercss Ha 30 %, a abcopOIus IUTOKCHHA YBEJIWYMBAETCS Ha
22 %. CnenoBaTenbHO, A HEKOTOPBIX MALMEHTOB JOJDKHO HPOBOIUTHCS HAOMIOJECHUE IS
pelieHrus Bompoca O HEOOXOAWMOCTH KOPPEKTUPOBKH J103bI MpPHU OJHOBPEMEHHOM IpUEME
pabemnpa3zona HaTpusi C KETOKOHA30JO0M, JUTOKCMHOM WM JPYIHMH  JIEKapCTBEHHBIMH
npenapaTam, sl KOTOphIX abcopOuus 3aBucut ot pH.

Amaszanasup

[Ipu omHoBpeMeHHOM mpueme atazanaBupa 300 mr/putonaBupa 100 Mr c omemnpazosom (40 mr
1 pa3 B nenp) mnu ¢ araza"asupa 400 mr ¢ mancomnpaszonom (60 Mr 1 pa3 B JeHb) 340pOBBIMHU
100pOBOJIbIIAMU HAOIIOATOCH CYIIECTBEHHOE CHM)KEHUE BO3JEHCTBHA aTa3aHaBupa. AOcopOums
aTazaHaBupa 3aBUCUT OT pH. XoTs 0THOBpEMEHHBIN TIPHEM C pabenpa3ooM HE U3ydalcs, CXO0XKHE
Pe3yNbTaThl OKUAAIOTCS TaKXKe IJIs1 APYTUX UHIMOMTOPOB MPOTOHHOTO Hacoca. Takum oOpa3om, He
PEKOMEHAYETCSI OJHOBPEMEHHBIM IpPHEM aTa3aHaBUpa C HHTHOMTOpAMH IPOTOHHOIO Hacoca,
BKJII0Yast pademnpasoul.

Aumayuonsie cpeocmea

B kIMHMYECKUX UCCIIEJOBAHUIX aHTAlUHbIE BEIECTBA IPUMEHSIIUCH COBMECTHO € pabenpazonomM
HaTpus. KimHMUYeCKH 3HauMMBble B3aUMOJICHCTBUS paderpa3ojia HAaTpUs C TeleM THUIPOKCHIA
QIIOMUHUS WU C THIPOKCUIOM MarHus He HaOJII0JalTUCh.

llpuem nuwu

B knmMHMuYeckoM uCclieoBaHMM B XOJ€ IpueMa pabenpa3onia HaTpusi ¢ OOETHEHHOW >KUpaMU
NUINeH KIMHUYECKU 3HAUYMMBIX B3aUMOJAEWUCTBUII He HaOmonanoch. [Ipuem pabenpasona HaTpus
OJTHOBPEMEHHO C 00O0TaIIeHHON KMPaMu MHUIIEH MOXKET 3aMeUINTh BcacklBaHue padenpazona 1o 4
yacoB u 0ozee, ogHako Cmax 1 AUC He n3MeHsaroTcs.

Luxnocnopun

DKcnepuMeHThl IN VItr0 ¢ HCHoJb30BaHMEM MHKPOCOM TIE€YEHH 4YeJOBeKa IOKa3alH, YTO
pabemnpazon uHruOUpyer Metabonu3m 1ukiocnopuna ¢ ICso 62 MKMOTB, T. €. B KOHIICHTpAIUH, B
50 pa3 mpeBbimaromied Cmax UISE 3M0pOBBIX A00poBosblieB mocie 14 nueit mpuema 20 wmr
pabenpazona. CteneHb MHTHOMPOBAHUS CXOXKa C TAKOBOW IS OMEMpasoja s 3KBHUBAJCHTHBIX
KOHIIEHTpaIUM.

Memompexcam

CornacHo JaHHBIM COOOIIEHHM O HEXeNaTeIbHBIX SIBJICHUAX, TaHHBIM OITyOJMKOBAHHBIX

(bapMaKOKMHETHUECKUX  MCCIEAOBAHUW U  JaHHBIM PETPOCIEKTUBHOTO aHajdu3a MOXKHO
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IPEII0JIOKUTh, YTO ofgHoBpeMeHHbI mpuem MIIII u merorpekcara (Ipexje BCEro B BBICOKHX
7103aX), MOKET MPUBECTH K TOBBIIMICHUIO KOHLIEHTPAI[MM METOTpeKcaTra W/WIM ero MeTadoimuTa
TUAPOKCUMETOTPEKCATa W YBEIMYHUTh MEPHUOJ TMOJYBBIBEACHUSA. TeM HE MeHee, CIelHaIbHBIX
HCCIIEIOBAHUH JIEKApCTBEHHOI0 B3auMoencTBusi Merorpekcara ¢ NI He nmpoBoauocs.

Bnusanue na pesynbsmamol 1a00pamopHbixX UCCIe008aHUU

[Ipumenenue UIIIT npuBOAUT K CHUKEHUIO KUCIIOTHOCTH XKEIYAOYHOTO COKA, YTO MOXKET IIPUBECTU
K YBEJIMUEHUIO cojaepxkanus xpomorpanuHa A (Cg A) B cbIBOpoTKe KpoBHU. [IOBBIIIIEHHBIN YPOBEHD
Cg A MOXET MPUBECTH K OIMTMOOYHON MHTEPIPETAIIUU PE3yIbTATOB JIA0OPATOPHBIX MCCIICIOBAHUN
Ha HaJlM4yhle HEHUPOPHIOKPUMHHOM omyxoiu. Bo wu30exaHue 5TOro BIUSHHUS IMPUMEHEHHE
pabenpasona IOMKHO OBITH BPEMEHHO IPEKpalleHo, 1Mo KpaifHel mepe 3a 14 aHel 1O OIEHKH
ypoBHs Cg A; IOBTOpEHHE TeCTa CIeAYyeT PacCMOTPETh B ciliydae, €CIM MCXOIHBIN ypoBeHb Cg A

ABJIACTCS BBICOKHM.

Oco0ble ykazanus

s 0o3upoeox 10 m2, 20 m2:

OTBeT maryeHTa Ha TEpanuio padernpa3oiioM HATPUS HE WCKIIIOYAeT HAJHUYUE 3JI0KAYeCTBEHHBIX
HOBOOOPA30BaHUI B KeNmyJIKe.

Ta6nertku npenapata Bepera® Helb3s paskeBbIBATh UM U3MEIbUaTh. TabNeTKH clepyeT IIoTaTh
[EIMKOM. Y CTaHOBJICHO, YTO HH BpEMs CYTOK, HM IPHEM IHIIM HE BIUAIOT Ha aKTUBHOCTH
pabemnpa3oia HaTpus.

B cneumanbHOM HCClIEZIOBaHUM y NAIMEHTOB C JITKUMU WM YMEPEHHBIMH HapyIICHUSIMH
(GyHKIMU TIeYeHH He ObUIO OOHApY)KEHO 3HAYMMOTO OTJIWYMS YacTOThl MOOOYHBIX 3(dexToB
pabemnpasona OT TaKOBOH y MOJOOpPaHHBIX 1O TOJY W BO3PACTy 3I0POBBIX JIHMII, HO, HECMOTPS Ha
3TO, PEKOMEHIyeTcs COOMI0IaTh OCTOPOXKHOCTH TIPH MepBOM HpHMeHeHnH mpemapaTta bepera®
MalMeHTaM C TsDKeJbIMU HapymeHusMu ¢GyHknun nedenn. AUC pabenpa3osia HaTpus y MallMEeHTOB
C TSDKEeNbIM HapylIeHHeM (YHKIUH IMEYeHW MPHUMEPHO B JBa pas3a BBIINIE, YeM Yy 3J0POBBIX
NaIMEeHTOB.

[Manmentam ¢ HapymeHUsMH (QYHKIIMM TOYEK WJIM TICUYEHH KOPPEKTHUPOBKA O3Bl Iperapara

Bepera®

He TpeOyeTcs.
T'unomacnuemus
[pu neuenun HUIIIl Ha mpoTsKeHMHM MO KpaiiHeW Mepe 3 MecsleB B PEIKHUX Clydasx ObUIH

OTMCYCHEI Cl1y4Yanu CHMIITOMATHYECKOHM MM aCUMIITOMATHYECKOM THIIOMaraueMun. B OoabIIMHCTBE

12



CIIyuyaeB 3TH COOOIIEHHUS TIOCTYMajdd Yepe3 Toja Tmocjie mpoBeaeHus Ttepanud. Cepbe3HbIMU
NOOOYHBIMHU SIBJICHUSIMH OBUIM TETaHUS, ApPUTMHUS W CYIOPOTH. BONBIIMHCTBY NAIMEHTOB
TpeOOBaNOChH JIEYEeHHE TUIOMAarHUEMHH, BKIIIOYAIONIEH 3aMelleHne MarHus W OTMEHBbI Tepanuu
MHTHOUTOPOB MPOTOHHOM MOMIIBL. Y MallMEeHTOB, KOTOPbIE OyIyT MOIy4YaTh UIMTEIbHOE JICUEHUE
unn koropele npunumaror HWIIII ¢ nmpemaparamMu, TakMMU Kak AUTOKCHH WM IIpenaparami,
KOTOpPBIE MOTYT BBI3BATh THUIIOMATHUEMUIO (HAPUMEDP ITUYPETHKH), MEIUIIMHCKUE pPaOOTHUKH
JIOJKHBI KOHTPOJIUPOBAaTh YpOBEHb Maruus A0 Hayana gedeHus UIIII u B nepruox neuenusl.
[TanpeHTsl He NOMKHBI NPMHHMATh OJHOBPEMEHHO ¢ mpemapatoM bepera® npyrme cpencrtsa,
CHIDKAIOIINE KUCIOTHOCTD, Hanpumep O1okaTopsl Ha-perenrropos mu UIIIIL

Ilepenomuvr kocmeii

CormacHO JaHHBIM HaOJIOAATENbHBIX HCCIIEIOBAHUM MOXHO TPEIIONIOXKUTh, 4To Tepanus WIIII
MOJKET MPHUBECTH K BO3PACTAHUIO PUCKA CBA3aHHBIX C OCTEONOPO30M IEPEIOMOB Oespa, 3amscThs
WIM TT03BOHOYHUKA. PHCK mepenoMoB ObUT yBENWYEH Y MAlMEHTOB, MOJyYaBIIUX BBICOKUE JIO3BI
WIIIT nmutensHo (rox u 6oiee).

Oonoepemennoe npumeHenue pabenpazona ¢ Memompexkcamom

CoriacHo ITUTEpaTypHBIM TaHHBIM, oOJHOBpeMeHHbIN pueM UIIIT ¢ MeToTpekcaTrom (mpexae Bcero
B BBICOKMX J103aX) MOXKET MPUBECTH K TOBBIIICHHIO KOHIEHTPAIMM METOTpeKcara W/HMIU €ero
MeTaboIUTa THAPOKCUMETOTPEKCATA M YBEIIMYUTD MIEPHO/] TIOTYBBIBEICHUS, YTO MOXKET IPUBECTHU K
MPOSIBICHUIO TOKCUYHOCTH MeToTpekcata. llpu HEOOXOAMMOCTH NpPHUMEHEHHUs BBICOKHX J103
METOTpPEKCcaTa MOXET OBITh PACCMOTPEHA BO3MOXXHOCTh BpEMEHHOTO TipekparieHus Tepanuu UIIIT.
Clostridium difficile

Tepanus UIIIT MoxeT IpUBOANUTH K BO3PACTAHUIO PUCKA JKEITYIOYHO-KUIICYHBIX HH(PEKINH, TaKHX
kak Clostridium difficile.

Ilooocmpas koxcnas kpacnas éonuanxa (IIKKB)

Nmerotcs coobmenust o cnydasx [IKKB mpu tepanuu UIIII. Ecnu mopaxeHus KOXKH MOSBIISIOTCS,
OCOOCHHO HA Yy4YacTKaX KOXHM, TOJBEPTIINXCS  BO3JCHCTBUIO MPSAMBIX COTHEYHBIX Jy4eH, u
COIIPOBOKIAIOTCA apTpalirMel, MalueHTy He0OX0IMMO HEMEJICHHO OOpaTUThCS 32 MEAULIUHCKON
MOMOIUIbIO, MEIUIUHCKUN pabOTHUK JODKEH IMPUHATH pEUIeHHE O MPeKpalleHuu Teparnuu
pabenpa3zonoM. Bosauknosenne [TKKB nipu npenpiaymieit Tepamuu U MokeT yBeTuduTh pUCK
Bo3HuKkHOBeHus [IKKB npu npueme npyrux UIIIT.

Kenesucmule nonunsi OHa Jiceryoxa

JmurenbHoe mnpumenenne WIIII, Bxmrouas pabempas3os, MO BCEH BUIUMOCTH, CBSI3aHO
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IMOBBIIICHHBIM PUCKOM BO3HHUKHOBCHHUS JKCJIC3UCTBIX IIOJIMIIOB JHA JKCIIyAKa. BonsnmHCTBO
JKCJIC3UCTBIX IMOJIUIIOB JHA KCIYyAKa 66CCI/IMHTOMHBI. HaI_II/IeHTBI C KPYIIHBIMHA UJIN U3BA3BJICHHBIMU
MOJIMIIAMU  MOTYT  TOJBEPraThCs  PUCKY  IKEIMyJOYHO-KUIIEYHBIX  KPOBOTEUEHHUH WM
TOHKOKHIIIEYHOW HENMpOXoaAuMocTH. Jlo3upoBka u npoaoskutenbHocTh Tepanuu UIIIT mma takux

NannuCHTOB JOJI2KHBI OBITH MUHUMAJIbHBIMH.

Honoanumenvno 01s 0o3upoeku 10 me:

[anuenTtaM, OpUHUMAOMUM IpenapaT bepeta® 11s KpaTKOBPEMEHHOIO CHMITOMATHYECKOTO

JICYCHHST TIPOSIBJICHUN TacTpodsodareansHoil pedurokcHoi 6onesnu (I'DOPB) u  Hespo3uBHOMU
pedmokcuol 6osnesnu (HOPB), nanpumep m3xoru, 6e3 perenta, cieayeT oOpaTUThCS K Bpady B
CJICAYIOUINX CITyYasix:

- MPUMEHEHHUE CPEJICTB JJIsl CHATUS CUMIITOMOB M3KOTH W HAPYIICHUS MUIIEBAPCHUS B TeUeHUE 4
HeIenb U 0oJiee;

- TIOSIBJICHUE HOBBIX CUMIITOMOB HMJIM M3MEHECHHUE paHee HAOIIOIaBIINXCSI CHMIITOMOB y MAIACHTOB
B Bo3pacte Oomee 55 mer;

- CcIydyau HEHaMEPEHHOTO YMEHBIIEHUS MacChl Tela, aHEMHUHU, KPOBOTEUYCHUU B KEITYIOYHO-
KHAIICYHOM TpakTe, nucdaruu, OO MpPU TJIOTAHWUH, TIOCTOSIHHOW PBOTHI WJIM PBOTHI C KPOBBIO U
COJICPKMMBIM JKEITY/Ka, CITy9dan si3BBI KEIyJIKa UM ONepaliil Ha JKEITyIKe B aHaAMHE3e, JKENTYXU U
T.JA. (B T.4. HapyIIeHUE PYHKIUU TIEUYCHH U TIOYEK).

[ManueHTh, UIMTEIHHOE BpEMsS CTPAJAIONINE OT TOBTOPSIOMIUXCSI CHUMIITOMOB HapYIICHHS
MUIIEBAPEHUS WU H3KOTH, TOJDKHBI PETYISIPHO HAOI0IaThCs y Bpaya.

[TarmeHTHI B BO3pacTe Oosiee 55 neT, eKeTHEBHO MPUHUMAIOIINE Oe3pelenTypHbIe Mpermaparthl s
CHSITUSI CUMIITOMOB W3KOTH W HAPYUICHUS MUILNEBAPECHUS, HOKHBI MPOUH(DOPMHUPOBATE 00 3TOM
CBOETO JIEYaIl[ero Bpaya.

[lanmeHTsl He NOKHBI TNPHHAMATh OJHOBPEeMEeHHO ¢ mpemapaToM bepera® npyrume cpencrsa,
CHIDKAIONIME KHCIOTHOCTh, HampuMep OiokaTtopsl Hz-penentopoB MM MHTHOUTOPHI MPOTOHHOU
TIOMITHI.

[Ipn mnpuMeHeHWW JAPYrUX TMpenaparoB TNaIMeHTaM CJIeNyeT MPOKOHCYIBTUPOBATHCS C
(apMarieBTOM MM BpauoM TIepe] HAauajioM Tepamuu mpemapatoM Bepera®, ormyckaembiM Oe3
perierra.

[TamuenTsl JOMKHBI COOOIINTH Bpauy Ilepe] HaualoM HpuMeHeHHs mnpemapata bepera® 6e3
perenra, €cid MM Ha3HA4YEHO OHHJIOCKOMUYecKoe uccienaoBanue. Crienyer uzberarb mnpuema

®

npenapata bepera” nepen nmpoBeeHUEM MOYEBUHHOTO JBIXaTEILHOTO TECTA.
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[ManeHTsl ¢ TSDKENBIME HapyIIeHUSAMU (QYHKIUM MEYEHU JOJDKHBI OOpaTHThCS K Bpauy Iepen
HayajgoM Tepanuu mpenapatoM bepera®, oTmyckaembiM 6e3 pelienta, s KpPaTKOBPEMEHHOTO

CUMITTOMaTH4eckoro jedeHus npossieauii [ OPb u HOPb (manpumep, uzxorn).

Bunsinne Ha cIOCOOHOCTH YIIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMH, MEXaHU3MaMHU

Ucxons u3 ocobOeHHocTel (apmakoguHaMuku pabempaszona U ero npouiis HexenaTeabHBIX

5((EKTOB, MaNOBEPOATHO, 4TO Tpemapar bepera®

OKa3bIBAE€T BIHSHUE Ha CIIOCOOHOCTH K
BOXACHUIO aBTOMOOMWIII U YIIpaBJICHUIO MEXaHU3MaMH. OHHaKO B CJIydac MOABJICHUA COHIIMBOCTHU

cienyeT u3beraTh TUX BHJIOB JEATEILHOCTH.

dopMa BbINTYCKa

TabyeTku, MOKPHITHIE KUIIIEYHOPACTBOPUMOM 000J109K0it, 10 mr, 20 Mmr.

[To 7, 10 wnu 14 TaGiaeTOK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY W3 TUICHKH TOJUMEPHON 3-X
CIIOMHOHM, cocTosmeld W3 KOMIO3HMIMHU TMOJMBHHUIXJIOPU/TOIUITUICH/ TIOJTUBUHUIAUXIOPU U
(donbru aIOMUHUEBON MEYaTHOM JTaKUPOBAHHOM.

[To 14, 20 wim 28 TabneTok BO (hJIAKOH TOJUMEPHBIM W3 TMOJMATUIICHA BBICOKOTO JABJICHUS C
KPBILIKOW MOJIMMEPHOM C KOHTPOJIEM MIEPBOTO BCKPBITHS, CO BCTABKON M3 CUIIMKAres.

Kax b1t Gprnakon mim 1 niam 2 KOHTYpHbIE SYCHKOBBIE YIAKOBKH 10 14 TabneToK, Win 2 KOHTYpHBIE
syeiikoBble ymakoBku 1o 7 uiau 10 Tabnerok, uiau 4 KOHTYpHbBIC SUCHKOBBIC YHMAKOBKH IO

7 TabIETOK BMECTE C MHCTPYKIMEH MO MPUMEHEHHUIO TOMEIAI0T B MAYKy U3 KapTOHA.

YciaoBus XxpaHeHUs
[Ipu remneparype He Bbie 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHoctu
2 roxa.

He IMPUMCEHATH 11O UCTCYCHUHU CpOKa 'OAHOCTH.

YcaoBus ornycka

s 0o3upoexu 10 me:

Ortmyckaercs 6e3 perenra
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s 0o3upoeku 20 me:

Otnyckaercd 1o peuentTy

IIpousBoauTesn

AO «BEPOD®APM»

Aodpec npoussodcmea: Poccus, 308013, r. benropona, yi. Pabouas, 1.14.
Ten.: (4722) 21-32-26; dakc: (4722) 21-34-71

Baajenen perucTpanMOHHOrO yaocroBepeHusi/Opranusanusi, NPUHUMAOMIAsE NPETEH3UH OT
norpeoduTeseH

AO «BEPOD®APM»

IOpuouueckuii_ adpec: Poccusi, 115088, r. Mocksa, 2-i1 FOxxnomopTtoBbIii ipoesa, a. 18, ctp. 9,

STax 2.

Aodpec npunamus npemensuti: Poccus, 308013, r. benropon, yin. Pabouas, 1. 14.

Ten.: (4722) 21-32-26; dakc: (4722) 21-34-71.
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