COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 08.07.2024 N= 13679

WHCTE yKHH}In QCNEOQBATENEHOCTE 0000)

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Yiab0a0k®

PerncrpanuoHHblii HOMep:
Toprosoe HaumeHoBaHue: Y I5070k"
Me:xkayHapoaHOe HeMATEHTOBAHHOE MJIM IPYNIUPOBOYHOE HAMMEHOBaHMe: paberpa3on

JlekapcTBenHast popma: Karcylibl KUIIEYHOPACTBOPUMBIE

Cocrasb:

1 karcvia CoOnepKur:

eticmeyowee sewecmeso’ pabenpasoii, cyoctanus-nemiersl 8,5 % - 117,65 mr, B nepecuere
Ha pabernpazon HaTpus - 10,00 mr.

Bcnomozamenvuvie  sewecmea  cyocmanyuu-neinem. caxapusle cheper - 71,24 wr,

runpomerio3a - 14,71 mr, Tanek - 1,76 mr, Hatpust kapoboHar - 1,65 Mr, TUTaHa AMOKCHU]
0,82 mr.

Cocmas 0bon0ouku neiiem: TUIPOMEINO3bI (ranar - 15,88 mr, netunossiit cnupt - 1,59 mr.

Cocmae kopnyca xancyner: TuTana auokcup - 2,0000 %, xkpacutenb xene3a OKCUJ JKEIThIH

0,1227 %, kpacurens xene3a okcu kpacHsiil - 0,0071 %, xemnatun - 7o 100 %.

Cocmas kpviweuxku kancyavi: TATaHa quokcun - 2,0000 %, kpacuTenb XMHOIWHOBBIHN JKEIThIN

0,7500 %, kpacurens coiHeUHbIH 3akat xkenThli - 0,0059 %, xenatusn - 1o 100 %.

Onucanue: TBepable *enatuHoBbIe Karcynbl Ne2. Kopmyc CBETNIO-KENTOro ¢ KOpUYHEBATHIM
OTTEHKOM IIBETa, KPBIIIEUKA KEITOrO [IBETA, HEIPO3PayHBbIE.
Copnepxxumoe Karcyn — chepryeckie NesuleThl OT MOYTH Oenoro a0 6enoro ¢ KOpUYHEBATHIM

WK KCITOBATbIM OTTCHKOM IIBE€TA.

®dapmakoTepaneBTHYeCKasd T[PyNma: CpeACTBa Ui JICUEHHS  KUCJIOTO3aBHUCUMBIX
3a00JIeBaHUIi; TPOTUBOS3BEHHBIE CPEICTBA M CPEACTBA I JICUEHUS racTpol3odareaibHON
pedurokcHoi 6one3nu (I'DPB); HHTUOUTOPHI TPOTOHHOTO HACOCA.

Kon ATX: A02BC04

DapMaKoJIOrHYecKue CBOMCTBA
®apMakOAHHAMUKA

P a6enpa30J1 HaTpusa OTHOCHUTCA K KJACCYy AHTHCCKPCTOPHBIX BCIICCTB, MPOHU3BOJHBIX
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OcH3uMmuaazona. [lomaBiseT  CEKpeLHIo

unruouposanuss H'/K'-AT®-a3pl Ha CEKPETOPHON TMOBEPXHOCTH TMAPHETAIBHBIX KICTOK
xenynka. H/K'-AT®-aza npencrapisieT o060 GEIKOBbIM KOMIUIEKC, KOTOPBIM (QYHKIIHOHUPYET
Kak IMpPOTOHHas Momma. TakuMm oOpa3oM, palenpa3osl HaTpus SIBISETCS HHTHOMTOPOM
nportonHoi momnsl (UIIIT) B sxenynake u O0KHpyeT GUHATIBHYIO CTaHIO MPOJAYKIUH KHUCIOTHL
Jannbiii 3¢ ekt ABiIsieTcs 10303aBUCHMbBIM U MPHUBOAMT K IMOJABJICHUIO Kak 0a3albHOM, Tak U
CTHUMYJIUPYEMOH CEKpEeIMH KUCIOTHl HE3aBHCHMO OT pasapaxwurerns. Pabempas3on HaTpusi He
o0ajaeT aHTUXOJIMHEPTUYECKUMU CBOMCTBAMU.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Anmucexpemopnoe Oeticmsue

[Tocne mnepopanmpHOro mnpuema 20 Mr pabempa3ojia HATpUs AHTUCEKPETOPHBIA 3¢ dekT
pa3BuBaeTcs B TeueHue yaca. UHrubuposanue 0a3aibHONU U CTUMYIHPYEMOU CEKPEIIUN KUCIOTHI
yepe3 23 yaca moclie mpueMa IMepBOi 103bl pabempasoia Hartpusi coctaBisieT 69 % u 82 %
COOTBETCTBEHHO, W  mpoaonkaercs g0 48 wacoB. Takas  NpOJOIDKUTENBHOCTH
(apMaKOIMHAMHYECKOTO JCWCTBUS HAMHOTO TPEBBIMIACT IMpEICKa3yeMoe 10 TEePHOIY
nonyBbiBenenuss (Ti2) (mpumepno 1 wac). Jlansbii 3¢dexkr MoxeT ObITh O00BICHEH
IPOJO/DKMTENBHBIM — CBA3BIBAHMEM  JIEKapCTBEeHHOro  BemectBa ¢ HY/K'-ATd-azoii
napueTaTbHBIX KJIETOK JKelyaka. Benmnunna mHruOupyromnero neiicteus padenpasona HaTpus Ha
CEKpELMI0 KHCIOThl JOCTUIaeT IUIaTo mocie 3 jaHed mnpuema pabenpaszona Hatpus. [lpu
MPEeKpaIICHUH IPUEMa CEKpPETOpHasl aKTUBHOCTh BOCCTAHABJIMBAETCS B TeUeHHe 1-2 qHe.
Brusnue na yposens cacmpuna 6 niazme

B xone knmuHM4eckux ucciaenoBaHuil nanueHTsl npuHuManu 10 niau 20 mMr pabenpasona HaTpus
€XEIHEBHO TPH MPOAOHKUTEIBHOCTUA JICUeHHUsST 10 43 MecsieB. YPOBeHb TacTpUHA B IUIa3Me
ObUI TIOBBINIEH MeEpBble 2-8 HEAENTb, YTO OTpakaeT MHIHOHMpYyollee NeHCTBUE Ha CEKpPEeLUIo
kucioTsl. KoHIleHTpalys racTpiHa BO3Bpallajlach K UCXOJTHOMY YPOBHIO OOBIYHO B TeueHue 1-2
HeZIeb NI0CTIe MPEKPAIICHUs JICUEHUS.

Brusanue na sumepoxpomagunno-nooooHvle Kiemxu

[Tpu nccnenoBannu 0O6pa3LoB OUONCUY KETyKa YeJIOBeKa U3 00JaCTH aHTPpyMa U JTHA JKeTyaKa
500 manueHToB, MOJYyYaBIIMX paOenpas3on HATpUs WM IpenapaT CpaBHEHUS B TedyeHUe 8
HeNenb, YCTOWYMBBIE W3MEHEHHS B MOPQOJOTHUECKOW CTPYKType OdHTEepoXxpomaduHHO-
MOJOOHBIX KJIETOK, CTENEHH BBIPAKEHHOCTH TacTPUTA, YacCTOTe aTpO(HUECKOrO TacTpHUTa,
KUIIEYHOW MeTaria3ui win pacnpoctpanennn uHdekuuu Helicobacter pylori we Oputn
0OHapyKEHBI.

B uccnenosanuu ¢ yyactuem 6osee 400 mamnueHToB, noiay4aBmux padenpason Hatpus (10 wnu

20 wMr/meHp) NPOIOKUTENHHOCThIO 10 | TOJa, YacToTa THUIepIUIa3uud Oblla HUZKOM U
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CpPaBHUMOM C TakoOBO# it omenpa3zosna (20 mr

aJICHOMATO3HBIX M3MEHEHHI MM KapIIMHOUIHBIX OIMYXO0JeH, HAOIF0IaBITUXCS Y KPBIC.

Hpyeue 2¢hghexmut

Cucremubie 3¢ dexTsl padenpas3ona HaTpusi B OTHOIICHUU LEHTPaIbHOW HEPBHOM CHCTEMBI,
CEpJICYHO-COCYIUCTON MM ABIXaTeIbHOW CHCTEM B HACTOSILIMKA MOMEHT HE OOHapyKeHbI. bblo
MOKA3aHO, YTO palemnpas3oi HaTpus MPU NEpopalbHOM TpueMe B jo3e 20 Mr B TedeHue 2-x
HEeleNb HE OKAa3bIBACT BIMSHHEC HAa (DYHKIMIO MIMTOBUIHON >KENe3bl, YIJIEBOJHBIA OOMEH,
YpOBEHb MMapaTHUPEOUITHOTO TOPMOHA B KPOBM, a TAaKKe€ HAa YPOBEHb KOPTH30Ja, 3CTPOrCHOB,
TECTOCTEpPOHA, IMPOJAKTUHA, TJIIOKaroHa, Goiumkyaoctumynupyomero ropmona (DOCI),
motenHusupyroiero ropmona (JII'), penuna, anpaocrepona u comarorpornnoro ropmona (CTI).
DapMaKOKHHETHKA

AOGcopOuus

PaGernpa3oi ObICTPO abCOpOUPYETCs U3 KUIIIEUYHUKA, €r0 MaKcUMaibHbIe KOHIIEHTPAIUU (Cmax) B
IUIa3Me JOCTUTAIOTCS NpuUMepHO depe3 3,5 9 mocie mpuema a03bl B 20 Mr. AOCONIOTHas
OMOJIOCTYIMHOCTh TOC)Ee TepopainbHOro mnpuema 20 Mr (10 CpPaBHEHHIO C BHYTPUBEHHBIM
BBEJICHUEM) cocTaBisieT okoiao 52 %. Kpome Toro, OMOAOCTYIMHOCTH HE H3MEHSETCS IMpHU
MHOTOKPAaTHOM IpHeMe pabemnpasoia. Y 3M0pOBBIX H100poBOibIEB T1/2 U3 MIa3Mbl COCTABISET
okoisio 1 u (Bapeupys ot 0,7 mo 1,5 4), a cyMMapHBIH KIMpPEHC cocTaBisier 3,8 Mi/MUH/KT. Y
MAIUEHTOB ¢ XPOHUYECKHUM IMOPKEHUEM TICUCHH IIOMAAb TT0]] KPUBOU «KOHIICHTPAIUSI-BPEMSI»
(AUC) yBenuueHa BABOE 0 CPABHEHHIO CO 3JJOPOBBIMH JT00POBOJIBIIAMHE, YTO CBUICTEILCTBYET
0 CHIDKEHUH OuoTpaHchopMalvy MepBOro MPOXOXKIAeHHs, a Tz U3 MiIa3Mbl yBelnwueH B 2-3
pasa. Hu BpeMs mpriema TiperapaTa B TEUCHHE CYTOK, HU aHTAIUbI HE BIMSIOT Ha abcopOInio
pabenpa3zona. [Ipuem mpemapara ¢ >KMpHOW THUIIEH 3ameisieT adcopOuu pabenpazona Ha 4
yaca u 6onee, onHako HU Cmax, HU CTENIEHb a0COPOIMH HE U3MEHSIOTCS.

Pacnpenenenue

VY yenoBeka CTeNeHb CBA3BIBAHUS pabenpasosia ¢ 6eIKaMu TIa3Mbl COCTaBIAET 0K0JI0 97 %.

EI/IOTDaHCd)ODMaIII/H[ U 3JIMMHUHAIIUA

YV 300poswix nooeii

I[Tocne nmpuemMa OJHOKpPATHON TepopanbHoil 103bl 20 Mr *C-meueHHoro pabenpasona HaTpus
HEU3MEHEHHOro INpenapara B Moye HaijaeHo He Obu10. Okono 90 % pabenpazona BHIBOAUTCS C
MOYOH, TJIaBHBIM 00pa3oM, B BHUJE JABYX METaOOJMTOB: KOHBIOTATa MEPKANTYPOBOW KHCIIOTHI
(M5) u xapGonoBoit kuciotel (M6), a Taxke B (opMe ABYX HEHM3BECTHBIX METaOOJUTOB,
BBISIBIICHHBIX B X0/1€ TOKCUKOJIOTMYECKOTO aHAJIH3a.

OcTaBmascst 4acTh MPUHATOTO padernpa3oiia BEIBOJUTCS C KAJIOM.
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JInHeNHOCTh (HEMNMHEHHOCTS)

N3menenne Cmax B Tuiasme u 3HaueHuit AUC pabempazona HOCAT JHUHEWHBIA XapakTep B
auarnasone 103 ot 10 go 40 mr.

(DaDMaKOKI/IHeTI/IquKaﬂ-(baDMaKOHI/IHaMI/ILIeCKaﬂ 3aBUCHUMOCTD

CymmapHoe BbIBenieHHE cocTaBisieT 99,8 %. DTu maHHBIC CBHAETEIBCTBYIOT O HEOOJBIIOM
BBIBEJICHH METab0JIMTOB paderpasoia ¢ kenubio. OCHOBHBIM META00IUTOM SIBIISICTCS THOA(PHP
(M1). EnuHCTBEeHHBIM aKTHBHBIM MeTabonuTOM siBisieTcss necmerwn (M3), omHako OH
HaOII0AaICsl B HU3KOM KOHLEHTPALMM TOJIBKO Y OAHOIO YYacTHHKA MCCIEIOBaHUS I0CIIe
npuema 80 Mr pabemnpaszona.

Tepmunanvras cmaoust NOYEYHOU HeOOCMAMOYHOCIU

VY manueHToB co cTabMIbHOM MOYEYHON HEAOCTATOUYHOCTHIO B TEPMHUHAIBHON CTaUU, KOTOPHIM
HEOOXOAUM MOJNEPKUBAIOIIME TreMoauanu3 (KIMpeHc KpeaTHHHMHA < 5 wmi/mun/1,73m2),
BbIBEJICHHE pabernpa3ojia CXoxke ¢ TaKoBbIM Yy 3710poBbIX 100poBoibleB. AUC u Cmax y 3THX
NAUEHTOB ObLIM IpUMEpPHO Ha 35 % HMKE, YeM y 310pOBBIX A00poBoiiblieB. B cpeanem, T2
pabenpaszona coctaBisin 0,82 4 y 370poBBIX 100poBOJbIEB, 0,95 4 - y MalMEHTOB BO BpPEeMsi
remoauanusa u 3,6 4 - nocie remoauanu3sa. Kimpenc npenapara y naiueHToB ¢ 3a00J1€BaHUSIMU
IOYEK, HYKAAOLUMUXCA B reMOANaIn3e, ObUl IPUOIN3UTENIBHO B 2 pa3a BbILIE, YEM Y 370POBBIX
T0OPOBOJIBIICB.

XpoHuueckuil KOMREHCUPOBAHHBIU YUPPO3

[TatMeHThl ¢ XPOHUYECKUM KOMIIEHCUPOBAHHBIM LUPPO30M IEUEHH IEPEeHOCAT pabenpa3on B
no3ze 20 mr 1 pa3 B aesb, xotss AUC yzaBoeHa M Cmax yBenuueHa Ha 50 % 1o cpaBHEHHIO CO
3/10pOBBIMH JI0OPOBOJIBIIAMH COOTBETCTBYIOLIETO MOJA.

Jluya nooxcunozo eospacma

VY nNoXuIBIX NAlMEeHTOB JJIMMHUHALMS pabenpas3oia Heckoilbko 3aMemneHa. Ilocne 7 aneit
npuema pabenpaszona mo 20 Mr B CyTKH y noxxuibix nauueHToB AUC Oblla IpUMEPHO BABOE
6onbme, a Cmax oBbimeHa Ha 60 % 10 CpaBHEHUIO C MOJIOJBIMU 3/I0POBBIMHU JTOOPOBOJIBIIAMH.
OpnHaxo, MPU3HAKOB KyMYJISILIMHM pabenpa3osa He OTMEYaoCh.

CYP2C19 nonumopguszm

VY nanuentoB ¢ 3ameaneHHbM MeTabonuzmMoM CYP2C19 nocne 7 nHeit mpuema pabemnpasona B
no3e 20 mr B cytkn AUC yBenmumnBaercs B 1,9 paza, a T2 B 1,6 pa3a 1o cpaBHEHHUIO C TEMH K€

napameTpamMu y «OBICTPBIX MeTabO0JIM3aTOPOBY, B TO BpeMs Kak Cmax yBemmunBaetcs Ha 40 %.

Iloxka3zaHus K NPUMEHEHHIO
I[penapat Yas610k® moka3aH K MPUMEHEHHUIO Y B3POCIBIX B BO3pacTe oT 18 neT:

® CHMIITOMBI AUCIICIICHH, CBSI3aHHOM C IOBBIIICHHOM KHCIIOTHOCTBIO KECJIYAO0YHOIr'0 COKa, B T.4Y.
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cumntoMbl I DPB (u3ko0ra, Kuciaas OTPhKKY). (NOCNEOOBA

IIpoTuBonoka3zaHus

® THIIEPYYBCTBUTEILHOCTh K palemnpa3oily, 3aMElIeHHBIM OCH3MMHIA30J1aM W/WIIA JIPYTUM
KOMIIOHEHTaM TIpernapara,

e OEpEeMEHHOCTb;

® [ICpHOA I'PYAHOI'0 BCKapMJIMBaHUA.

I[IpumeHeHnne npu 6epeMEeHHOCTH M B NMEPUO/I TPYIHOT0 BCKAPMJIUBAHUSA

bepeMeHHOCTB

JlaHHBIX 110 6€30MMacHOCTH TPUMEHEHHUS padernpa3oiia BO BpeMsi 06peMEHHOCTH HET.
HCCJIGI[OB&HI/I?I PEOPOAYKTUBHOCTH HAa KPbICAX U KPOJIMKAX HC BBIABUIIM MPHU3HAKOB HAPYIICHHA
bepTunpHOCTH U AePEKTOB Pa3BUTHS I1J10]1a, 00YCIOBIEHHBIX pabenpa3oyioM; OJHAKO Y KPbIC
mpernapar B HEOOJBIIMX KOJMYECTBAaX IPOHMKAET 4epe3 IulaleHTapHbiili Oapbep. [Ipemapar
V166710k"® TIPOTHBOMOKA3aH K NPUMEHEHHIO BO BpeMs 6EPEMEHHOCTH.

HGDI/IOII I'PYAHOI'O BCKapMJIMBaHUA

HeusBectHo, BblmensieTcss au pabenpa3ol ¢ TPYAHBIM MOJOKOM. COOTBETCTBYIOLIUE
WCCJICIOBAHMSl Y KEHIIMH B NIEPUOJ IPYAHOTO BCKapMIIMBAHUS HE MPOBOIMWINCH. BMecTe ¢ Tem
paGemnpason oOHapykeH B MOJOKE IAKTHPYIOIIMX KpbIC, M MOITOMY Ipemnapar Yab6mok®

IMPOTHUBOIIOKA3aH K IPUMCHCHUIO Yy KCHIIWH B IICPUOJA I'PyAHOI'O BCKapMJIMBAHUS.

Cnocod npuMeHeHHus U 103bl
BHYTpb, HpeANOUYTHTENLHO YTPOM 0 eibl. Karmcynsl mpenapata Yan6mok® cieayeT IiioTaTh
OESJINKOM. YCTaHOBJ'IeHO, 4YTO HU BpPEMA CYTOK, HM IPUCM NHUIIKW HEC BJIMAIOT HAa AKTHUBHOCTDH
pabemnpa3ona HaTpus, HO PEKOMEHAyeMOe BpeMsi IpHeMa Karcyl CIOCOOCTBYET IydlleMy
COOJIIOZICHHIO TMTAIIUEHTAMU CXEMBI JICUCHHUSI.
Bspocasie
Pexomenmyemas noza - 10 mr 1 pa3 B cyTku.
[Ipu otcyrctBumM »ddekra B TeYeHHE NEepBbIX 3-X THEH JeueHuss HEeOOXOJUM OCMOTP
cnieruanvcta. MakcuManbHBIA Kypce JedeHus 0e3 KOHCYIbTalllK Bpaya - 14 qHeid.

CTU
[penapar Yap6m0k® He clefyeT Ha3HAyaTh JETSM B Bo3pacTe oT 12 10 18 jer mo jaHHEIM

NOKa3aHWAM M JUIsl JTAaHHOM JIeKapCTBEHHOM (OpMBI M JO3UPOBKH. D(PPEKTUBHOCTH U

6e3omacHOCTh Tpenapara Yas6mok® y neteit B Bospacte o 0 10 12 €T He YCTaHOBIEHSI,
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ITo0ouyHOE NelicTBUE

I/ICXO[[}I U3 O1bITa KIMHHUYCCKHUX I/ICCJIGI[OBaHI/Iﬁ MOKHO CJI€JIaTb BBIBOM, YTO IMpcriapar YJII:6JIOK®

OOBIYHO XOpOIIO TMEPEHOCHUTCS MauueHTaMu. HexenatenpHblE peakIuH, B IIEJIOM, clabo
BBIPQXCHHBIC WJIM YMEPEHHBIE, HOCST MPEXOASIINN XapaKTep.

B xoze KIMHUYECKHX HCCIIETOBaHUI OTMEYANUCh CIIECAYIONIME HEKeNaTelbHbIE PEeaKIUU MPU
npueme pabernpasona: rojxoBHas 00k, O0JIb B JKUBOTE, AUApEsi, METEOPU3M, 3ar0p, CyXOCTh BO
PTY, TOJIOBOKPY>KEHUE, ChIIb, TEPUPEPUICCKUN OTEK.

HexxenaTenbHble peakiMd CHUCTEMAaTH3UPOBAHbI OTHOCUTENIHO Ka)/IOW U3 CHCTEM OpraHoOB B
3aBHCHUMOCTH OT YacCTOThl BCTPEYAEMOCTH C HCIIOJIb30BaHHeM Kiaccupukauuu BceemupHoit
opranuzaiun 3apaBooxpanenus (BO3): ouens uacmo (= 1/10); uacmo (= 1/100 no < 1/10);
newacmo (> 1/1000 mo < 1/100); peoxo (> 1/10000 mo < 1/1000); ouenv peoxo (< 1/10000);
yacmoma Heuzgecmua (He MOXKET ObITh OI[CHEHA Ha OCHOBE UMEIOIINXCS JAaHHBIX ).

Hapywenus co cmoponul kposu u tumgamuueckou cucmemol

Peoko: TpomboLuTONEHNS, HEUTPONEHMUS], TEUKONIEHNUS.

Hapywenus co cmoponsl uMMyHHOU cucmembl

Peoxo: ocTpbie CUCTEMHBIE AIJIEPIrUUECKUE PEAKIUH.

Hapywenusa memabonuzma u numanus

Peoxo: runomaruuemus.

Hapywenus co cmoponvl neuenu u yHenueableo0auux nymeti

Peoxo: renarur, xxenTyxa, nedeHoYHast SHuedaaonaTus.

Hapywenus co cmoponvl Kodtcu u nOOKOINCHbIX MKAHell

Peoko: 6ynne3nble BbICHIIaHUS, KPAITMBHHULIA.

Ouenb pedko: MyIbTUPOPMHAS IPUTEMA, TOKCUYECKUU SMHUACPMATBHBIN HEKPOJU3, CHHAPOM
CruseHca-/[>)koHCOHa.

Hapywenus co cmoponwl mvluleyHotll, ckelemHoul U cOeOUHUMeNbHOol MKAHU

Peoko: mmanrus, apTpanrus.

Hapywenus co cmoponsl nouek u mMouesvbi800auux nymeti

OueHb pedko. PUCK Pa3BUTHSI OCTPOTO TYOYJIOMHTEPCTUIIMANIBHOTO HepuTa (C BO3MOKHBIM
POTpecCUpOBaHUEM J0 MOYEYHON HEJOCTATOYHOCTH);

Yacmoma neuzeecmua: S3peKTUIIbHAS TUCHYHKIINS.

Hapywenus co cmoponvl penpo0ykmusHou cucmembl U MOJTOYHBIX JHcelle3

Ouenb peoxko. THHEKOMACTHS.

Jlabopamopnvle u uncmpymenmanbHvle OaHHblE

Yacmoma neuzsecmua: TOBBIIIEHHE aKTUBHOCTH ITEYSHOYHBIX ()EPMEHTOB.

W3menenunii qpyrux rnokaszaTeneu mpu nmpueme padernpasosa He HabIr01am0Ch.



COOTEETCTEYET 2KI(
ot 08 __::IE-i M2 j -
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MY OTUETY

YBEIUYCHUE pPUCKA BO3HUKHOBEHMS IIEPEIOMOB, IIOJOCTPOM KOXHOM KpPacHOM BOJIYaHKU
(ITKKB) u jkene3ucThIX MOJUIOB JHA xenyaka (cM. pasmen «OcoOble ykazaHus»). Peakue

COOO0ILIEHHUs O TEYCHOYHOMU SHIIe(anonaTHH ObUTH MOJIYYEHBI Y MAIMEHTOB C IUPPO3OM.

Ilepeno3upoBka

CuMITOMBI

JlaHHBIE O HaAMEpPEHHOW WJIM CIy4allHOW Nepefo3UupOBKE MHUHUMANIbHBL. CiydaeB CHIIbBHOM
nepeo3uPOBKH pabernpazonoM He ObLIO OTMEUEHO.

Jleuenue

Crneuuduueckuii aHTHIOT sl pabenpa3oiia Heu3BecTeH. Pabernpa3osl XOpomio CBS3BIBACTCS C
OeNkaMH IJIa3Mbl, ¥ IOATOMY cJ1ab0 BBIBOIUTCS Ipu auanuze. [Ipu nepeno3upoBke HEOOXOAUMO

MMpOBOANTHE CUMIITOMATHYCCKOC U IMMOAACPIKHBAIOIICC JICUHCHUC.

B3aumopeiicTBue C APYIrUMHU JEKAPCTBEHHBLIMHU CPEACTBaAMHU

Cucrema nuroxpoma 450

PabGemnpason Hatpus, kak u npyrue HIIII, Ouorpanchopmupyercs ¢ ydyacTHEM CHUCTEMBbI
uuroxpoma P450 (CYP450) B meuenu. B wuccrnenoBanusix In Vitro Ha MHUKpocOMax IE4YeHH
YyenoBeka OBUIO TMOKa3aHo, 4TO pabempaszon Harpus OuoTpaHchopmupyercss u3odepMeHTaMu
CYP2C19 u CYP3A4. VccnenoBanus Ha 3I0POBBIX JOOPOBOJIBIIAX TMOKA3ald, YTO pademnpasol
HaTpusi He uMeeT (apMaKOKMHETUYECKMX MJIM KIMHUYECKH 3HAUYUMMBIX B3aMMOJEHCTBHH C
JIEKapCTBEHHBIMU BEILIECTBAMHU, KOTOpPblEe OMOTpaHCPOPMUPYIOTCS cUcTeMOl nutoxpoma P450 -
BappapuHOM, (EHUTOMHOM, TEOQWUIMHOM M JAMa3enamMoM (HE3aBHUCHMO OT  TOrO,
OMOTpaHCPOPMUPYIOT JIM NAIMEHTHI AUa3enaM YCHJICHHO WU c1a0o).

beuto  mpoBeneHo HccienoBaHME KOMOMHMPOBAHHOW —Tepanmuu C aHTHOAKTepHaTbHBIMU
npenapataMi. B TaHHOM 4YETHIPEXCTOPOHHEM IEPEKPECTHOM HCCIIEOBAaHUU y4acTBOBAIU 16
3JI0POBBIX JOOPOBOJIBIIEB, KOTOphie Toydann 20 mr pabemnpasona, 1000 Mr amokcuiuuIMHa,
500 mr kiapuTpoMuIMHA WM KoMOMHauuio 3Tux Tpex mnpemnaparoB (PAK - pabempasomn,
amMoKcuwnH, kinaputpoMunyH). Ilokazatemn AUC u Cmax A8 KIAPUTPOMHUIMHA U
AMOKCHIWJITIMHA OBbUIM CXO0KMMHU MPU CPaBHEHUM KOMOMHMPOBAHHOM Teparnuy ¢ MOHOTEpAaIueH.
Jniss KoMOMHUpPOBaHHOH Tepanuu B cpaBHeHWH ¢ MoHoTepanueil mokazarenu AUC u Cmax s
pabempazona yBenmuumwiucb Ha 11 % w34 %  COOTBETCTBEHHO, a  JUiA
14-runpokcuknapurpomMuiinHa (aktuBHoro merabonura kinapurpomunrHa) AUC U Cmax - Ha
42 % wmn 46 %, cooTBeTCTBeHHO. JlaHHOE YyBEeTWYEHUE TIOKa3aTesleld BO3JICUCTBUS IS

pabenpazoiia ¥ KJIApUTPOMHUIIMHA HE OBLIO TPU3HAHO KIMHUYECKH 3HAUUMBIM.
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B3anmoeiicTBHS BCieICTBUE MHTHOUPOBAHMS ¢ eKDeHHI/&%jTV}%%:['O?& '

PaGenpa3on HaTpus OCYLIECTBISET YCTOWYMBOE M MPOAOIDKHUTEIBHOE IOJABICHUE CEKpEIHUU
KeIyI0uHOoro coka. Takum 0O6pa3zoM, MOKET MPOUCXOIUTh B3aUMOACUCTBUE C BEIIECTBAMH, IS
KOTOphIX abcopOuus 3aBucut oT pH. Ilpu omHOBpemeHHOM mpHeme ¢ pabernpa3zoyioM HaTpus
abcopOuus keTokoHaszona yMeHbiiaerca Ha 30 %, a aGcopOuus AUrOKCHHA YBEJIWYUBACTCS Ha
22 %. CrenoBarenbHO, JJIsi HEKOTOPHIX MAIMEHTOB JOJKHO MPOBOTUTHCS HAOIONCHUE IS
pelIeHnsT BONpPOca O HEOOXOAMMOCTH KOPPEKTUPOBKH 03Bl NPH OJHOBPEMEHHOM IIpUEMe
pabempa3onia HaTpusi C KETOKOHA30JIOM, JWIFOKCMHOM WM JPYTMMH JIEKApCTBEHHBIMU
npernapaTami, 1Jig KOTOphIX abcopOuus 3aBucut ot pH.

bnoxkaropsl Ho-penennropoB win apyrue UIITI

[lanueHTsl He JOMKHBI HPUHUMATH OJHOBPEMEHHO ¢ HpenapatoM Yn6mok® apyrue cpeacTsa,
CHIKAIOIIKME KUCIIOTHOCTD, HanIpuMep, 010karopsl Ho-perienropos mnu apyrue UIIIL
ATaszaHaBup

[Tpu omHOBpemMeHHOM mpueMe atazanaBupa 300 mr/putonasupa 100 Mr ¢ omemnpazonom (40 mr 1
pa3 B jaenn) wim arazanaBupa 400 mr c mancompasonom (60 mr 1 pa3 B JeHb) 310pPOBBIMU
TO0OpOBOMBIIAMH ~ HAOMIOJANOCh  CYIIECTBEHHOE CHIDKEHHE BO3JICHCTBUSL — aTa3aHaBHpA.
AOcopbuus arazaHaBupa 3aBUCHUT OoT pH. XoTs OAHOBpEeMEHHBIN MpHEM C pabernpazonoM He
U3YJaIICs, CXOXKHE pPe3yJbTaThl OXUIAIOTCA TAaKKe IS JAPYTHX HHTHOMTOPOB MPOTOHHOTO
Hacoca. Takum o00Opa3oM, HE pEKOMEHIYETCs OJHOBPEMEHHBI IpHeM aTa3aHaBHUpa C
MHTHOUTOpAaMU MPOTOHHOTO HAacoca, BKIItoUasi padenpasod.

AHTanuaHeIe cpeaCcTBA

B knouHMYecKMX HCCIEOBaHUSAX aHTALMIHBIE TMpenaparbl MPUMEHSJINCh COBMECTHO C
pabemnpazonom Hatpus. KinuHuueckyn 3HaYMMBble B3aMMOJECHCTBUS pabenpazona HATPUs C rejieM
THJIPOKCUA ATFOMUHUS MU ¢ THIPOKCUIOM MarHus He HaOJ0JalluCh.

IIpuem numm

B ximHMYeckoM HccienoBaHUMU B XOZ€ Mpuema pabenpasonia HaTpus ¢ 00€THEHHOW KUpaMu
MUY KIMHUYECKH 3HAYMMBIX B3aMMOJEHCTBUI He Habmoganock. [Ipuem pabenpasona HaTpus
OJTHOBPEMEHHO ¢ 000TaIlleHHON KUpaMH MHUIIEH MOXKET 3aMeUINTh BcachblBaHHE pabemnpasosia 10
4 yacoB u 6onee, oqHako Cmax 1 AUC He U3MeHSIOTCS.

[{uks0CcIOpUH

DKcnepuMeHThI IN VItr0 ¢ HMCIOJb30BaHUEM MHKPOCOM TICYCHH 4YeJIOBeKa IMOKa3aid, 4TO
pabenpazosn uHruOMpyer Ouorpanchopmanuio nukiaocrnopuHa ¢ ICsp 62 MKMonb, T.e. B
KoHLeHTpauuu, B 50 pa3 mpebimaromed Cmax U 340pOBBIX A0OpOBOJbLEB Mocie 14 nHeit
npuema 20 mr pabenpazona. CTeneHb HHTHOMPOBAHUS CXOXa C TAKOBOM JJIsi OMernpasoa Jjs

AKBUBAJICHTHBIX KOHIEHTPALIHA.
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Merotpekcar

CornacHo JaHHBIM COOOIIEHUH O HEKENATENbHBIX pPEaKUUAX, ITAHHBIM OITyOJMKOBAHHBIX
(apMaKOKMHETUYECKUX HCCIEAOBAaHUI W JIaHHBIM PETPOCIEKTUBHOTO aHajJM3a MOXKHO
MPENOJIOKUTh, YTO ofHOBpeMeHHbIH npuem UIIIT u meroTpekcara (mpexie BCero B BHICOKHUX
J103aX) MOXET MPHUBECTH K MOBBINICHUIO KOHIIEHTPAIlMM METOTpeKcaTa W/Miu ero Merabonura
TUAPOKCUMETOTPEKCATa U YBEIUUUTh T1/2, YTO MOYKET NMPUBECTH K IMPOSBIECHUIO TOKCUYHOCTU
MeToTpeKkcaTa. TeM He MeHee, CIEelMAIbHBIX UCCIIEI0BaHUI JIEKapCTBEHHOIO B3aUMOJEHCTBUS
Merotpekcata ¢ UTIIT e npoBoauiocs.

[Ipy HEeoOXOaUMOCTH NPUMEHEHHUs BBICOKHMX 103 METOTpeKcara MOXET OBITb paccMOTpeHa
BO3MOKHOCTb BpEMEHHOT0 IIpekpauienus tepanuu UIIII.

Bausuue Ha PE3YIBTATHI JIa6ODaTODHBIX I/ICCJIGI[OBaHI/If/'I

[Tpumenenne HUIIIl npuBOOUT K CHUKEHHUIO KUCIOTHOCTU >KEJIYJOYHOTO COKa, YTO MOXKET
IOPUBECTH K YBEIMYEHMIO conepkaHust xpomorpaHuHa A (CgA) B CBIBOPOTKE KpOBH.
[ToBeimenHplii ypoBeHh CZA MOXKET NPHUBECTH K ONMIMOOYHONW WHTEPIIPETAIMHA PE3YJIbTATOB
71a00paTOPHBIX MCCIEIOBAHUN HA HAJIMYME HEHPOIHIIOKPUHHON omyxoiu. Bo m3zbexanue 3Toro
BJIMSAHUSA, IPMMEHEHHE TIpenapata Yab610k®™ 10KHO GbITh BPEMEHHO MPEKpPAILEHo, 110 KpailHeii
Mmepe, 3a 14 nHeil 1o oueHku ypoBHs CgA; MOBTOpEHUE TECTa CIENYET PACCMOTPETH B CIlydae,

€CJIM UCXOIHBIN ypoBeHb CZA SBIISIETCS BHICOKHM.

Oco0ble yka3anus
OTBer mamueHTa Ha Tepanuio pabernpa3oioM HE HCKIIOYaeT HaW4Yhe 3JI0KaYeCTBEHHBIX
HOBOOOpPA30BaHMI B JKEITyJIKE.

IIeueHOUHAS HEAOCTATOYHOCTDH

B cnennanbHOM HCCIENOBaHUM y NAIMEHTOB C JIETKUMHU WIM YMEPEHHBIMH HapyLICHUSMU
GyHKLIMY TIeyeHH He ObUI0 0OHApYKEHO 3HAYMMOT0 OTJIMYMSI YAaCTOTHI HEXKEJIaTeNIbHBIX pPeaKuii
pabemnpa3ona HAaTpusi OT TAKOBOW Yy MOJOOpPAaHHBIX IO MOJYy M BO3pacTy 3J0POBBIX JIHII.
Hecmotpss Ha »3TO, pexkomeHayeTcsi coOONIOAAaTh OCTOPOKHOCTh MpU IEPBOM Ha3HAUYEHUU
npenapata Yib010k® MalUeHTaM ¢ TSKENbIMUA HAPYNIEHMSAMH (YHKIUU TEYeHH, TaKue
HalMeHThl JOJDKHBI 0OpaTUThCS K Bpauy Iepe]l HadyajioM TepanmuH JaHHBIM IpenapaToM Jyis
KPaTKOBPEMEHHOTO CHUMIITOMaTHYECKOro JiedueHus mnpossieHnd ['OPb u  Hespo3mBHOU
pedurokcHoi 6ome3au (HOPB) (manmpumep, uzxoru). AUC pabenpasorna HaTpus y MAIUEHTOB C
TSOKETIBIM HapylleHueM (GYHKLIUU [eYeHH MNPUMEpPHO B 2 pas3a BBIIIE, YeM Yy 3I0POBBIX
MAIMEHTOB.

I[anuentam ¢ HapylieHMsIMM (YHKIUM MEeYeHH KOPPEKTUPOBKA J03bI Ipenapara Yanomok® He

TpeOyercs.
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(NOCNEQCBATENEHOCTES 0000)

IToueunast HeJOCTATOYHOCTE

[anuenTaM ¢ HapymeHUsMH (DYHKIMM MOYEK KOPPEKTUPOBKA 103bI mpemapata Ynnomok® He
Tpebyercs. [Ipenapar Yan6mok® crefyeT Ha3sHAYATh ¢ OCTOPOKHOCTHIO MAIMEHTaM C TSKEIOH
[IOYEYHON HENOCTATOYHOCTBIO.

I'unomarauemMus

[Tpu neyennn UIIII Ha mpoTspKeHUH, IO KpailHeH mepe, 3-X MECSIEeB B PEIKHUX CIydasx ObUIN
OTMEYEHBl CIIydal CHUMIOTOMATUYECKOM WM aCUMITOMAaTU4ECKOM TruromMariuemuu. B
OOJIBIIMHCTBE CIIy4aeB ATU COOOIICHHS IMOCTYHNAIM 4epe3 TOJA IOCJE MPOBEICHUS TEPAaIUU.
Cepbe3HbIMH HEKENaTeIbHBIMU PEaKIUsIMU ObLIIN TETaHUs, APUTMUS U Cy10pOoru. boiabInHCTBY
NAlMEeHTOB TpeOOBaJOCh JICUCHHE THUIIOMarHUEMUH, BKIIIOYAIONICH 3aMelleHne MarHusi |
ormenbl Teparuu WIIII. V manueHTOB, KOTOpble OYAyT MONy4YaTh JJIMTEIHHOE JICUYCHHE WU
koropsle npuHuMaroT UIIII ¢ npenapaTtamu, TakUMHM KaK JUTOKCHH, WK IIpenapaTamMmu, KOTOpbIe
MOTYT BBI3BaTh TMIIOMarHUEMHIO (HAIPUMEpP, TUYPETHKHU), MEIUIIMHCKUE PAOOTHUKU IOJKHBI
KOHTPOJINPOBAaTh cCoJAepKaHue MarHus a0 Hadana jedeHus UIIIl m B nepuon nedeHwus.
[TanueHTs! He JOMKHBI HPUHUMATH OJHOBPEMEHHO ¢ HpermapatoM YIn6mok® apyrue cpeacTsa,
CHIDKAIOIIKE KUCIIOTHOCTD, HanpumMep, 6sokaropsl Ho-penenropor wmm UIIII.

IlepesoMbl KocTel

CornacHo 1aHHBIM HaOJIOJATENbHbBIX UCCIEI0BAaHUI MOKHO IIPEANONO0KNUTh, yTO Tepanus WUIIIT
MOJKET IPUBECTH K BO3pAaCTaHMIO PHUCKA CBSI3aHHBIX C OCTEONOPO30M IEeperoMoB Oenpa,
3aICThsl WJIM TO3BOHOYHMKA. PUCK meperaoMoB OblI yBEIMYEH Yy MAIMEHTOB, IOJIyYaBIIMX
BbIcOoKkre 10361 UIIIT mmurensHo (rox u 6oiee).

Clostridium difficile

Tepanus UIIIT moxkeT mpuBOIUTH K BO3PACTAHUIO PUCKA KEITYAOYHO-KHUIIEYHBIX WH(EKIUH,
takux kak Clostridium difficile.

ITKKB

Umerorcss coobmenust o ciuydasax [IKKB npu tepanum UIIII. Ecniu nopaxkeHuss Koxu
HOSIBJISIFOTCS,, OCOOEHHO Ha y4acTKax KOXH, MOABEPTIIMXCS BO3JIEHCTBUIO MPSMBIX COJHEYHBIX
Jdy4el, U COMPOBOXKIAIOTCA apTpaIrMel, MalMeHTy HeoOXOJUMO HEMEJUIEHHO OOpaTHThCs 3a
MEIUIUHCKON MOMOIIbI0, MEAULIMHCKUI paOOTHUK JOJKEH MPHUHATH PEelIeHUe O MpeKpalieHun
tepanuu pabemnpazonoMm. BoszuukHoBenue IIKKB npu npensinymeit tepanuu WUIIT moxer
yBennuuTh puck Bo3HHKHOBeHUs [IKKB npu npueme apyrux MUIIIL.

Kene3ucThle TOIUIIEL JHA XKETYAKA

JnurensHoe wucnonb3oBanue WIIII, Bkmrouas pabermpa3on, 1Mo Bceld BUAMMOCTH, CBSI3aHO C
MOBBIIEHHBIM PUCKOM BO3HUKHOBEHHUS KEJE3UCTHIX IOJIUIIOB JHA >KEIyJaka. BOoJIbIIMHCTBO

JKCIIC3UCTBIX IIOJIMIIOB AHA JKCIIyJKa 0eCCUMIITOMHEL. HaHI/IeHTBI C KpPYIOHBIMHU HIIA
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U3BSA3BICHHBIMH TOJUIAMH MOTYT IMOJABEpPrarbes pHCKﬂl%ﬁMﬁ;ﬁﬂﬁg&%ﬁ; KEGB%T&'I'{@HHIZ

WM TOHKOKUIIEYHOU HEIMPOXOAUMOCTH. JI03UpOBKa U IpOoA0JLKUTENbHOCTh Tepanuu WUIII nos

TaKUX MAIMEHTOB JOJDKHBI OBITh MUHUMAJILHBIMU.

TNanuenTam, IPUHUMAIONIUM TIpenapat Yub010k® i KpaTKOBPEMEHHOIO CHMITOMATHYECKOTO

nedyenus npossieHuii [[OPb u HOPB (manpumep, uzxorn) 6e3 peuenra, cieayeT oOpaTUuThCs K

Bpauy B CJIEAYIOLIUX CIydasx:

® I[IPUMEHEHHE CPEACTB JUIsl CHATHUS CHMIITOMOB H3KOI'M M HapyIIEHUs IHILIEBApPEHUS B
Teuenue 4-x Hemenb u 0oee;

® [OSBJICHHE HOBBIX CHMITOMOB WJIM H3MEHEHUE paHee HaOIIOAABIINXCS CUMITOMOB Yy
MAIMEeHTOB B Bo3pacTe Ooiee 55 neT;

e clyyal HEHaMEpPEHHOTO YMEHBIICHHs MacChl Tejla, aHeMHH, KPOBOTEUCHHH B HKEIyIOYHO-
KHMILIEYHOM TpakTe, aucdaruu, O001IM IpHU TIJOTAHUHU, MOCTOSHHON PBOTHI WM PBOTHI C
KPOBBIO M COJICP’KMMBIM JKeNyJlKa, CIIy4ad SI3BbI XKEIyAKAa WIM OMepaluil Ha >KeIyAKe B
aHaMHe3e, JKeNTYXU U T.1. (B T.4. HapylIeHHe PyHKIUU EYSHU U TIOYEK).

[TarueHTsl, JUIMTENBHOE BpeMsS CTPAJAIOLIUME OT IMOBTOPSIOMIMXCS CUMITOMOB HapyLICHHS

MUIIEBApEHUs] WIM U3KOTH, JTOJDKHBI PEryJIipHO HaOdroAarbest y Bpada. [lanueHTsl B Bo3pacrte

cTapuie 55 IeT, eXeIHEBHO MpUHUMAIOIIME Oe3pelenTypHble Mpenaparbl sl CHATHS

CUMITOMOB U3KOTH M HapyIIEHUs MUIIEBAPEHUS, TOJKHBI MPOUHPOPMHUPOBATH 00 3TOM CBOETO

Jeyaniero Bpayva.

[TanueHTsl He JOMKHBI HIPUHUMATH OJHOBPEMEHHO C HpemapaToM Yn6mok® apyrue cpencTsa,

CHIDKAIOIINE KUCIOTHOCTb, Hanpumep, 6okatops! Ha-petentopos miu UIIII.

ITpu npuMeHeHnn Ipyrux NpenapaTroB MalMEHTaM CIEAYET IPOKOHCYJIbTUPOBATHCS C JIEUaIlUM

BpauoM WM paOOTHUKOM anTeku Iiepejl HayaloM Tepanuu mpernapaToM  YIibosok™,

OTIIyCKaeMbIM 0€3 pelenTa.

TTanueHTsl JOMKHBI COOOLIMTH Bpady Mepejl HauyajioM NpUMEHEeHMs npenapata Yibomok® Ge3

peLenTa, €CJIi UM Ha3HAYE€HO 3HJOCKOIMYECKOE HCCIIEI0BAHUE.

Cnenyer wusberaTh IpueM mpenapata Yian0maok® mepes HpOBEJEHHEM MOYEBUHHOTO

JBIXaTEJIbHOTO TECTA.

OaHOBpEeMEHHOE IPUMEHCHHUE pa6erma30na C METOTPEKCATOM

CornacHo JIMTCPATYPHBIM NAaHHBIM, O,Z[HOBpeMCHHBII\/'I IIpueMm HIIII ¢ MCTOTPCKCAaTOM (npexcﬂe
BCETO B BBICOKHUX )103ax) MOXET MPUBECTU K MOBBINICHUIO KOHICHTPAIIUU MCTOTpPEKCATa /U
ero MeTaboIuTa THAPOKCUMETOTPEKCATAa U YBCIIMUUTDH T1/2, YTO MOXET MPUBECTU K IMMPOSABICHUIO
TOKCUYHOCTH MCTOTPCKCATA. HpI/I HCO6XO,Z[I/IMOCTI/I MPUMCHCHUA BBICOKHUX 03 MCTOTPCKCATA

MOKET OBITh paccMOTpPEHAa BO3BMOXKHOCTb BPEMCHHOTI'O IIPCKPAIICHHUA TCPAIIUA HIIIL.
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BcnoMorarenbpHEIC BEIISCTBA

[penapar Yas610k® comepskuT caxapHble cdepbl. IlarueHTaM ¢ peako BCTpedaromieiics
HACJICJICTBEHHOW HEMEPEHOCHMOCTBIO (PYKTO3bI, TJIFOKO30-TAIAKTO3HON ManbabcopOuuen wim
nedUIUTOM caxapa3bl-M30MajIbTa3bl HE CIIEyeT MPUHUMATh 3TOT IIpenapar.

[penapar VYap6mok® COMEPKUT KpPACHTENb CONHEUHBIH 3aKaT JKENThI, KOTOPBI MOMKeET

BBI3bIBATh AJUICPIrUICCKHUC PCAKIINU.

Binsinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIOPTHHIMHU CPeJACTBAMH, MEXaHU3MAMM
[Ipenapar Ynn610k® He OKa3bIBAET UM OKA3bIBAET HECYIECTBEHHOE BIUSHUE HA CIOCOOHOCTD
YIPaBJIATh TPAHCHOPTHBIMH CPEACTBAMH M paboTath ¢ MexaHum3mamu. OpHako B ciydae

MOABJICHUA COHJIMBOCTHU CIICAYCT n30eraTh ITUX BHUI0B ACATCIBHOCTU.

®opMa BBIIIYCKA

Karncynbl kumeuynopactsopumsie 10 mr.

[To 7, 10 xamcyn B KOHTYPHYIO STYEHKOBYIO YIAKOBKY W3 IUICHKH TMOJIMBUHUIXJIOPUAHON MO0
IUIEHKU TOJIMBUHUIXJIOPUIHON/IOIUBUHUIMICHXIOPUIHON U (DOJIBI'M alrOMMHHUEBOM Ie4aTHON
JTAKUPOBAHHOM.

Wnu no 7, 10 xarcyn B KOHTYPHYIO SYEHMKOBYIO YIIaKOBKY U3 MaTepuana KOMOMHHUPOBAHHOTO Ha
ocHOBe (ONBIU (TPEXCIOWHBIA MaTepuall, BKIIOYAIOIINN aTIOMHHUEBYIO (OIBIY, TUICHKY H3
OpPUEHTHPOBAHHOI'O MOJMAMHUJA, IOJMBUHWIXJIOPUAHYIO IUIEHKY) M (DOJIBI'M alltOMUHHEBOMN
[I€YaTHOW JIAKUPOBAHHOM.

I, 2, 3, 4, 5, 6 unu 10 KOHTYpPHBIX SUEHKOBBIX YINAKOBOK BMECT€ C MHCTPYKIHEH TIO

MEIUIIMHCKOMY TPUMEHEHUIO (JTMCTOK-BKJIAJIBIIT) TOMEMIAIOT B KAPTOHHYIO YITAKOBKY (TTAUKY).

YciaoBus XxpaHeHUs
[Tpu Temneparype He Boie 25 °C B KApTOHHOMN yIaKOBKe (ITaUKe).

XpaHUTh B HETOCTYITHOM JUIsl IETEU MeECTe.
Cpoxk rognocTu
2 roza.

He MNPUMEHATH IO UCTCUCHUHN CpOKa rOAHOCTH.

YcaoBus ornycka

OrtmnyckaroT 6e3 perenra.
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Jlep:kaTesib perucTPalHOHHOI0 Y10CTOBePeHUsI

000 «ATomm»

Poccus, 445351, Camapckas 0611, r. XKurynesck, yi. ['uapoctpourtenei, 1. 6.

IIpousBoauTen
000 «O308»

Poccus, Camapckast 06011., r.0. XKurynesck, r. XKurynesck, yi. I'mapoctpoutenei, 1. 6.

Opranusanus, NPUHAMAKIIAS PETEH3UH MOTpeduTe el

000 «O308»

Poccus, 445351, Camapckas 0611, r.0. XKurynesck, r. XKurynesck, yi. ['uapoctpoutenei, . 6.
Temn.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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WHCTE yKHH}In QCNEOQBATENEHOCTE 0000)

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Yiab6a0k®

PerncrpanuoHHblii HOMep:
Toprosoe HaumeHoBaHue: Y I5070k"
Me:xkayHapoaHOe HeMATEHTOBAHHOE MJIM IPYNIUPOBOYHOE HAMMEHOBaHMe: paberpa3on

JlekapcTBenHast popma: Karcylibl KUIIEYHOPACTBOPUMBIE

Cocrasb:

1 karcvia CoOnepKur:

eiicmeyowee sewecmeso’ pabenpasoii, cyoctanus-nemiersl 8,5 % - 235,30 mr, B nepecyere
Ha pabernpazon HaTpus - 20,00 mr.

Bcnomozamenvuvie  ewecmea  cyocmanyuu-nennem. caxapuele chepsl - 142,47 wr,
runpomerio3a - 29,41 wmr, tansk - 3,53 mr, HaTpus kapOonar - 3,29 Mmr, TUTaHa JUOKCHUJ -
1,65 mr.

Cocmas 0bon0uku neiiem: TUIPOMEINO3bI (ranar - 31,77 mr, HeTunoBsIi cupt - 3,18 mr.
Cocmas kopnyca xancyawi: TiTaHa auokcun - 2,0000 %, xpacurens azopyoun - 0,1445 %,
KpacuTellb CuHU marenToBanHbii - 0,0020 %, xxematus - 1o 100 %.

Cocmas kpvlweuku xancynvl: TaTana auokcun - 2,0000 %, xkpacutens azopyoun - 0,1445 %,

Kpacutenb cuHUM nateHToBaHHbIHN - 0,0020 %, xenatus - 10 100 %.

Onucanue: TBepAbIe KenaTHHOBbIE Karcybl Ne2. Kopryc U Kphlllieuka TEMHO-PO30BOTO 1IBETA,
HEIPO3payvHbIC.
Copneprxumoe Karcyi - cepuueckue neuieTsl OT MoYTH 6e10ro 10 0e10ro ¢ KOpUYHEBATHIM WIIN

JKCJITOBAThIM OTTCHKOM IIB€TA.

®dapmakoTepaneBTHYeCKasd T[PyNma: CpeACTBa Ui JICUEHHS  KUCJIOTO3aBHUCUMBIX
3a00JIeBaHUI; TPOTUBOSI3BEHHBIE CPENICTBA M CPEACTBA IS JICUEHHUS TracTpol3odareaibHOU
pedurokcHoi 6one3nu (I'DPB); HHTUOUTOPHI TPOTOHHOTO HACOCA.

Kon ATX: A02BC04

DapMaKoJIOrHYecKue CBOMCTBA
®apMakOAHHAMUKA

P a6enpa30J1 HaTpusa OTHOCHUTCA K KJIACCY AHTHCCKPCTOPHBIX BCIICCTB, IMPOU3BOAHBIX
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COOTBETCTBYET 3KC

OceHzumumazona. IlomaBisieT  cekpemuio nyz[omia"o --L%i;'a B “mt Ha&er}n@f/rqéékoro

unruouposanuss H'/K'-AT®-a3pl Ha CEKPETOPHON TMOBEPXHOCTH TMAPHETAIBHBIX KICTOK
xenynka. H/K'-AT®-aza npencrapisieT o060 GEIKOBbIM KOMIUIEKC, KOTOPBIM (QYHKIIHOHUPYET
Kak INpOTOHHas mnomma. Takum oOpa3oM, pabenpa3zosl HaTpus SIBISETCS HHTHOMTOPOM
nportonHoi momnsl (UIIIT) B sxenynake u O0KHpyeT GUHATIBHYIO CTaHIO MPOJAYKIUH KHUCIOTHL
Jannbiii 3¢ ekt ABiIsieTcs 10303aBUCHMbBIM U MPHUBOAMT K IMOJABJICHUIO Kak 0a3albHOM, Tak U
CTHUMYJIMUPYEMON CEKpEeIMH KUCIOTHI HE3aBUCHUMO OT pasapaxurensd. PabGempazon Hatpus He
o0ajaeT aHTUXOJIMHEPTUYECKUMU CBOMCTBAMHU.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

Anmucexpemopnoe Oeticmsue

[Tocne mnepopanmpHOro mnpuema 20 Mr pabempa3ojia HATpUs AHTUCEKPETOPHBIA 3¢ dekT
pa3BUBaeTcs B TeueHHe yaca. IHrnbupoBanue 6a3ajibHOM U CTUMYIUPYEMOM CEKpEIMM KUCIOTHI
yepe3 23 yaca moclie mpueMa IMepBOi 103bl pabempasoia Hartpusi coctaBisieT 69 % u 82 %
COOTBETCTBEHHO, W  mpoaonkaercs g0 48 wacoB. Takas  NpOJOIDKUTENBHOCTH
(dapMaKOIMHAMHYECKOTO JCWCTBUS HAMHOTO MPEBBIMIACT MpPEJACKAa3yeMoe 110 TEPHOIY
nonyBbiBenenuss (Ti2) (mpumepno 1 wac). Jlausbii 3ddexkr MoxeT ObITh O00bICHEH
IPOJOJDKUTEIBHBIM — CBA3BIBAHMEM  JIeKapcTBeHHOro  BemiectBa ¢ HY/K'-AT®d-azoii
napueTaTbHBIX KJIETOK JKelyaka. Benmnunna mHruOupyromnero neiicteus padenpasona HaTpus Ha
CEKpELMI0 KHUCIOThl JOCTUIaeT IUlaTo mocie 3 paHed mnpuema pabemnpasona Hatpus. llpu
IpeKpalleHNH IpUeMa CEKpeTOpHas aKkTUBHOCTh BOCCTAHABJIMBAETCS B TeueHue 1-2 nHel.
Bnusanue na yposenv cacmpuna 6 niazme

B xone knmuHu4eckux ucciaenoBaHuil nanreHTsl npuHuManu 10 umm 20 mr pabenpasona HaTpust
€XEJIHEBHO NpHU MPOAOLKUTEIBHOCTH JieueHUsl 10 43 MmecsieB. YpPOBeHb racTpUHa B IIa3Me
ObUI TIOBBINIEH MeEpBble 2-8 HEAENTb, YTO OTpakaeT MHIHOHMpYyollee NeHCTBUE Ha CEKpPEeLUIo
kucioTsl. KoHIleHTpalys racTpiHa BO3Bpallajlach K UCXOJITHOMY YPOBHIO OOBIYHO B TeueHue 1-2
HeZIeb NI0CTIe MPEKPAIICHUs JICUEHUS.

Brusanue na sumepoxpomagunno-nooooHvle Kiemxu

[Tpu nccnenoBannu 0O6pa3LoB OUONCUY KETyKa YeJIOBeKa U3 00JaCTH aHTPpyMa U JTHA JKeTyaKa
500 manueHToB, MOJYyYaBIIMX paOenpas3on HATpUs WM IpenapaT CpaBHEHUS B TedyeHUe 8
He/enb, YCTOWYMBBIE W3MEHEHHS B MOPQOJOTHUECKOW CTPYKType DHTEPOXpOMaPHHHO-
MOJOOHBIX KJIETOK, CTENEHH BBIPAKEHHOCTH TacTPUTA, YacCTOTe aTpO(HUECKOrO TacTpHUTa,
KUIIEYHOW MeTaria3ui win pacnpoctpanennn uHdekuuu Helicobacter pylori we Oputn
0OHapyKEHBI.

B uccnenosanuu ¢ yuactuem 6omnee 400 manueHToB, nonydaBmux padenpazon HaTpus (10 unm

20 wMr/meHp) NPOIOKUTENHHOCThIO 10 | TOJa, YacToTa THUIepIUIa3uud Oblla HUZKOM U



COOTBETCTBYET SKCTIEPTHOMY OTYETY

CpPaBHUMOM C TakoOBO# it omenpa3zosna (20 mr

aJICHOMATO3HBIX H3MEHEHHUH WU KapIIMHOUIHBIX OITYXO0JeH, HaOIF01aBITUXCS Y KPBIC.

Hpyeue 2¢hghexmut

Cucremubie 3¢ dexTsl padempas3osia HaTpusi B OTHOIICHUU LEHTPaIbHOW HEPBHOW CHUCTEMBI,
CEpJICYHO-COCYIUCTON MM ABIXaTeIbHOW CHCTEM B HACTOSILIMKA MOMEHT HE OOHapyKeHbI. bblo
MOKA3aHO, YTO palemnpas3oi HaTpus MPU NEpopaTbHOM mpueme B no3e 20 Mr B TeueHue 2-x
HEleNb HE OKAa3bIBaeT BIMSHHEC HAa (DYHKIMIO IIUTOBUIHON >KENe3bl, YIJIEBOAHBIA OOMEH,
YpOBEHb MMapaTHUPEOUITHOTO TOPMOHA B KPOBM, a TAaKKe€ HAa YPOBEHb KOPTH30Ja, 3CTPOrCHOB,
TECTOCTEpPOHA, IMPOJAKTUHA, TJIOKaroHa, ¢GoiUMKyaoctTumynupyoomero ropmona (OCI),
motenHusupyroiero ropmona (JII'), pennna, anpaocrepona u comarorpornHoro ropmona (CTT).
DapMaKOKHHETHKA

AGcopbuus

PaGernpa3oi ObICTPO abCOpOUPYETCs U3 KUIIIEUYHUKA, €r0 MaKcUMaibHbIe KOHIIEHTPAIUU (Cmax) B
IUIa3Me JOCTUTAIOTCS NpUMepHO depe3 3,5 4 mocne mpuema a03bl B 20 mr. AOGcomoTHas
OMOJOCTYIHOCTh IOCie NepopaibHoro mnpuema 20 Mr (IO CpaBHEHHIO C BHYTPHUBEHHBIM
BBEJICHUEM) cocTaBisieT okoiao 52 %. Kpome Toro, OMOAOCTYIMHOCTH HE H3MEHSETCS IMpHU
MHOTOKPAaTHOM IpHeMe pademnpaszoia. Y 310pOBBIX I100pOBOJbIEB T1/2 U3 MIIa3Mbl COCTABIISET
okosio 1 u (Bapeupys ot 0,7 mo 1,5 4), a cymMapHbBIid KIHpPEHC cocTaBiseT 3,8 Mi/MUH/KT. Y
MAIUEHTOB ¢ XPOHUYECKHUM IMOPKEHUEM TICUCHH IIOMAAb TT0]] KPUBOU «KOHIICHTPAIUSI-BPEMSI»
(AUC) yBenuueHa BABOE 0 CPABHEHUIO CO 370POBBIMH JTOOPOBOJIBLIAMH, YTO CBUICTEIBCTBYET
0 CHIDKEHUH OuoTpaHchopMalvy MepBOro MpoxXokAeHus, a Tiz U3 Miaa3Mbl yBelnwueH B 2-3
pasa. Hu BpeMs mpriema TiperapaTa B TEUCHHE CYTOK, HU aHTAIUbI HE BIMSIOT Ha abcopOInio
pabenpa3zona. [Ipuem mpemapara ¢ KUpHON MHUIIEH 3amemiseT adcopOuuio pademnpaszona Ha 4
yaca u 6osee, onHako HU Cmax, HU CTENIEHb a0COPOIIMH HE U3MEHSIOTCS.

Pacnpenenenue

VY yenoBeka CTeNeHb CBA3BIBAHUS pabenpasosia ¢ 6eIKaMu TIa3Mbl COCTaBIAET 0K0JI0 97 %.

EI/IOTDaHCd)ODMaIII/H[ U 3JIMMHUHAIIUA

YV 300poswix nooeii

I[Tocne nmpuemMa OJIHOKpPATHON TepopanbHoil 103bl 20 Mr *C-meuenHoro pabenpasona HaTpus
HEU3MEHEHHOro IMpenapara B Moue HaiijieHo He Ob110. Okoso 90 % pabenpazona BHIBOAUTCS C
MOYOH, TJIaBHBIM 00pa3oM, B BHUJE JABYX METaOOJMTOB: KOHBIOTATa MEPKANTYPOBOW KHCIIOTHI
(M5) u xap6onoBoit kuciotsl (M6), a Takke B (opMe JABYX HEHU3BECTHBIX METAa0OJIHMTOB,
BBISIBIICHHBIX B X0/I€ TOKCUKOJIOIMYECKOTO aHATN3a.

OcTaBmascst 4acTh MPUHATOTO padernpa3oiia BEIBOJUTCS C KAJIOM.
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JInHeNHOCTh (HEMNMHEHHOCTS)

N3menenne Cmax B Tuiasme u 3HaueHuit AUC pabempazona HOCAT JHUHEWHBIA XapakTep B
auanasone 103 ot 10 no 40 mr.

(DaDMaKOKI/IHeTI/IquKaﬂ-(baDMaKOHI/IHaMI/ILIeCKaﬂ 3aBUCHUMOCTD

CymmapHoe BbIBenieHHE cocTaBisieT 99,8 %. DTu maHHBIC CBHAETEIBCTBYIOT O HEOOJBIIOM
BBIBEJICHH METab0JIMTOB paderpasoia ¢ kenubio. OCHOBHBIM META00IUTOM SIBIISICTCS THOA(PHP
(M1). EnuHCTBEeHHBIM aKTHBHBIM METa0OIMTOM siBIsieTcss aecmerwn (M3), ogHako OH
HaOIroaICsl B HU3KOM KOHIEHTPALMU TOJIBKO Y OAHOTO YYacTHHKA MHCCIIENOBAaHUS IOCIe
npuema 80 Mr pabemnpaszona.

Tepmunanvras cmaoust NOYEYHOU HeOOCMAMOYHOCIU

VY manueHToB co cTabUIbHON MOYEYHON HEAOCTATOUHOCTHIO B TEPMHUHAIBHON CTaluH, KOTOPHIM
HEOOXOAUM MOJNEPKUBAIOIIME TreMoAuanu3 (KIMpeHc KpeaTMHHMHA < 5 wmii/mun/1,73m2),
BbIBEJICHHE pabernpa3ojia CXoxke ¢ TaKoBbIM Yy 3710poBbIX 100poBoibleB. AUC u Cmax y 3THX
NAUEHTOB ObLIM IpUMEpPHO Ha 35 % HMKE, YeM y 310pOBBIX A00poBoiiblieB. B cpeanem, T2
pabenpaszona coctaBisin 0,82 4 y 370poBBIX 100poBOJbIEB, 0,95 4 - y MalMEHTOB BO BpEMs
remoauanusa u 3,6 4 - nocie remoauanu3sa. Kimpenc npenapara y naiueHToB ¢ 3a00J1€BaHUSIMU
IOYEK, HYKAAOLUMUXCA B reMOANaIn3e, ObUl IPUOIN3UTENIBHO B 2 pa3a BbILIE, YEM Y 370POBBIX
T0OPOBOJIBIICB.

XpoHuueckuil KOMREHCUPOBAHHBIU YUPPO3

[TanMeHThl ¢ XPOHUYECKUM KOMIIEHCUPOBAHHBIM LIUPPO30OM I€UEHH IMEPEHOCAT pabenpa3onl B
no3ze 20 mr 1 pa3 B aesb, xotss AUC yzaBoeHa M Cmax yBenuueHa Ha 50 % 1o cpaBHEHHIO CO
3/10pOBBIMH JI0OPOBOJIBIIAMH COOTBETCTBYIOLIETO MOJA.

Jluya noorcunozo eospacma

VY NoXuIbIX MAlMEeHTOB JJIMMHUHALMS pabenpa3ojia HECKOJbKO 3ameieHa. [locme 7 mHei
npuema pabenpaszona mo 20 Mr B CyTKH y noxxuibix nauueHToB AUC Oblla IpUMEPHO BABOE
6onbme, a Cmax moBbimeHa Ha 60 % 1Mo CpaBHEHUIO C MOJIOJBIMHU 3I0POBBIMH JTOOPOBOJIBIIAMH.
OpnHaxo, MPU3HAKOB KyMYJISILIMHM pabenpa3osa He OTMEYaoCh.

CYP2C19 nonumopguszm

VY nanuentoB ¢ 3ameaneHHbM MeTabonuzmMoM CYP2C19 nocne 7 nHeit mpuema pabemnpasona B
no3e 20 mr B cytkn AUC yBenmumnBaercs B 1,9 paza, a T2 B 1,6 pa3a 1o cpaBHEHHUIO C TEMH K€

napameTpamMu y «OBICTPBIX MeTab0JIM3aTOPOBY, B TO BpeMs Kak Cmax yBemmunBaetcs Ha 40 %.

Iloxka3zaHus K NPUMEHEHHIO
[penapat Yib6110k® noka3aH K IPUMEHEHHIO Y B3POCIBIX B Bo3pacTe oT 18 jier:

e sg3BeHHAas 00JIe3Hb JKEIIyJdKa B CTaAun O6OCTpeHI/I$I " sA3Ba aHACTOMO34a,



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 08.07.2024 N2 13679

o 10 B & HOCTS 00007
e g3BeHHAas OOJIE3HB JBEHAIIATUIIEPCTHON KUIIIKU B cfghlm Jgd%l'r&Hgg,ﬂt HOCTL 0000)

e sposuBHas U s3BeHHas [ OPb wim pedmrokc-330darurt;

e nojaepxxuBaronias tepanus [ OPb;

e Hedpo3WBHAS racTpol3odareanpHas pedurokcHas 6one3ns (HOPB);

e cuHApoM  30JUIMHTEpa-DJUIMCOHA W JIPYTU€  COCTOSIHUS,  XapaKTepU3YIOIIHECs
MaTOJOTUYECKOM TUIIEPCEKPELUEN;

e B KOMOMHAIlMM C COOTBETCTBYIOIICH AaHTHOAKTEPUAIBHON Tepamuend Juis 3pagrKaruu
Helicobacter pylori y naiueHToB ¢ s13BeHHO# 00JIE3HBIO.

Ipenapar Yib6:10k® mokasan k IpEMEHEHHIO Y ieTeii B BozpacTe oT 12 110 18 net:

e posuBHas U si3BeHHas [ DPb ninu pedtokc-330darur.

IIpoTuBONOKa3aHMS

® TUICPUYYBCTBUTEIHHOCTh K palenpa3oiy, 3aMeIICHHBIM OCH3MMHUIA30JIaM H/WIH JAPYTUM
KOMIIOHEHTaM Ipernapara;

e OEpPEeMEHHOCTb;

¢ [ICpHuoa rpyAHOro BCKapMJIMBAHUA.

IIpumeHeHnne nNpu 6epeMEHHOCTH U B IEPHO/ TPYAHOI0 BCKAPMJIMBAHUSA

bepeMeHHOCTB

JlanHbIX 110 6€30MaCHOCTH MPUMEHEHHUsI pabernpa3oia BO BpeMs 0epeMEHHOCTH HET.
HccnenoBanusi penpoayKTUBHOCTH Ha KpbICaX M KPOJUKAaX HE BBISIBUIIM MPU3HAKOB HApYIICHUS
bepTunpHOCTH WU AePEKTOB Pa3BUTHUS I1J10/1a, 00YCIOBICHHBIX pabemnpazosioM; OJHAKO Y KPbIC
mpenapar B HEOOJIBIIMX KOJMYECTBAX IPOHUKAET uepe3 IulaleHTapHbld Oapbep. [lpemapar
Vu6510k® NPOTHBONOKA3aH K MPUMEHEHHIO BO BPEMs 6EpEeMEHHOCTH.

[lepuoa rpyIHOrO BCKapMIMBAHUS

HeusBectHo, BbImensercss au pabenpa3ol ¢ TPYAHBIM MOJOKOM. COOTBETCTBYIOIIUE
WCCJICIOBAHUS Y )KEHIIMH B MEPUOJ TPYJHOTO BCKAapMIIMBAHUS HE MPOBOAWINCH. BmecTe ¢ Tem
pabenpa3on oOHapyKeH B MOJIOKE JAKTHDPYIOIIMX KphIC, M TI03TOMY Ipenapar Yib0mok™

IMMPOTHUBOIIOKA3aH K NPUMCHCHUIO Yy KCHIIWH B ICPUOJA I'PYAHOTI'O BCKAPMIIMBAHUS.

Cnocod npuMeHeHHs U 103bl
Buytps. Kancynsl npenapara Yan6mok® ciefyer IioTaTh LIEIMKOM. YCTaHOBJIEHO, 4TO HH

BpEMA CYTOK, HU TPHUEM INHUIIU HEC BIUAKOT Ha AKTUBHOCTb pa6enpa3ona HaTpu.
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B3pocibie

A36ennas bonesns dHcenyoka 8 cmaouu 060Cmperus U A36d AHACMOMO3a

Pexomennyemast nosza - 20 mr 1 pa3 B aeHb. OOBIYHO M3JICUEHHE HACTYIAET mociie 6 HeIenb
Tepanuu, 0OJHaKO B HEKOTOPBIX CIy4asX JUIMTEIbHOCTD JICUEHUS MOXKET OBbITh YBEJIMYEHA ellle Ha
6 Henenn.

A36ennasn Oone3nb 08eHaAOYamunepCmHoOU KUWKY 6 cmaouu 060cmpenus

Pexomennyemas noza - 20 mr 1 pa3 B neHb. JJIUTeNbHOCTD JeueHus cocTasisier 2-4 Henenu. B
ciiy4ae HeoOXOIMMOCTHU JIUTEIbHOCTD JICYCHHSI MOKET OBITh YBEJIMYEHA ellle Ha 4 HellemH.
Oposusnas u sizeennasn I IPB unu peghrroxc-s30¢pacum

Pexomennyemas nosa - 20 mr 1 pa3 B nens. [nurensHocTh JiedeHus cocTaBiseT 4-8 Henenb. B
ciydae HeOOXOJMMOCTH JJTUTENBHOCTD JICYEHUSI MOXKET OBITh YBEIMYEHA eIIe Ha § HeJelb.
Tloooepoicusarowas mepanusi  OPH

Pexomennyemas no3a - 20 mr 1 pa3 B neHb. JTUTENBHOCTD JIEYCHHS] 3aBUCUT OT COCTOSHUS
HanueHTa.

HOPE

Pexomennyemas mo3a - 20 mr 1 pas B aenb. Ecnm mocne 4 Henmenb JieueHUS CUMOTOMBI HE
MCYE3al0T, CJIeyeT MPOBECTU JOMOJHUTENbHOE HccleaoBaHre nanueHTa. [locne kynmupoBaHus
CUMITOMOB JUISl MPEAYNPEXKACHUS UX IOCIEAYIOUIEr0 BO3HUKHOBEHMS CIIEIyeT NPUHUMATh
npernapar BHYTpb 1 pa3 B JieHb 110 TpeOOBaHUIO.

Cunopom 3onnuneepa-Innucoua u opyaue cOCmosaHus ¢ NAmol02U4ecKoll cunepcekpeyuet

Jlo3y nmoaOupatoT uHAMBUAyanbHO. HadanbHast n1o3a - 60 Mr B ieHb, 3aT€M 103y MOBBILIAIOT U
Ha3HaA4alT npenapar B 103¢ 10 100 Mr B 1eHb pU OJHOKpPATHOM MpueMe uiu 1o 60 Mr 2 pasa B
JneHb. JIns  HEKOoTOphIX  MAUUMEHTOB  JpoOHOE  J03UpOBaHME IpernapaTa  SIBJISETCS
IPEANOYTUTENbHBIM. JIeueHue MOHKHO MPOJOIKATHCS M0 Mepe KIMHUYECKOW HEeOOXOIMMOCTH.
Y HEKOTOpBIX MALMEHTOB C CHUHAPOMOM 3OJUIMHIEpa-OJUIMCOHA JJIMTEIBbHOCTH JIEUYEHUS
pabemnpa3zosioM cocTasisiia 1o 1 rona.

IApaouxayus Helicobacter pylori

Pexomennyemas no3a - mo 20 mr 2 pasa B J€Hb 110 ONPEIEIEHHON CXEME C COOTBETCTBYIOLIEH
KOMOUHaIuen aHTHOMOTUKOB. J[JTUTEIBHOCTD JIEUSHHS COCTaBIAET 7 AHEH.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmol ¢ napywenuem @yHKYuu nouex
Koppekuust 10351 nanueHTaMm ¢ HapymeHueM (GyHKIuM nodek He tpedyetcs. [Ipu HazHaueHuun
npenapata Yab010k® HalueHTaM ¢ HapylleHHsAMH (GYHKIHMM HOYEK TAKENOH CTENeHH TIKECTH

cienyer coOIoaaTh OCTOPOKHOCTD.
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Ilayuenmul ¢ Hapywenuem ynKyuu neveHu

VY mnauueHToB C HapyleHUSMH (YHKIMM TEUEHH JIETKOH M CpeaHed CTeNeHH TSKECTH
KOHIIEHTpanusi pabenpasosia B KPOBH OOBIYHO BBIIIE, YEM Yy 3A0POBBIX M00poBOJbIeB. Ilpu
Ha3HaueHWH mpenapara Yb010k® MalMeHTaM ¢ HapylleHUsAMHM (YHKIHMM TEYEHH TSKEJIOH
CTEIIEHU TSXKECTHU CIIEAYET COOII0AaTh OCTOPOKHOCTD.
Tayuenmuwr nodwcunozo eospacma
Koppekuust 10361 He TpedyeTcsl.

eTu
Jlemu 6 so3pacme om 12 0o 18 nem
BesomacHocTh 1 3 deKTHBHOCTH Npenapata Yap010k® B 103e 20 Mr 11 KpaTKOCPOUHOro (10 8
Heznenp) neueHus ['OPB y nereii B Bozpacte ot 12 neT u crapiie NoATBEpKAEHA SKCTPANoJIsALueit
pe3ysbTaTOB aJEKBaTHBIX M XOPOLIO KOHTPOJUPYEMbIX HCCIEIOBaHUM, IOAKPEIUISIONX
s¢¢exTuBHOCTL palempaszona JAis  B3pOCHBIX M HMCCIEJAOBaHMSIMHU  O€30HaCHOCTH U
(apMaKOKUHETUKHU IJIS IETEH.
Pexomennyemas no3a - 20 mr 1 pa3 B IeHb NPOJIOJKUTEIBHOCTBIO 10 8 HEAECb.
Be3onacHocTh U 3(Q(eKTUBHOCTh NpenapaTta YIb010k® sl MpUMEHEHUs y JeTeil 1m0 Apyrum
NOKa3aHMUSAM HE yCTaHOBJICHA.
Jlemu 6 6o3pacme om 0 0o 12 nem
BesonacHocTh 1 >ddexTuBHOCTS nmpenapaTta Yus010k® y mereit B Bospacte ot 0 10 12 ner Ha

,I[aHHLIﬁ MOMCHT HC YCTaHOBJICHBI.

IloGounoe neiicTBHE

VcXo/1s U3 ONBITA KIIMHUYECKHUX MCCIIEN0BAHMI MOXKHO CIENaTh BBIBOJ, 4TO IpenapaT Yibomok®™
OOBIYHO XOpPONIO TEPEHOCHTCS] MalueHTaMu. HekenatenbHble peakiuu, B IeIoM, ciaabo
BBIpQXCHHBIE WJIM YMEPEHHBIE, HOCST MPEXOASIINN XapaKTep.

B xo0je KIMHUYECKUX HCCIICIOBAHUN OTMEUAIMCh CIICIYIOIINE HEXeJaTelIbHbIe PEaKIUuu TPU
npueme pabernpasosa: ToJoBHasE 00Jib, 00JIb B JKUBOTE, JUAPEsi, METEOPU3M, 3aI0pP, CYXOCTh BO
PTY, TOJIOBOKPYKEHHE, ChIMb, EPUPEPUIECKUI OTEK.

HexxenaTenbHble peakii CHUCTEMAaTH3UPOBAHBI OTHOCUTENBHO Ka)XJIOW W3 CHCTEM OpPraHOB B
3aBHCHMOCTH OT YaCTOTHI BCTPEYAEMOCTH C HCIIOJIb30BAaHHEM KIacCH(pUKAUU BceMupHOi
opranu3zanuu 3apaBooxpanenus (BO3): ouvens uacmo (= 1/10); wacmo (= 1/100 no < 1/10);
newacmo (> 1/1000 mo < 1/100); peoxo (> 1/10000 mo < 1/1000); ouenv peoxo (< 1/10000);
yacmoma Heuzgecmua (He MOXKET OBITH OI[CHEHA Ha OCHOBE MMEIOIINXCS JAHHBIX).

Hapywenus co cmoponvt kposu u aumg@amuueckoil cucmemol

Peoko: TpomboLuTONEHNS, HEUTPONIEHHUS], TEHKOTIEHNUS.
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- ToC OBA
Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL (NOCNEOCBA

Peoko: ocTpble CUCTEMHBIC aJUIEPTUUECKUE PEaKIUH.

Hapywenusa memabonuzma u numanus

Peoxo: runomaruuemus.

Hapywenus co cmoponwl neuenu u sHcenyesbleo0awux nymet

Peoko: remarut, xenrtyxa, neueHOYHas SHIE(aTonaTHs.

Hapywenus co cmoponvl Kodtcu u nOOKOICHBIX MKAHEl

Peoxo: Gyne3Hble BbICHIIaHUS, KPAITMBHHULIA.

Ouenv peoko: MynbTU(QOPMHAS IPUTEMA, TOKCUUECKHUM SMHUIEPMANbHBIN HEKPOJIU3, CUHAPOM
Crusenca-/>xoHcoHa.

Hapywenus co cmopoHnvl MbluieyHot, CKelemHol U COeOUHUMENbHOU MKAHU

Peoxo: muanrus, apTpanrus.

Hapywenus co cmopoHuvl nouex u Mouegbl00sauux nymetu

Ouenv pedko. PUCK Pa3BUTHS OCTPOTO TYOYJIOMHTEPCTUIIMAIBHOTO HedpuTa (C BO3MOKHBIM
POTPECCUPOBAHUEM JI0 TIOYEYHON HEJOCTATOYHOCTH);

Yacmoma HeuzsecmHa: SpEKTUIbHAS TUCHYHKITUS.

Hapywenus co cmopoHvl penpodyKkmueHotl cucmembl U MOJIOYHBIX Jcelle3

Ouenb pedxko: THHEKOMACTHSI.

Jlabopamopnvie u uncmpymenmanvhule OanHble

Yacmoma HeuzéecmHa. TIOBBIIEHNE aKTUBHOCTH MEYCHOYHBIX ()EPMEHTOB.

W3meHeHuit Apyrux mokasarenei npu npueMe padenpasoia He HaOI01aI0Ch.

CornacHO JaHHBIM MOCTPETUCTPALIMOHHBIX HaOmoneHud npu npueme HWIIIT Bo3MoxHO
YBEJIIMYCHUE PHUCKA BO3HUKHOBEHHUS IEPEIOMOB, IOAOCTPOM KOXHOM KpAaCHOW BOJTYAHKHU
(ITKKB) # jkene3ucThIX MOJUIOB jaHa kenyaka (cM. pasgen «OcoOble ykasaHus»). Peaxue

COO6H_ICHI/I}I 0 IIEYECHOYHOH BHHe(baHOHaTI/II/I ObLIH IMOJIYYCHBI Y IMALIUCHTOB C IUPPO30OM.

Ilepeno3supoBka

CumMnromsl

JlaHHBIE O HaMEpPEHHOM WIM CIy4YailHOW NEepelo3UpOBKE MHHMMAIbHBL. (CilydaeB CUIBHON
nepe03upPOBKH pabenpazonoM He ObLIO OTMEUEHO.

Jleuenune

Crieruduueckuil aHTHUIOT Ui pabernpa3oiia Heu3BecTeH. Pabenpas3on Xopoo cBA3BIBAaeTCA C
OenKamMH M1a3MBbl, ¥ TIOATOMY CJ1Iab0 BBIBOAMTCS Npu Auanuse. [Ipu nepeno3npoBke HEOOXOIUMO

MMPOBOAUTH CUMIITOMATHYCCKOC U MMOAJACPKNBAOIICE JICUCHUC.
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B3auMogeiicTBHe ¢ IPYTrUMH JIEKAPCTBEHHbINIT cpenéﬂiﬁiviﬂEl

Cucrema rmuroxpoma 450

PaGenpazon natpus, kak u apyrue HWIIII, Ouorpancopmupyercs C ydacTHEM CHCTEMBI
uroxpoma P450 (CYP450) B meuenu. B uccinemoBanmsx in VIitr0 Ha MHKpOcOMax IE€YCHU
YyeJoBeKa OBLJIO MOKa3aHo, 4To pabernpazon HaTpus OuoTpaHchopMHUpyeTcs H30(hepMEHTaAMH
CYP2C19 u CYP3A4. VccnenoBanusi Ha 3I0pPOBBIX JOOPOBOJIBIIAX TOKA3AJIM, YTO padenpas3on
HATpUs HE uMeeT (PAPMAKOKMHETUYCCKUX WM KIMHUYECKU 3HAYMMBIX B3aUMOJICHCTBUU C
JIEKAapCTBEHHBIMU BEIIECTBAMHM, KOTOPBIE OMOTpaHCHOPMUPYIOTCSI CHCTEMOM 1uToxpoma P450 -
BappapuHoM, (GEHUTOMHOM, TEeOQWUIMHOM M  JAua3enamMoM (HE3aBHUCHUMO OT  TOrO,
OMOTpaHCHOPMHUPYIOT JIM MAIIMEHTHI AUA3eNaM YCHJICHHO WU c1abo).

Bbeuto mpoBeAeHO WCClieIOBaHME KOMOWHHPOBAHHOW Tepalmud C aHTUOAKTepHUaTbHBIMU
npernapaTaMi. B JTaHHOM 4YeTHIPEXCTOPOHHEM IEPEKPECTHOM HCCIIEIOBAHUU Yy4acTBOBaIH 16
3JI0POBBIX J0OPOBOJIBIEB, KOTOpbIe monydanu 20 mr pabemnpaszona, 1000 Mr aMoOKCHIIMIUIMHA,
500 mr xmapuTpoMuIIMHA WM KoMmMOMHamuio 3Tux Tpex mnpemaparoB (PAK - pabempasomn,
amokcunH, kinapurpomunuH). [lokazaremu AUC u  Cmax I8 KIAPUTPOMHUIIMHA U
AMOKCHIWIIJIMHA OBbUIM CXO0XMMHU MPU CPAaBHEHUH KOMOMHHPOBAHHOW Tepamuy ¢ MOHOTEpAIueH.
s xomMOMHUpOBaHHON Tepanuu B cpaBHeHUHM ¢ MoHoTepanuei nokazarenn AUC u Cmax s
pabenpazona  yBenmumiauck Ha 11 % w34 %  cooTBeTCTBEHHO, a A
14-runpokcuknapurpomuninHa (aktuBHoro merabomnura kiapurpomunuaa) AUC U Cmax - Ha
42 % wu 46 %, cooTBEeTCTBEHHO. JlaHHOE YyBEIMYEHUE TOKa3zarejaeld BO3JIECUCTBUS IS
paberpa3oia ¥ KJIapUTPOMUIIMHA HE OBLJIO MPU3HAHO KIIMHUYECKH 3HAUNMBIM.

BSaHMOHeﬁCTBHﬂ BCICACTBUEC I/IHFI/I6I/IDOBaHI/I5[ CCKPCIIMH XCITYIOYHOI'O COKa

PaGenpazon HATpUs OCYMIECTBISIET YCTOHYHMBOE W TPOJIOJDKUTEIBHOE IMOAABIICHUE CEKPEIHU
KEIYA0YHOTO cOKa. TakuM 00pa3oM, MOXKET MPOUCXOAUTh B3aUMOJICHCTBUE C BEIIECTBAMH, IS
KOTOpBIX abcopOuus 3aBucut oT pH. Ilpu omHOBpeMeHHOM mpueMe ¢ pabempa3oiioM HaTPHs
abcopO1usi KeToKoHa30j1a ymeHbInaercss Ha 30 %, a abcopOIusi TUTOKCHHA YBEIIMYUBAETCA Ha
22 %. CnenoBaTenbHO, JJISI HEKOTOPBIX MAI[UEHTOB JIOJDKHO MPOBOJIUTHCA HAOIIOJCHUE ISt
pelieHuss Bompoca O HEOoOXOIUMOCTH KOPPEKTHPOBKU J03bI MPU OJHOBPEMEHHOM TIIpHEMe
pabempa3ona HaTpusi C KETOKOHA30JI0M, JAWTOKCMHOM WM JPYTUMH JIEKapCTBEHHBIMHU
npenapaTramu, JijIsi KOTOpbIX adcopOius 3aBucuT ot pH.

bnokaropsl Ho-peuenropoB niu apyrue U

TTanueHTsl He JOMKHBI IPUHUMATL OJHOBPEMEHHO ¢ HpenapatoM Yn6mok® Ipyrue cpeacTsa,
CHIDKAIOIINE KUCIOTHOCTb, HarpuMep, 6s1okatopsl Hz-penenropos unu apyrue UIIIIL

ATazanaBup

[Tpu ogHOBpemeHHOM MpreMe aTtazanaBupa 300 mr/puronasupa 100 mr ¢ omenpazonom (40 mr 1
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T00pOBONBIIAME ~ HAOMIOANOCH  CYIIECTBEHHOE CHIDKEHHE  BO3JICHWCTBHUS — aTa3aHaBUpA.
AOGcopbumst arazaHaBupa 3aBUCUT OT pH. XoTs OXHOBpPEMEHHBIH MpHEM C padernpazosioM He
U3YYaJICs, CXOXKHE PE3yJbTaThl OXUIAKOTCA TAKKE IS JAPYTHMX HHITHOUTOPOB MPOTOHHOTO
Hacoca. Takum o00pa3oM, HE pPEKOMEHAYEeTCS OJHOBPEMCHHBIM IIpHEeM ara3aHaBupa C
MHTUOUTOpAaMH IMPOTOHHOTO HAcOCa, BKII0Yas pabenpasout.

AHTanMaHeIE CPEACTBA

B kiIMHMYECKHMX UCCIEOBAaHMSIX aHTAaUUIHBbIE MpernapaThl MPUMEHSUIUCh COBMECTHO C
pabermnpazoniom Hatpus. KnnHuuecku 3HaunMMble B3aUMOACHCTBUS pabernpa3osia HATpUs C TeJIeM
TUAPOKCHUIA ATFOMUHUS WM C TUIPOKCHUIOM MAarHusi He HaOJI0IaIHCh.

[Tpuem nunm

B knuHuYeckoM HCClIeOBaHUM B XOj€ Iprema paberpa3onia HaTpus ¢ OOCAHEHHOHN >KUpaMH
MUIIA KIMHUYECKH 3HAYMMBIX B3aMMOJCHCTBUI He Habmoganock. [Ipuem pabenpasona HaTpus
OJIHOBPEMEHHO ¢ 000TaIICHHOM KUpaMU MUILEH MOXKET 3aMeIJTUTh BcachlBaHUE paderpasoa 10
4 gacoB u 6onee, oqHako Cmax 1 AUC He U3MeHSIIOTCS.

[{ukociopuH

DKCHepuMeHThI N VItr0 ¢ HMCMOJb30BAHUEM MHKPOCOM TIE€YCHH 4YeJIOBEKa IOKA3ald, 4TO
pabemnpaszon wuHrHOHpyeT Owmorpanchopmanmio mukinocrnopuHa ¢ ICsp 62 MKMONb, T.€. B
KoHIeHTpauuu, B 50 pa3 mpesbimatonieid Cmax A1 370POBBIX H00poBONbLEB Tocie 14 mHei
npuema 20 mr pabenpazona. CTeneHb HHTUOMPOBAHUS CXOXa C TAKOBOM IJIsi OMenpasona s
SKBUBAJIEHTHBIX KOHLIEHTPAIUH.

MeroTtpekcar

CoriacHO JaHHBIM COOOIIEHUNH O HEXENIATeNbHBIX PEAKIMIX, TaHHBIM OMYOJIUKOBAaHHBIX
(dbapMaKOKMHETHUECKUX HCCIEAOBAaHUNH U JIaHHBIM PETPOCHEKTUBHOTO aHajdn3a MOKHO
MPENONIOKUTh, YTO ofHOoBpeMeHHbIH npuem UIIIT u meroTpekcara (mpexkae BCEro B BHICOKUX
J103aX) MOXET MPUBECTH K TMOBBIIICHUIO KOHIIEHTPAIMA METOTpeKcaTa W/WJIM e€ro MeTadoJuTa
TUAPOKCUMETOTPEKCAaTa U YBEIMYUTH T1/2, YTO MOXKET MPUBECTU K TMPOSIBICHUIO TOKCUYHOCTH
MeToTpekcaTa. TeM He MeHee, ClelMaIbHbIX UCCIEAOBaHUM JIEKAPCTBEHHOTO B3aUMOJACHCTBUS
merorpekcara ¢ UI1IIT ne npoBoauioce.

[Ipu HEOOXOIMMOCTH TPHUMEHEHHUS BBICOKHX 103 METOTpeKcaTa MOXET OBITh pacCMOTpEHa
BO3MOKHOCTb BpEMEHHOTO IpekpanieHus tepanuu UIIII.

BausHue Ha pe3yabTaThl Ha6ODaTODHLIX HCCIeI0OBaHUM

[Tpumenenne UIIIl npuBOAWT K CHMIKEHUIO KUCJIOTHOCTU JKEIYJOYHOIO COKAa, YTO MOKET
NPUBECTH K YBENWYCHHIO conepkaHust xpomorpannHa A (CgA) B CBIBOPOTKE KpOBH.

[ToBbimenHbt ypoBeHh CgA MOET NPUBECTH K OLIMOOYHOM HHTEpIIpPEeTalluyd Pe3yJbTaTOB
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BIIMSHUSA, IPMMEHEHHe TIpenapata Yab610k®™ 10KHO GbITh BpEMEHHO IPEKpaIeHo, TI0 KpaitHeii
Mmepe, 3a 14 nHeil 1o oueHku ypoBHs CgA; MOBTOpEHUE TECTa CIENYET pacCCMOTPETh B Cllydae,

€CJIM UCXOJHBIN ypoBeHb CZA SIBISETCS BHICOKHM.

Oco0ble ykazanus
OTBeT mnamyeHTa Ha TEpamnuio pabempazojioM HE MCKIYAeT HalM4YUe 3JI0Ka4eCTBEHHBIX
HOBOOOPa30BaHMH B JKEIyJKE.

IleyeHOYHAS HEAOCTATOYHOCTD

B cnenmansHOM WCCIEIOBAHUM Yy TAIMEHTOB C JICTKUMU WU YMEPEHHBIMH HAPYIICHUSMU
GYHKIIUY TIeYeHU He OBLIIO 0OHAPYKEHO 3HAUMMOTO OTIUYHSI YACTOTHI HEXKEIATeIbHBIX PEAKIUIA
pabempa3ona HaTpusi OT TaKOBOM y MOJOOpaHHBIX IO TMOJXY M BO3PACTy 3J0POBBIX JIHII.
Hecmotpss Ha 3TO, pexkoMeHayeTcs COOJII0aTh OCTOPOXKHOCTH MPU MEPBOM Ha3HAUYCHUU
npenapara Yis6mok® MalMeHTaM C TSOKENBIMHM HApyNICHHAMH (YHKIHM TI€YEHH, TaKHe
MAIUEHTHl JTOJDKHBI OOpPATHTHCS K Bpady Iepe]l HAdalloM Tepanud JaHHBIM IpPermapaToM JUIs
KPaTKOBPEMEHHOTO CHMIITOMAaTHYecKoro JedeHus mnposisinenuid 'OPb u HOPB (mampumep,
uzxoru). AUC pabenpazona HaTpusi y MAallMEHTOB C TSKEJIBIM HapylleHHeM (YHKIHMU TEeYeHU
MPUMEPHO B 2 pasa BHIIIIC, YeM Y 3JI0POBBIX MAIUEHTOB.

TaruenTam ¢ HapymeHHsMH (QYHKIHHM MEUYeHH KOPPEKTUPOBKA A03BI Ipemapara Yupomok® He
TpeOyercs.

IloyeuHas HEIOCTATOYHOCTh

[anuenTam ¢ HapylleHHsIMH (DYHKIMH T0YeK KOPPEKTHPOBKA 103bI Ipenaparta Yib0aok® He
Tpebyercs. [Ipenapar Yib610k® cieayeT HazHAYaTh C OCTOPOKHOCTBIO MAIUEHTAM C TSKEJIOM
MIOYEYHON HETOCTATOYHOCTBIO.

I mmomaruueMus

[Tpu neuenun UIIII Ha mpoTskeHUH, 1Mo KpaitHe Mepe, 3-X MecslEeB B peAKUX ciaydasx ObUIn
OTMEYEHBl CIIydal CHUMOTOMATHUYECKOM WM aCMMITOMAaTH4ECKOM TruromMarsuemMuu. B
OOJIBIIMHCTBE CIIy4yaeB 3TU COOOIIEHUS MOCTYHNAIM 4Yepe3 roJi MOCie MPOBEACHUS Teparuu.
Cepbe3HbIMH HeXeNaTeIbHbIMU PeaKIUsAMU ObLITM TETaHUs, AapUTMUS U CY10pOTU. BOIbIIMHCTBY
MAlMEHTOB TpeOOBajOCh JIEYEHHE TUIOMArHUEMHH, BKJIIOYAIONIEH 3aMellleHue MarHus u
ormensl Tepanuu UIII. ¥V mamueHToB, KOTOphle OyAyT MOJydYaTh JIUTEIBHOE JICYCHUE WU
kotopsle mpuaumarot UIIII ¢ npenaparamu, TaKUMU Kak JUTOKCHH, WIHM IIpeENapaTamMu, KOTOpPbIE
MOTYT BBI3BAaTh TMIIOMAarHUEMUIO (HampuMmep, TUYPETUKH), MEAULMHCKUE PAOOTHUKU JIOJIKHBI
KOHTPOJMPOBATh COJiepKaHhe MarHug 10 Hadana JjedeHus WIII u B mepuon neyeHws.

TTanueHTH HEe JOMKHBI MPHHAMATh OJHOBPEMEHHO ¢ MpenapatoM Ynnomok® gpyrue cpencTsa,
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IlepeaoMBbl KOCTEN

CornacHo 1aHHBIM HAOIIOAATENBHBIX UCCIICAOBAHII MOXKHO TPEATIONIONKUTE, uTo Tepanus UIIIT
MOJXET NPUBECTH K BO3pPACTAHUIO PHUCKA CBS3aHHBIX C OCTEOIIOPO30M IIEpeIoMOB Oenpa,
3aICThsl WJIM TO3BOHOYHMKA. PHUCK meperoMoB ObUT yBEIMYEH Yy MALMEHTOB, MOJIYyYaBLIMX
BbIcokue 10361 UIIIT qmutenbHo (Toa u 6oee).

Clostridium difficile

Tepanuss UIIIT MoxeT NMPUBOAUTH K BO3PACTAaHUIO PUCKA JKEIYJAOYHO-KUIICYHBIX HH(EKIIHH,
takux kak Clostridium difficile.

[IKKB

Nmerotes coobmenust o ciydasx [IKKB mpu tepamum WIIIL. Ecim mopakeHus KOXu
MOSIBJISIFOTCS,, OCOOCHHO Ha y4acTKax KOXKH, MOABEPTIIMXCS BO3JEHCTBHUIO MPSMBIX COJHEYHBIX
Jy4eil, ¥ CONMPOBOXKAAIOTCS apTpaliTMel, MalMeHTy HeOoOXOAMMO HEMEUIEHHO oOpaTUTbCs 3a
MEAMIMHCKONW MOMOIIbI0, MEIULMHCKUN PAOOTHUK JIOJKEH MPUHATH PELICHHE O MpeKpalleHun
tepanuu pabemnpazonoMm. BoszuukHoBenune IIKKB npu npenpinymeit tepanuu WUIIT moxer
yBenuuuTh puck Bo3HukHOBeHUs [IKKB npu npueme apyrux MUIIIL.

Kesie3ucTrle IOJHMIEI JIHA JKEITYAKA

HnutenbHoe ucnonb3oBanue WIII, Bximrowas pabempa3os, Mo Bced BHUIMMOCTH, CBSI3aHO C
NOBBILICHHBIM PUCKOM BO3HHMKHOBEHHS >KEJIE3UCTBIX IIOJIMIIOB JIHA JKEIyAKa. BonbIIMHCTBO
KENE3UCThIX IOJIMIOB JHA JKelyJka OecCUMNTOMHBI. [lalmeHTbl ¢ KpyHNHBIMH WX
W3BA3BICHHBIMH TOJUIIAMH MOTYT MOABEPraThCsl PUCKY KEITYAOYHO-KUIIEYHBIX KPOBOTECYEHUN
VI TOHKOKHMIIEYHOW HENMpPOXOAUMOCTH. J03upoBKa M NpoaosKuTenbHOCTh Teparuu MIIT s
TaKHUX NallMeHTOB JOKHBI ObITh MUHUMAIbHBIMHU.

OaHOBpEeMEHHOE IPUMEHCHHUE pa6enpa30na C METOTPEKCATOM

CormnacHo JINTCPATYPHBIM HNAaHHBIM, O,Z[HOBpeMCHHBII\/'I IIprueEM HIIII ¢ MCTOTPCKCATOM (npe;me
BCET'O B BBICOKHX I[OSaX) MOXKET MMPUBECTU K MOBBIICHUIO KOHIOCHTPAIIMU MCTOTpPCKCATa n/unm
ero MeTaboIuTa THAPOKCUMETOTPECKCATa U YBCIIMUUTDH T1/2, YTO MOXKET MPHUBECTHU K ITPOABJICHHUIO
TOKCUYHOCTH MCTOTPCKCATA. HpI/I HGO6XOI[I/IMOCTI/I MPUMCHCHUA BBICOKUX 03 METOTPCKCATA
MOXKET OBITh paccMOTpPEHAa BO3MOXKXHOCTE BPEMCHHOI'O IIPCKPAILCHUA TCPAIIUA HIIIL.

BcnoMorarensHble BEIECTBA

[penapar Yns6mox® comepsxuT caxapublie cepsl. IlanmeHTaM ¢ peako BCTpedaromeiics
HACJIEICTBEHHOW HEMEePEeHOCHMOCTBIO (PYKTO3bI, TIFOKO30-TAIAKTO3HON ManmbabcopOuuen uim
nedUIUTOM caxapasbl-u30MaabTa3bl HE CIEeyeT MPUHUMATh STOT Ipenapar.

[penapar Yb610k® CONEPKUT KpacuTeldb a30pYOMH, KOTOPHIi MOYXET BBI3BIBATH

AJICPruiCCKUEC pCaKlu.
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BiMsinMe HA CIIOCOGHOCTH YIPABJIATH TPAHC OpTHBIMU Cpelferianil, Mexanmsmanm. )

[penapar Yib6:10k® He OKa3bIBAET HIIM OKA3HIBAET HECYIIECTBEHHOE BIMSAHME HA CHOCOOHOCTD
YIPaBJIATh TPAHCHOPTHBIMH CPEACTBAMH M paboTath ¢ MexaHm3mamu. OpHAaKo B ciydae

IMOSBJICHUA COHJIMBOCTHU CIICAYET n30erath STHX BHUAOB ACATCIBHOCTU.

dopMa BbINIYCKa

Karncynbl kumeuynopactBopumsle 20 Mr.

ITo 7, 10 kancyn B KOHTYPHYIO SUCHKOBYIO YIAKOBKY W3 TUICHKH IOJMBUHUIXJIOPUIHON JTHOO
IUICHKH TTOJIUBUHIIXJIOPUIHOW/ TIOTUBUHIINACHXIOPUAHON U (OJIBIU aTIOMUHUEBOM MEeYaTHOM
JIAKUPOBAHHOM.

W o 7, 10 xamncyn B KOHTYPHYIO STYEHKOBYIO YIIAaKOBKY M3 MaTepHuaza KOMOMHUPOBAHHOTO HA
ocHOBe (onbru (TPEXCIOWHBIN MaTepual, BKIIOUYAIOUIUN aTlOMUHUEBYIO (DONBry, MIEHKY U3
OPUEHTUPOBAHHOTO MOIUAMH/A, TMOJIMBHHUIXJIOPUIAHYIO TUIEHKY) U (DONBIH amOMUHUEBOMI
ME€YaTHOW JJAKUPOBAHHOM.

1, 2, 3, 4, 5, 6 unu 10 KOHTYpPHBIX SYEHKOBBIX YINAKOBOK BMECT€ C MHCTPYKLIHEH TIO

MCIUTTUHCKOMY IIPUMCHCHUIO (J'II/ICTOK'BKJ'IaI[BIH_I) MNOMCIIAIOT B KAPTOHHYIO YIIAKOBKY (r[aqu).

YciaoBus XxpaHeHust
[Tpu Temneparype He Boiie 25 °C B KApTOHHOMN yIIaKOBKE (ITaUKe).

XpaHUTb B HEJOCTYITHOM IS JIETEeH MecTe.

Cpoxk rognocTu
2 roza.

He MNPUMCHATH 11O UCTCUCHUHN CPpOKA 'OAHOCTH.

YcaoBust ornycka

OTIyCKarT MO perenTy.

JlepkaTesib perucTPallHOHHOIO YA0CTOBEPEHUsI
000 «ATomm»

Poccust, 445351, Camapcekas 00:1., . XKurynesck, yir. ['mapocrponrenei, 1. 6.

IIpousBoauTenn
000 «O308»

Poccus, Camapckas 00:1., r.0. XKurynesck, 1. XKurynesck, yi. ['uapoctpoutenei, 1. 6.

13



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 08.07 2024 N2 13679 _
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000 «O308»
Poccus, 445351, Camapckas 0611, r.0. XKurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru
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