COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 04.02.2026 N= 1302

OBIIAS XAPAKTEPUCTUKA JEKAPCTBEHHOTOTIPERAPATA = [004)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Pabemnpazon-Tesa, 10 mr, TaOneTKH KUIIIEYHOPACTBOPUMBIE, TOKPHITHIE 000IOUKOH.

2. KAUYECTBEHHBIN 1 KOJTMYECTBEHHBII COCTAB
JleiicTBytOIIIEE BEIIECTBO: pabempaso.
Kaxnas Tabnerka cogepxut 10 mr pabernpasosna HaTpusl.

[TonHbIl TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEAEH B paznene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TaGneTkn KUIIEYHOPACTBOPUMBIE, TOKPHITHIE 000IOYKOM.

OBasibHbBIE ABOSKOBBIMYKJIbIE Ta0JIETKH, OKPHITHIE 000JI0YKOM, pO30BOTO I[BETA.

4. KJIMHUYECKUE JTAHHBIE

4.1. Tloxka3aHusl K IPUMEHEHHUIO

[Tpenapar Pabenpazon-TeBa moka3aH K MPUMEHEHHUIO Y B3POCIBIX B Bo3pacTte oT 18 Jer.

- CUMNTOMBI JUCIIENICUH, CBA3aHHOM C MOBBILIEHHON KUCIOTHOCTBIO JKEIyI0YHOIO COKa, B TOM YHUCIIe
CHUMIITOMBI racTpod3odareaibHOi pedIoKcHOM 60ne3HH (M3K0Tra, KUCHas OTPbIKKA).

4.2.  Pexxum 103MpOBaHUs U CNIOCO0 MPUMEHEHHUS

PexxuM o3upoBaHus

Pexomennayercs npuaumath mo 10 mr (1 TabieTka) oJuH pa3 B CyTKH.
[Tpu orcytcTBUM 3 (ekTa B TeUeHHE IEPBBIX TPEX JHEH JIeUeHUs] HEOOXOJMM OCMOTP CIIELUAINCTA.
MaxkcumanbHbIH Kypce JeueHus 0e3 KOHCYJIbTalluu Bpaya — 14 qHel.

eTH
besonacHocTh u 3 PexkTUBHOCTH padernpasosna HATpus B 103UpoBKe 10 MTr 1jisi MpUMEHEHHS y ST B
Bo3pacte or 0 mo 18 ner Ha nmaHHBIE MOMEHT He ycraHoBieHbl. [Ipemapar PaGempazon-Tea
IIPOTUBOIIOKAa3aH K IPUMEHEHNUIO0 y ferel miiaaue 18 et (cm. pasaen 4.3).

Croco0 mpuMeHeHus

BuyTpsb.

TabneTku MPUHUMAIOT LIEJTMKOM, HE Pa3KeBbIBas MU HE W3MENbYasi, YTPOM, MEpea MPUEMOM IHUIIIH,
3amnuBas MOJOBUHOM CTakaHa BOJIBI.

YcTaHOBIEHO, YTO HU BpeMs CyTOK, HU MPUEM IMUIIN HE BIUAIOT HA aKTUBHOCThH pabernpa3oia HaTpus,
HO pEKOMEHIyeMoe BpeMs Ipuema TaOJeTOK CIIOCOOCTBYET IyulleMy COOJIOJEHUIO MaldeHTaMU

CXCMBI JICUCHU .
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4.3. IIpoTuBONOKA3aAHUSA

COOTBETCTBYET SKCNEPTHOMY OTUYETY

* ['unepuyBCTBUTEIBHOCTh K pabenpa3oiy, 3aMeIleHHBbIM OCH3MMHUIAa30jaM WM K JIIOOOMYy U3
BCIIOMOTI'aTCJIbHBIX BCHICCTB, IICPCUUCIICHHBIX B pa3/ICjIC 6.1.

* bepeMeHHOCTD U NTepUOJ TPYIHOTO BCKapMITUBaHUS (CM. pasnen 4.6).

» Jlerckuii Bo3pact 10 18 ser.

4.4. OcoOble yka3aHHs ¥ MepPbl PeI0CTOPOKHOCTH NPH NPUMEHeHUH

C 0CTOPOKXHOCTBIO

- Tspxemast moyeyHas HEAOCTATOYHOCTD.

Oco0sle yKa3aHus

OTBeT mamueHTa Ha TEpanuio padempa3osoM HATpUs HE HUCKIIOYACT HAJM4YUs 3JI0KAueCTBEHHBIX
HOBOOOPA30BaHUIl B eIy IKE.

Tabnerku mpemapara PaGenpaszon-TeBa Hemb3s pa3KeBbIBATh WIM W3MENbUaTh. TaOlETKH clemyer
[JIOTaTh LIEJIMKOM. Y CTaHOBJIEHO, YTO HU BPEMsI CYyTOK, HU NPUEM MHIIHM HE BIMAIOT Ha aKTUBHOCTH
pabenpazosa HATPHSL.

B cnenuanbHOM HCCNEIOBaHUM Y TMALMEHTOB C JISTKUMH MJIM YMEPEHHBIMH HAapyIICHUSAMHU (DyHKIIMA
Me4YeHu He ObUIO OOHApy)KEHO 3HAUYMMOTO OTJIMYMS YaCTOTHl HEXKENATEIbHBIX PeaKlui MpH MpHeMe
pabernpa3osia HaTpUsl OT TAKOBOM y MOAOOPAaHHBIX MO MOy M BO3PACTy 30POBBIX JOOPOBOJIBIIEB, HO
HECMOTPsI Ha 3TO, PEKOMEHIYeTCsl COONI0AaTh OCTOPOKHOCTh IPHU NEPBOM Ha3HAUEHHUH Iperapara
PabGenpazon-TeBa manmeHTaM C TSDKENBIMH HapyHICHUSMH (QYHKUMH mnedeHd. Ilimomanp mox
(hapMaKOKMHETHYECKON KpuBOH «koHIeHTpamnusa-Bpems» (AUC) pabernpasosna HaTpus y TMAIUEHTOB C
TSDKENNBIMU HapyIIeHUsIMU (DYHKIIUU TIEUeHU PUMEPHO B 2 pa3a BBIILIE, YEM Yy 3/10POBbIX MAI[UEHTOB.
[TanenTamM ¢ HapymeHUSIMH (YHKIMHA TOYEK HIJIM TEYCHW KOPPEKTUPOBKA O3Bl Ipernapara He
Tpebyercs.

l'unomacnuemus

[Tpu neyennn narudutopamu mporonHoi nmomisl (UIIIT) Ha mpoTspkeHNH, 10 KpaliHeH Mepe, 3 MecsIeB
B PEIKHX CiIydasx ObUIM OTMEUYEHBI CIIy4yau KIMHHYECKH MPOSBISIOMEHCS Win OecCHMITOMHON
rUrnoMarHueMud. B OoNbIIMHCTBE cily4aeB 3TH COOOLICHHS NOCTYNAlIM IOCIE TOAa TepamuH.
Cepbe3HbIMH HEXETATeNbHBIMU PEAKIUSAMHU ObUIM TETaHUS, apUTMHUS U CyJOpOTrH. BoJbIIMHCTBY
MalMEeHTOB TpeOOoBaOCh JIEYEHUE THIIOMarHMeMHH, BKJIIOYAIOIIEee 3aMEIICHHEe MarHusi U OTMEHY
tepanuu UIIII. ¥V nmamueHToB, KOTOpble OyAyT MOIyYaTh JIUTEIbHOE JICueHHE padernpa3zoioM HATPHs
nmu koropsle npuHumaror UIIII ¢ npenapatamu, TakUMM Kak JATOKCUH WM IIperapaTaMy, KOTOpbIE
MOTYT BbI3BaTh TUIIOMAarHWeMHUIO (HANpUMEpP, IUYPETUKH), METUIMHCKUE PAOOTHUKU JOJKHBI
KOHTPOJINPOBATh KOHIIEHTPALIMIO MarHus 10 Havana gedenus NI u nepuoanuecku Bo BpeMs JICUEHHUS.
[TanieHTHl HE JOJDKHBI MPHHUMATh OJHOBPEMEHHO ¢ palempas3onioM HaTpHsl JpyrHe CpeicTBa,

CHIDKAIOIINE KUCIOTHOCTh, HarpuMep, 6sokatopsl Hz-pernieniropos nu UIIIT).
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Ilepenomvbl kocmeti

COOTBETCTBYET SKCNEPTHOMY OTUYETY

CornacHo JaHHBIM HAOIOJATEIBHBIX UCCIEIOBAHUNA MOKHO MTPEAIOI0KUTE, uTo Tepanus UIIIT moxer
NPUBECTH K BO3PACTAaHUIO PUCKA IMEpeIoMOB Oefpa, 3amsacTbs WM MO3BOHOYHHMKA, CBSI3aHHBIX C
pa3sBUTHEM OCTEONOPO3a. PUCK BO3SHUKHOBEHUS NEPEIOMOB ObLT YBEJIMYEH y NALIMEHTOB, MOJyYaBIINX
Bbicokue 10361 UIIIT B TeueHue amurensHOro BpeMeHu (Toa u 6osee).

Oonoepemennoe npumenenue pabenpasona ¢ MemompexKcamom

CornacHo IuTepaTypHBIM AaHHBIM, ogHOBpeMeHHbIH mpueM UIIIT ¢ MmeToTpekcarom (Ipexae BCero B
BBICOKHUX J]03aX) MOKET IIPUBECTH K MOBBIIIEHNUIO KOHIIEHTPALMU METOTPEKCcaTa /UM €ro MeTadoIuTa
TMAPOKCUMETOTPEKCATa B CHIBOPOTKE M YBEIWYHUTH IEPUOJ MOJIYBBIBEICHUSA, YTO MOYKET IIPUBECTH K
Pa3BUTHIO TOKCHYECKUX 3¢ ¢pekToB MeroTpekcara. [Ipm He0OOXOAMMOCTH MPUMEHEHHs BBICOKHX 03
METOTpEKcaTa MOXKET ObITh PACCMOTPEHA BO3MOKHOCTh BPEMEHHOT0 Tnpekparienus Teparuu WUIIII.
Clostridium difficile

Tepanust UIIIT MmokeT MpUBOIUTH K BO3PACTAHUIO PUCKA KEITYJOUHO-KAIIESYHBIX HH(PEKITUH, TAKUX KaK
uHbekun, Bei3Bauubie Clostridium difficile.

Ilooocmpas koxcuas kpacuas gonuanxa (IIKKB)

Nwmerotcs coobmienus o ciaydasx [IKKB mpu tepanmuu UIIII. B ciyyae pa3BuTHS KOXHBIX U3MEHEHUH,
0COOEHHO Ha y4YacTKax KOXKH, MOJBEPTIIMXCSI BO3AEHCTBHIO NPAMBIX COJIHEYHBIX Jy4eW, KOTOpbIe
COIIPOBOKAAIOTCS apTPaJTuel, ManueHTy HeoOXOAMMO HEMEIJICHHO OOpaTHThCA 3a MEIUIMHCKON
MOMOIIBI0, MEIUIIUHCKOMY PabOTHHKY CIIEAYyeT pacCMOTpPETh HEOOXOJUMOCTh OTMEHBI pabemnpasoia.
Bosuuknosenue IIKKB npu npenpiaymeit tepanuu MIIIT mMoxeT yBeIWYuTh PUCK BO3HUKHOBEHUS
[TKKB npu npueme apyrux MUIIII.

Kenezucmoie nonunst OHa xcenyoka

HnutensHoe npumenenue HWIIII, Bkmowast pabemnpa3on HaTpusi, IO BCed BHIUMOCTH, CBS3aHO C
MOBBIIICHHBIM PUCKOM BO3HUKHOBEHHUS JKEJIE3UCTBIX IIOJMIIOB JIHA OKEJIyAKa. bOJBIIMHCTBO
KEJIC3UCTHIX MOJIMIOB JIHA XKeyJKa 0ECCUMITOMHBI. Y MAallMEHTOB C KPYMHBIMH WU U3bS3BICHHBIMU
[IOJIN[IAMU  BO3MOKEH PHUCK  JKEIYJOYHO-KHIIEYHBIX KPOBOTEUEHUH WM  TOHKOKHUIIIEYHOU
HenpoxoaumocTH. [1o 3Toil npuunHe 703UpoBKa U MPOAOLKUTENbHOCT Tepanuu UIIIT nomkHb! ObITh
MUHUMAaJIbHBIMHU.

[Tanrentam, npuHUMarouUM npenapat Pabenpaszon-Tesa 1 KpaTKOBPEMEHHOI'O CUMITOMaTHYECKOTO
JIeUYeHHs] TPOSBICHUN TacTpo’3odareanbHoil peduitokcHoit Oonesnu (I'OPB) u  Hespo3uBHOIMA
pedutokcnoit 6oneznu (HOPB) (mampumep, usxoru) 6e3 peuernra, ciaexyer oOpaTUThCS K Bpadyy B
CIIEQYIOIINX CITydasx:

- NPUMEHEHUE CPEACTB Ul CHATHS CUMIITOMOB M3)XOI'M M HapyIIEHUs NHINEBApCHUs B TeueHue 4

Henenn U 0oJee;
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- IIOSABJICHUE HOBBLIX CUMIITOMOB HJIM U3MCHCHUC PAHEC H&6HM]§H}I§£; @IXI\IIEI%FIB%:\I; -lr_IE_IIUI,'Fll/IEQI%bB B

BO3pacte Ooiee 55 ner;

- ClIyyau HEHaMEPEHHOTO YMEHBIIEHUSI MacChl T€Nla, aHEMUH, KDOBOTEUEHUH B JKEITYJOUHO-KHILIEYHOM
TpakTe, qucdaruu, 001U IpU TIOTaHUU, MMOCTOSHHON PBOTHI UM PBOTHI C KPOBBIO M COJIEPKUMBIM
KeNy/Ka, cllydau s3Bbl JKETyJKa WU Omepanuil Ha >KelylKe B aHamHe3e, XKeNTyXu U T.A. (B T.4.
HapyeHne QyHKIHA EUYEeHH U TTOYEK).

[TanuenTsl, JJIMTENBHOE BpEMsl CTPAJAlOIIME€ OT IOBTOPSIIOIIMXCS CHUMITOMOB HapyIICHUS
MUIIEBapeHUs WM U3KOTH, JOJKHBI peryJispHO HaOmoaaThes y Bpada. [lannenTtsl B Bo3pacrte Oosee 55
JIeT, €XKEAHEBHO MPUHUMAIOIIME Oe3pelenTypHble IpenapaTsl Ui CHATHUS CHUMIITOMOB HM3XOTH M
HapyIIeHHs MUIIEBAPEHUS JODKHBI IPOMH(YOPMUPOBATH 00 3TOM CBOETO JIEHaIero Bpaya.

[TaneHTHI HE JOJKHBI IPHHUMATh OJHOBPEMEHHO ¢ mpenaparoMm PabGenpason-Tesa npyrue cpeacrsa,
CHWKAIOIIME KUCIIOTHOCTh, HanmpumMep, 6mokaropsl H2-penenrropos mm UTIII.

[Ipu mpuMeHeHuu Apyrux MpernapaToB MAllMEHTaM CielyeT MPOKOHCYJIbTHPOBATHCS ¢ (hapMaleBTOM
WM BpayoM Iepesl HavyajioM Tepanuu npenapatroM Pabernpason-Tesa, oTryckaeMbIM 0€3 perenrta.
[TareHTHI JOKHBI COOOLIUTH Bpauy INepe] HayalloM MpUMEHeHHs npenapara Pabenpason-Tesa 6e3
penenTa, eCiii UM Ha3Ha4Y€HO dHIOCKOIINYECKOE UCCIIEI0BAHUE.

Cnenyer wu3beratb mnpuema mnpernapata PaGempason-TeBa mepen mNpoBeACHUEM MOYEBHHHOTO
IBIXaTEJIBbHOTO TECTA.

[TaneHTHI C TSHKETBIMU HapyIICHUSIMH (DYHKIIMH TIEYSHH JOJKHBI 00OpaTUTHCS K Bpady Mepe]] HauajaoM
Tepanuu npenaparom PaOempaszon-TeBa, oTmyckaembIM 0e€3 penenta, sl KpaTKOBPEMEHHOTO
CUMITTOMaTH4eCcKOro jJeueHus npossieanii ' OPb u HOPB (manpumep, uzxorn).

4.5. BzaumopgeiicTBHe ¢ [JPYrHMH JIEKAPCTBEHHBIMH NpenmapataMd M JApyrue BHABI
B3aMMOJeHCTBHS

Cucrema muroxpoma P450

PaGemnpazon natpus, kak u apyrue UIIII, meTtabonusupyercs ¢ yuacTueM CUCTeMbI IuToxpoma P450
(CYP450) B meuenu. B uccnenoBanusix in vitro Ha MUKpOCOMaXx MEYCHH Y€IOBEKa OBLIO MMOKA3aHO, YTO
pabenpazon HaTpus metabonuszupyercs uzopepmentamu CYP2C19 u CYP3A4.

HccnenoBanuii ¢ yuactreM 310pOBbIX 100pOBOJIBLIEB OKA3aIH, YTO pabenpaszon HaTpUsl He BCTYIAET B
(hapMaKOKHHETHUECKHE WU KIIMHUYECKU 3HAYMMbIE€ B3aUMOICUCTBHUS C JIEKapCTBEHHBIMH BELIECTBAMH,
KOTOpBIE TaKXXe MeTaboNM3upyroTcs cucteMoil muroxpoma P450 - BapdapuHoM, (EeHHUTOMHOM,
TeopUUIMHOM W JAMazenamMoM (HE3aBUCMMO OT BBICOKOM MM HHU3KOHM AaKTHMBHOCTH (DepMEeHTa,
MeTa0O0JIM3UPYIONIETO Ua3enam).

KOM6I/IHI/IDOB3HHa$I TEpaluia C aHTI/I6aKTeDI/IaJ'IBHBIMI/I npeérnaparaMmu

Bbu10 mpoBeieHo uccae1o0BaHe KOMOMHUPOBAHHON Tepanuu ¢ aHTUOAKTEPHATILHBIMU ITpenaparamu. B

JAHHOM YETBIPEXCTOPOHHEM IEPEKPECTHOM HCCIIEJOBAaHUM IPUHUMAIU ydacTue 16 370pOBBIX

4
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T0OPOBOIIBIIEB, KOTOphIe monyudann 20 mr pabempasoia Hatt 51_',::} QB4 SO ﬁé:, 550 wmr
D D y paGenp Ha 066 M Aok mhad %5

KJIApUTPOMHIIMHA WM KOMOHMHauuio 3Tux Tpex mpenaparoB (PAK — pabemnpa3zon, aMOKCHIIWIIIHH,
knaputpomuninH). Ilokaszarenn «miomaau moa (GpapMaKOKMHETHYECKOH KPHUBOW «KOHILIEHTpALHs-
BpeMs»» (AUC) n makcumanbHOM KOHIEHTPAUH (Cmax) IS KIIAPUTPOMHITMHA M aMOKCHITUIIMHA OBLITH
CXO0XKUMH TIPHU CpaBHEHUH KOMOMHUPOBAaHHOM Tepanuu ¢ MoHoTepanueil. [Tokazarenn AUC u Cmax st
pabemnpa3ona Harpus ysenuumiuch Ha 11% wu 34 % cooTBeTrcTBeHHO, a i 14-TUAPOKCH-
KJIapuTpomurHa (aktuBHOro Metabonuta kaaputpomuninHa) AUC u Crax yBeuumiuch Ha 42 % u 46
% COOTBETCTBEHHO, I KOMOWHUPOBAHHON Tepanmuu B CPaBHEHMHM C MoHoTepanueil. [lanHoe
yBEJIMUEHHUE HKCIO3ULIMHU pademnpaszona HATpus U 14-TUapOKCU-KIApUTPOMULIMHA HE OBLJIO MPU3HAHO
KJIIMHUYECKU 3HAUUMBbIM.

BzauMoielicTBHS BCIEACTBUE I/IHI‘I/I6I/IDOBaHI/I$I CEKPCIHMH XCIIYIJOYHOIro CoKa

PaGenpa3on HaTpusi oOCyIIECTBISIET YCTOWYMBOE M MPOJOJDKUTENBHOE TIOJABICHHE CEKPEeLHH
KeIyJ0YHOro coka. Takum 06pazom, MOXKET MPOUCXOAUTH B3aUMOJICICTBHE C BELIECTBAMH, aOCOpOLIUs
KOTOpBIX 3aBUCHUT 0T pH. [Ipu oqHOBpEeMEeHHOM IIpreMe ¢ pabenpas3oioM HaTpUsl YPOBHU KETOKOHA30J1a
ymensbaoTes Ha 30 %, a ocTaTouHble YPOBHU AUTOKCHUHA yBEIWUUBatOTCs Ha 22 %. CienoBaTelbHoO,
JUIS  HEKOTOPBIX TMAalMEHTOB MOXET NoTpeOoBaThCs HAOMIOACHHE IS pELIeHUs BOIpoca O
HEOOXOUMOCTH KOPPEKTUPOBKU O3Bl TMPU OJHOBPEMEHHOM IpueMe pabenpaszona HaTpus ¢
KETOKOHA30JIOM, TUTOKCHMHOM WM APYTHMHU JIEKQpPCTBEHHBIMH IpemnapaTaMu, a0CopOIHs KOTOPBIX
3aBucUT OT pH.

ATa3zaHaBup

[Ipu onHOBpeMeHnHoM npuemMe atazanaBupa 300 mr/putonaBupa 100 mr ¢ omenpazoniom (40 mr 1 pas B
nenb) unn arazanasupa 400 Mr ¢ marcompaszonom (60 mr 1 pa3 B JeHb) 310pOBBIMH TOOPOBOIBIIAMH
HaAOJI0AaI0Ch CYIIECTBEHHOE CHM)KEHUE SKCIIO3UIMU aTa3aHaBupa. AGcopOuus arazaHaBUpa 3aBUCHT
or pH. XoTs ogHOBpeMEHHBI TPHUEM C padempa30ioM HATPUS HE H3YydasCs, CXOXKHE pPe3yJbTaThl
oxxkunaroTcs taxke s npyrux WIII. Takum oOGpa3om, HE PEeKOMEHIYETCs OQHOBPEMEHHBIM MPUEM
atazanaBupa ¢ UIIII, Bxarogast pabenpa3zou.

AHTaIMIHEBIE CPENCTBA

B knuHHMUYECKHX HCCIEeNOBaHUSIX aHTALUUIHBIE CPEICTBAa NMPUMEHSUIMCh COBMECTHO C pabempa3ojioM
HaTpus. KnuHuyecku 3HaunMBble B3auMOIEHCTBUS pabenpa3oa HaTpus ¢ rejieM TAPOKCUAA ATFOMUHUS
WJIH C THAPOKCHIOM MarHusl He HaOIIOAaUCh.

[Ipuem nunwm

B xnmHHYecKkoM HccieoBaHUU B X0Je TpueMa palernpaszoiia HaTpus ¢ 00eTHEHHOW KUpaMU MUIIEH
KJIMHAYECKH 3HAYMMBIX B3aWMOJICWCTBHI He HaOmoganock. Ilpuem pabempaszona HaTpus
OJTHOBPEMEHHO ¢ 000TalleHHOW JKUpaMH TUIIEH MOXKET 3aMEIITUTh €r0 BCachIBaHUE 710 4 4acoB u OoJiee,

onHako AUC u Cpnax He U3MEHSIOTCS.
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Luknocnopun (MOCNEOCQBATENEHOCTE 0004)

DKCIIEpUMEHTEHI i Vitro ¢ UCIOJIb30BAaHMEM MUKPOCOM IE€YEHU YeNIOBEeKa MOKa3ajH, YTO padernpazoln
HaATpusl HHTHOUpyeT MeTabonu3Mm mukiocnopuna ¢ ICsp 62 MKMOJIB/JI, TO €CTh B KOHLEHTpaluu, B 50
pa3 npesbimaoneil Cmax 119 3A0POBBIX 100poBOJbIEB Mocie 14 nueit npuema 20 mr pabemnpasona.
CreneHb MHTHOMPOBAHUS CX0XKa C TAKOBOW I OMENPa3ojia B SKBUBAJICHTHON KOHIIEHTPAIIUH.
Merorpekcar

CornacHo JaHHBIM COOOIICHHW O KIIMHUYECKUX CIIy4asx, OMyOIMKOBaHHBIX (DapMaKOKMHETHYECKUX
UCCIIEIOBAaHUM M PETPOCHEKTUBHBIX aHAJIM30B MOXKHO IPEANOJIOKUTH, YTO OJHOBPEMEHHBIH MpHEM
UIIT wm wmetorpekcara (TpeXae BCErO B BBICOKMX J103aX) MOXET TMPUBECTH K IMOBBIIMICHHUIO
KOHIIGHTPALIMU METOTpEeKcaTa W/WIM €ro MerabonuTa TMAPOKCHMETOTpPEeKcaTa M YBEJIUYHUTh MEPUOJ
IOJIyBbIBeleHUsI. TeM He MeHee, CIEeLUalbHBIX HCCIIEI0BAaHUI JIEKAPCTBEHHOI'O B3aMMOACHCTBUS
Metotpekcata u UIIIT He mpoBoauocs.

Knonunorpen

OnHOBpeMEHHOE TPUMEHEHHE paderpa3oiia U KJIOMUI0Tpea Y 310pOBBIX JOOPOBOJIBIIEB HE OKa3bIBAIO
KIIMHUYECKH 3HAYMMOTO BIMSHHS Ha JKCHO3UIMI0 aKTHMBHOTO MeTafonuTa kiomuaorpena. [lpu
OJIHOBPEMEHHOM MPUMEHEHHH C OA00PEHHOI 0301 pabemnpas3oia KOppeKLIHs J03bl KIOMUAO0rpesa He
Tpedyercs.

Bimsiaue Ha pe3yabpTaThl 1a00paTOPHBIX UCCIEIOBAHUN

IIpumenenne UIIII npuBOAUT K CHMKEHUIO KUCIOTHOCTH JKEIIyJOYHOI'O COKA, YTO MOXKET IPUBECTU K
yYBEITUYEHUIO cosiepkanust xpomorpannHa A (CgA) B cbIBOpoTKe KpoBU. [loBbIieHHBIN ypoBeHh CZA
MOKET NPHUBECTH K OLIMOOYHON HMHTEpPHpETaluu pPe3yJbTaToB JaOOPAaTOPHBIX HCCIENIOBaHUI Ha
HAJIMYME HEHpPOIHJOKPUHHOM omyxonu. Bo wn3bexxaHue 3TOro BIMSHUS, NPUMEHEHHE Ipernapara
PaGenpazon-TeBa momKHO OBITH BPEMEHHO MPEKpAIIEHO, 1O KpaliHed mepe, 3a 14 mHel 1m0 OleHKH
ypoBHs CgA. IloBTOpeHHe Tecta ClaeayeT pacCMOTPETh B Cilydae, €Clid HUCXOAHBIM ypoBeHb CgA
SIBJISIETCS] BBICOKUM.

B3auMoericTBHUE ¢ aJIKOTOJIEM

Bo Bpems npuema npenapara PaGenpazon-TeBa cienyer HCKIIOYUTD YIIOTPEOICHUE aJIKOTOJIA.

4.6 DepTUIBHOCTD, 0ePEMEHHOCTD U JIAKTALMUS

bepemeHHOCTB

JlaHHBIE O TPUMEHEHHHU padernpa3zoiia y OepeMeHHBIX KEHIUH OTCYTCTBYIOT.

HccnenoBanuss penpoayKTUBHOCTH TOKCHUYHOCTH Ha KpPBICAX U KPOJIMKaX HE CBHUIETEILCTBYIOT O
HINYUM PENpPOTyKTUBHOM TOKCHYHOCTH; OJHAKO y KpBIC B HEOOJBIIMX KOJMYECTBAX pabempazol
IIPOHMKAET Yepe3 IUIalleHTapHbIi Oapbep.

[Ipenapar PaGenpazon-TeBa He crneayeT NpUMEHSATh MpU OEPEeMEHHOCTH 33 MCKIIIOUYCHHEM CIIy4aesB,

KOTJIa 0KUJaeMbIi MOJIOKUTENBHBIN 3P EKT I MaTepH MPEeBOCXOAUT BO3MOXKHBIM Bpel s IO,
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HewusBecTHo, BbLAETsIeTCS M pabenpasoll ¢ TPYJHBIM MOJIOKOM. COOTBETCTBYIOILINE UCCIICAOBAHUS Y
KOPMSIIIHX JKEHIIMH He MPOBOIMINCE. BmecTe ¢ Tem pabernpa3oi 0OHapyKeH B MOJIOKE JIAKTUPYIOLIIX
KpbIC, mo3TOMY TpenapaT Pabemnpa3zon-TeBa Henb3st Ha3HAYATh KOPMSALIUM >KEHIIIHAM.

4.7 Biausinue Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMU CpPeACTBAMHM H PadoTarbh ¢
MeXaHU3MaMH

Hcxons u3 ocobeHHocTelt (hapMakoAMHAMUKHU pabenpa3oiia u ero Npopuiis HexenaTeIbHbIX SBICHHH,
MaJOBEpPOATHO, 4TO mpemnapar Pabemnpazon-TeBa oka3bIBaeT BIMSHHE Ha CIIOCOOHOCTH YIPABIISThH
TPAHCIOPTHBIMU CpEICTBaMU U MexaHu3MaMu. OJHaKo B ciyyae MOSIBICHUS COHJIMBOCTU WIIU
TOJIOBOKPY>KEHUS, CIeyeT U30eraTb STUX BHIOB ACSITEILHOCTH.

4.8. HexenarenbHble peakuu

Pesrome mpoduiist 6esonacHOCTH

Hcxons u3 ombiTa KIMHUYECKUX HCCIEJOBAHUM MOKHO CHENaTh BBIBOJA, YTO pabernpa3osl OOBIYHO
XOpOIIIo MepeHocuTes manuentamu. Hexxenatensubie peakuuu (HP) B 11emom c1abo BeIpaKEHHBIE WIH
YMEpEHHBIE U HOCAT MPEXOSAIINN XapaKTep.

[Tpu mpueme padenpazosia B X0e KIMHUISCKUX UCCIEAOBAaHUN oTMeUanuch cienytome HP: romosHas
001b, 007b B JKHUBOTE, AHMApes, METEOPU3M, 3alop, CYyXOCTb BO PTY, T'OJOBOKPY>KEHHUE, CHIlb,
nepudepuyecKrii OTeK.

Pe3romMe HexenaTenbHBIX PEAKIINi

Hescenamenvhuvle peaxyuu npedcmasienvl ¢ COOMEEMCMEUU C NOPANCEHUEM CUCHEMHO-OP2AHHBIX
KAACCO8 8 NOCIe008aMeNbHOCHU MEOUYUHCKO20 CILOBAPS OIS HOPMAMUBHO-NPABOBOU OesimeIbHOCMU
(MedDRA). Yacmoma 803HUKHOBEHUSL HENHCENAMENbHbIX PeaKyull Onpeoensiiacb 8 COOMeemcmaun co
credyiowell epadayueti: ouenv yacmo (=1/10), yvacmo (=1/100, no <1/10), neuacmo (=1/1 000, no
<1/100), peoxo (=1/10 000, no <I1/1 000), ouenv peoxo (<I1/10 000), yacmoma Heuzgecmua (Ha
OCHOBAHUU UMEIOWUXCS OAHHBIX OYEHUNb HeB03MONCHO).

Hapywenus co cmoponvt kposu u jaumgpamuueckon cucmemsl: PEIKO — TPOMOOIUTONCHUS,
HEUTPOIICHUS, JICUKOIICHHUS.

Hapywenus co cmopoHbl uMMyHHOU cucmemspl: PEIKO — OCTPBIE CHCTEMHBIC aJUIEPTHYECKUE PEaKIUH.

Hapywenus memabonuzma u numanus: penKko — THATIOMarHAEMHUSI.

Hapywenus co cmoponuvl newenu u scenuesvi800sauux nymeii. TOBBIIICHHE aKTUBHOCTH MEYEHOYHBIX
(EepMEHTOB; PEJIKO — TEMAaTHUT, KEATyXa, IeueHOYHAs dHIIe(aTonaTus.

Hapywenus co cmoponbl Kodicu 1 ROOKOINCHBIX MKAHel: PEIKO — OyIIe3HbIE BRICHITIAHHS, KPAITMBHUIIA,
OYCHb PEIKO — MyJbTU(OPMHAs SpHUTEMA, TOKCHYESCKHHA SIHICPMalbHBI HEKPOJIH3, CHUHAPOM

CruBeHca-/[>xoHCOHA.
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Hapywenus co cmoponbl mvliueuHol, ckenemHou u coeauﬁﬂmmﬁ% }%KJFEAJED%MOT—" THS,

apTparusi.
Hapywenus co cmopoHbl nouek u mMouesblgoOawjux nymeu: OY€Hb PEIKO — HHTEPCTHUIMAIBHBIN
HedpHT', yacTOTa HEU3BECTHA — SPEKTUIbHAS AUCHYHKIIHS.

Hapywenus co cmoponvl penpooykmusHou cucmemvl U MOJIOYHBIX Jcene3: OYEHb PEaKo —
TUHEKOMACTHS.

Jlabopamopnvie u uncmpymenmanvhvie 0anHble: U3MEHEHUH APYruX 1abOpaTOpPHBIX MOKa3aTenel B
XoJie IpuemMa paderpasosa HaTpusi He HaOI01a10Ch.

Ipumeuanue: ' — Tlpm npumenenun WIIII MOXeT TOBBIIIATECS PHCK PA3BUTUS  OCTPOTO
TyOyJIOMHTEPCTUIIMANBHOTO Hepputra (C BO3MOXKHBIM  TPOTPECCHUPOBAHMEM 1O  TOYEHHOMN

HEJIOCTaTOYHOCTH).

Onucanue OTAEILHEIX HEXKETATENbHBIX PEAKIIUNI

CoracHO TaHHBIM TOCTMAPKETHHTOBBIX HaOmoaeHu# npu npueme NI Bo3MOXKHO yBETHYCHHE PUCKA
BO3HUKHOBEHHUS IE€PEIOMOB, MOJOCTPON KOXKHOW KPAaCHOM BOJNYAaHKHM U JKEIE3UCTBIX IIOJMIIOB JHA
xemyaka (cMm. pasgen 4.4). 3aperucTpupoBaHbBl pEAKWE CIIydaW TEUEeHOYHOW HHiedanomnatuu y
MallUEHTOB C LUPPO30OM.

COO6I.H€HI/IG 0 IMOA03PEBACMBIX HEXKECIATCIbHBIX PCAKIINAX

BaxxHo coo01mars 0 moao3peBaeMbIX HEXKeIaTeNbHBIX PeaKIHsIX MOCIe PETUCTPALUU JICKAPCTBEHHOTO
mpermapaTra ¢ IeNbi0 00eCredeHHss HEMpPEephIBHOTO MOHHTOPHHTA COOTHOIICHUS «IIONb3a — PHCK»
JIEKApCTBEHHOTO Tpenapara. MeIUIMHCKUM paOOTHUKAM PEKOMEHAYETCsS COooO0IIaTh O JIF0OBIX
M10/1I03PEBAEMBIX HEXKEIATEeNIbHBIX pEeaKLUAX JIEKapCTBEHHOTO IIpernapaTa uepe3 HalluOHATbHbIE CUCTEMBI
COOOIIIEHUS O HEXKENATEIbHBIX PEAKIIUIX TOCYapCTB-WIeHOB EBpazniickoro "KOHOMHUYECKOTO CO03a.
Poccuiickas @enepanus

®denepanpHas cayx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBraanzop)

109012, r. Mocksa, CraBsiHCKas mIowaap, 1. 4, crp. 1

Tenedon: +7 (800) 550-99-03

OnexrponHas noyra: pharm@roszdravnadzor.gov.ru

Caiit B HHGOPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTH «MHTepHeT»: https://roszdravnadzor.gov.ru/

4.9. Ilepexo3upoBka

CuMOTOMBI

JlaHHBIE 0 HAMEPEHHOM WX CIIy4allHOM NEPEeI03UPOBKE MUHUMAIIbHBI.
CrydaeB TsDKEJIOH TIepe1o3upOBKH paderpa3oioM He ObIO OTMEUCHO.
Jleuenune

Crenuduueckuii aHTUIOT HEM3BECTEH.

Pabernpa301 XopoI11o CBsI3bIBaETCs ¢ O€IKaMH IJI1a3Mbl KPOBH M IIOATOMY CJ1a00 BHIBOJIUTCS P AUATIH3E.
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5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1 dapMakoIUHAMUYECKHE CBOIICTBA

dapmakoTepaneBTHYECKas TPyIIa: CPEeAcTBa I JICUECHUS KHCIOTO3aBUCHUMBIX 3a00JIeBaHUIA;
MIPOTUBOSI3BEHHBIE CPEICTBA W CPEACTBA JUIsl JIEUeHHs ractpodzodareanbHol pedItoKCHON Oose3HH
(I'OPB); “HrUOUTOPBI TPOTOHHOT'O HAcOCA.

Kon ATX: A02BC04.

MexaHusM aeiictsus, hapMakoauHamMuyeckue d¢GGeKThl

Pabernpa3on HaTpusi OTHOCUTCS K KJIacCy aHTHCEKPETOPHBIX BELECTB, MPOU3BOIHBIX OCH3MMHUIA3071a.
PaGenpason HaTpusi MHrHOMpyeT akTUBHOCTH (epmenta H/K'AT®-asel (IpoTOHHAs MOMIA) Ha
CEKPETOPHOM MOBEPXHOCTU MAapUETAIBHBIX KIETOK JKeJIyAKa, OJOKUPYS TEM CaMbIM 3aKIIOYUTEIbHYIO
CTAaJHUI0 NPOAYKIMH KUCIOTHL. J{aHHBIN Y3PPEKT SIBIAETCS 10303aBUCUMBIM U IIPUBOJAUT K IOJABJICHUIO
Kak 0a3aJbHOMU, TaK M CTUMYJIUPYEMOH CeKpeLiy KHCIOThI, HE3aBUCUMO OT pasapaxurens. Pabenpazon
HaTpusi He 0O0JaJaeT aHTUXOJIMHEPTMYECKMMH CBOMCTBaMH W aHTaroHmsmMom K Ha-penentopam
TMCTAMHUHA.

Kimmanueckast 3 dhekTUBHOCTE ¥ 0€30I1aCHOCTD

Anmucexkpemopnoe oeticmeue

[Tocne mpuema BHyTpb 20 Mr pabenpazoia HATPUsl AHTUCEKPETOPHBIN 3((HEeKT pa3BUBACTCS B TCUCHUE
yaca. YTHeTeHHE 0a3abHON U CTUMYJIHUPYEMOU CEKPEIMU KUCIOTHI Yepe3 23 4 mocie npuemMa rnepBou
1036l pabemnpasoina HaTpus coctaBisieT 69 % u 82 % cooTBETCTBEHHO, U MPOAOKAETCS 10 48 4acoB.
Takasi mpOIOIKUTENBHOCTH (PapMaKOAMHAMHYECKOTO TEHCTBUS HAMHOTO TPEBHIIIAET MPEACKa3yeMoe
no nepuoty nonysbiBeaeHus (T1/2), KOTOpbIi cocTaisieT mpumepHo 1 4. JlanHbIH AP PEeKT MOKET OBITh
OOBACHEH CBA3BIBAHMEM JIeKapcTBeHHOro BemectBa ¢ HY/K'AT®-a30if mapueTanbHBIX KIETOK
xenyaka. Benmnuumna wuHruOupyromiero aeictBusi pabempaszona HATPUS HA CEKPELMIO KHUCIOTHI
JIOCTUraeT IJIaTO MOCJe TpexX AHEH mpuema mpernaparta, NpU MPEKPALIEHUU MpUEMa CEKPEeTOpHas
AKTUBHOCTbh BOCCTAHABJIMBAETCS B TeUeHUE 1-2 nHEM.

Brusnue na yposenv cacmpuna 6 nnazme kposu

B xone knmuHnYecKux uccienoBannuid naueHTsl npuHuMan 10 nmm 20 Mr pabenpa3zoia HaTpHs B CyTKH
MpU MPOAOCKUTENIBHOCTU JieueHus a0 43 MecsueB. B Hawane tepanuum (mepBble 2-8 HeEAeIb)
pabernpa3oysioM HaTpusi KOHIICHTpAIUsl racTpMHA B TUIa3ME€ KPOBH YBEIWYHBAIACH, YTO OTPAXKAET
MHTHOUpYIOIllee BIMSHUE HA CEKPELMIO COJITHON KUCIOThl. KOHIeHTpalys racTpiHa BOo3Bpalaiach K
MCXOJHOMY YPOBHIO OOBIYHO B T€UeHUE 1-2 Hellenb Mocie MpeKpalieHus Tepanuu.

Brusnue na sumepoxpomagppurnonodobnuvie knemxu
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MOJyYaBIIUX palenpa3osl HATpHUS WIM Tpernapar CpaBHEHHS B TeUeHHE 8 Helelb, HE BBISBUIIO
YCTOMUMBBIX HM3MEHEHUII B MOP(OJIOTHUECKON CTPYKType 3HTEepoxpoMadGUHOMOTOOHBIX KIETOK,
CTETIEHU BBIPAXKEHHOCTH TacTpUTa, YaCTOTE€ pa3BUTHUS AaTPOPHUUECKOro TacTpUTa, KHUIIEYHOU
MeTaIljIa3uy WK pacupocTpaneHHocTH uHbekuun Helicobacter pylori.

B uccnenoBanuu ¢ yuactuem 6osee 400 manueHToB, noxy4aBmux pademnpazon Hatpus 10 wmu 20 mr 1
pa3 B J€Hb MPOAOJDKUTEIBHOCTHIO 0 | roaa, yacToTa rUmepruia3uu Oblla HU3KOW M CPaBHUMOU C
TaKoBOM utsi omemnpaszona B jgo3e 20 mr B aeHb. He ObLIO 3aperucTpupoBaHO HU OIHOTO Cydas
a/ICHOMAaTO3HBIX U3MEHEHHUH UM KapLIMHOUIHBIX OIYXOJei, HaOII0AaBIINXCSl Y KPBIC.

Hpyeue 2¢hghexmut

Cuctemusbie 3¢ ¢exTsl padenpasoia HaTpHUs B OTHOIICHUH IIEHTPAJIbHONH HEPBHOW CHCTEMBI, CEpACYHO-
COCYAMCTOM WUJTH JIbIXaTEIbHON CUCTEM JI0 HACTOSIIIIEr0 MOMEHTa He 0OHapy KeHbl. bblTo oKazaHo, 4To
pabenpa3ost HaTpusl TIpH TiepopaibHOM npueMe 20 Mr 1 pa3 B JieHb B TeUEHHE 2 HENETb HE OKa3hIBACT
BIMSIHUA Ha (DYHKIMIO IIUTOBHUIHON Kee3bl, MeTabOIU3M YTJIEBOAOB, a TAaK)XEe Ha KOHIICHTpAllUU B
KpOBH IapaTHPEOUHOTO TOPMOHA, KOPTU30JI1a, ICTPOT€HOB, TECTOCTEPOHA, MPOJIAKTUHA, IJIIOKAaroHa,
(b OITMKYIOCTUMYJIHPYIOIIETO TOPMOHA, JIOTEMHU3UPYIOLIEr0 TOpPMOHA, PEHHHA, albJO0CTEpOHA U
COMAaTOTPONHHA.

5.2 dapMaKOKHHETHYECKUE CBOIICTBA

BcackiBanue

Pa6enpazon HaTpus ObICTPO BCachIBA€TCS U3 KUILIEYHHUKA, M €70 MaKCUMaJIbHas KOHIIEHTPALUs B IUIa3Me
(Cmax) mocturaeTcst mpuMepHO depe3 3,5 1 nmocne npuema 10361 20 mr. U3menenne Cmax ¥ 3HAYCHHUI
oA 1o (hapMaKOKMHETHUYECKONH KpUBOM «koHIeHTpauusa-BpeMs» (AUC) pabGemnpazona HaTpus
HOCAT JIMHEHHBIA XapakTep B auamazoHe 103 oT 10 mo 40 mr. AGcomoTHas OMOAOCTYITHOCTh MOCIHE
nepopanbHoro npuema 20 mr (1o CpaBHEHHUIO ¢ BHYTPUBEHHBIM BBEICHHEM) COCTABIISIET OKOJIO 52 %,
KpOMe TOro OMOJOCTYMHOCTh HE M3MEHSAETCS NMPHU MHOTOKpAaTHOM IpHeMme pabempasona HaTpus. Y
3JI0POBBIX JOOPOBOJIBIIEB MEPHO/ MOJTYBBIBEACHHUS U3 TUIa3MbI COCTaBIsET OKouo 1 4 (Bapbupys ot 0,7
no 1,5 4), a cymMMapHbBId KIMPEHC COCTaBISeT 3,8 MI/MUH/KT. Y TAIMEHTOB C XPOHUYECKUM
nopaxenueMm neueHu AUC yBennueHa BIBOE MO CPaBHEHHUIO CO 30POBBIMU JOOPOBOJBIIAMH, YTO
CBUJETEIBCTBYET O CHIKEHHUH METa0OJM3Ma MEPBOr0 MPOXOXKACHUS, a MEepUOJ IMOTyBBIBEICHUS U3
IUTa3Mbl yBEJIMYEH B 2-3 pa3a. Hu Bpems nprema npenapata, HU COITyTCTBYIOIIUI IPHEM aHTAIUI0B HE
BIMSIOT Ha alcopOuumio pabempazona Harpus. llpumem mnpemapara ¢ >KUpHOM mUIIEH 3ameseT
abcopOruio pabernpasona HaTpus Ha 4 4 u Oosee, 0gHAKO Cmax M CTENEHb aOCOPOIMU OCTAIOTCS
HEU3MEHHBIMH.

Pacnpenenenue

V yenoBeka CTCIEHb CBA3BIBAHUS C OCIIKAMH IJIa3Mbl COCTABIISIET 0KOJI0 97 %.

10
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MeTaloJM3M U BBIBEICHUE

PabGenpason Hartpus MeTaOOMU3UpPyeTCs B OpraHM3Me ABYMs NYTSMH. 3HAuUTENIbHas €ro 4YacTh
METa0OMM3UPYETCd  CUCTEMHO HE()EepPMEHTAaTHBHBIM IyTeM ¢ 0Opa3oBaHHEM THO3()UPHBIX
MPOU3BOAHBIX. Pabenpa3on HaTpus TaKke METaOONM3HPYeTCs B TEUYEHU MPH YYACTHH CHCTEMBI
nutoxpoma P450, a umenno umzodepmentoB CYP2C19 u CYP3A4. OcHOBHBIMH MeTabOIUTAMU
apnsitorest Tuodup (M1) u kapboHoBas kuciota (M6), a BTOPOCTENIEHHBIMHU, HAONIOJAEMBIMH B
HE3HAYUTENIbHBIX KOHIIEHTpalusaX, — cyiabpon (M2), nmecmerun-tuoddup (M4) u KoHBIOTAT
MEPKanTypoBOM KUCIOTHI (M5).

[Tocne omHOKpaTHOro mpuema BHYTph 20 Mr '*C-meueHoro paGempasona HaTpusl 370pPOBBIMH
no6poBobIaMu 0koi1o 90 % pabernpas3osa HATPHs BEIBOAUTCS OYKAMU IITABHBIM 00pa3oM B BUJIE IBYX
MeTtabonmutoB: M5 u M6, a Ttakke B GopMmMe ABYX HEM3BECTHBIX MeTa0onuToB. OcTaBIIascs 4acTh
MIPUHATOTO pabenpa3oia HaTpust BEIBOJAUTCS Yepe3 KuieuyHukK. CymMMapHOoe BhIBEJCHUE COCTaBseT 99,8
%.

dapMaKOKMHETHKA Y 0COOBIX T'PYIIII ITAaIIMCHTOB

TepmunanvHas cmaous NOYeYHOU HedOCMAamo4HOCMU

VY manueHToB €O CTAOWJIBHOM TOYEYHOW HEJOCTAaTOYHOCTHIO B TEPMHUHAIBHOW CTaIWH, KOTOPHIM
HEOOXOUM TOJICP)KUBAIOIINI reMoananu3 (KIMpeHce KpeatnHuHa <5 mur/mun/1,73 M2), BBIBEJICHUE
paberpa3oia HaTpHs CX0XKE ¢ TAKOBBIM i 3A0POBBIX 100pOBOIBIEB. AUC u Cmax Yy 9TUX MAIIUEHTOB
ObuM IpUMeEpHO Ha 35 % HuXKe, 4YeM y 3/10poBBIX 100poBoibleB. B cpennem Ti, pabenpasona HaTpust
coctaBysut 0,82 4 y 3m0poBBIX 100poBOJIbIEB, 0,95 4 — y manueHToB BO BpeMs remMoauanu3a u 3,6 4
nocie remoauanusa. KimpeHc palemnpas3ona HaTpusi y MalMeHTOB C 3a00J€BaHUSIMH IOYEK,
HYXKJAIOUMXCSd B TeMoAWanu3e, ObUT MPUOMU3UTENBHO B JBa pas3a BBINIE, YeM Y 3I0POBBIX
TO0OPOBOJIBIIEB.

Xponuueckuti KOMneHCcUpoOB8arHHvll YUppo3

[TarueHTH! ¢ XPOHUYECKUM KOMIIEHCHUPOBAHHBIM LIUPPO30M IMEUYEHH XOPOIIO MEPEHOCAT padenpason
HaTpus B 03¢ 20 Mr 1 pa3 B neHb, xoTst AUC yaBoeHa U Cmax yBenmdeHa Ha 50 % 1o cpaBHEHHIO CO
3JI0POBBIMH JOOPOBOJIBIIAMH.

Toocunvie nayuenmol

VY NOXWUIIBIX TAIMEHTOB SJIMMUHALMS pademnpa3oyia HATPUs HECKOJBKO 3ameiieHa. [locie 7 mHei
npuema pabdenpaszona Hatpus o 20 mr 1 pa3 B aenp y noxuisix jui AUC Obuta mpuMepHO BABOE
6ounpie, a Cmax OBBIIIEHA HAa 60 % 10 CPABHEHUIO C MOJIO/IBIMH.

Tonumopgpuszm uzopepmenma CYP2C19

VY «memienasix MetabonmzaTopoB» 1o uzopepmenty CYP2C19 nocne 7 gHelt mpuema pabempasosia
HaTpus B o3¢ 20 mr 1 pa3 B genp AUC yBennuuBanace B 1,9 pa3, a Ti2— B 1,6 pa3 no cpaBHEHHIO €

TEMH XKe MapaMeTpaMu y «OBICTPHIX META00IU3aTOPOBY, B TO BpeMs Kak Cmax yBenumunBanack Ha 40 %.
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6. ®APMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepeueHb BCIOMOraTebHBIX BElIECTB

Slapo TadieTku:

noBuoH (K-29/32),

TUAPOKCUIIPONUIIIEIUTI0N03a HUu3Ko3amelenHas (LH21),
MarHus OKCHUJI JIETKHH,

MaHHHUTOJI,

MarHus cTeapar;

O6onouKa:

STHIIEIIIION03Aa,

MarHus OKCHJI JICTKHIA;

KumiegynopactBopuMas 000109Ka:

METaKpWJIOBOM KHUCIIOTBl U 3TWIAaKTWiIaTa conosmMep, 30 % aucnepcus (MeTakpuioBas KHCIOTa U

STUIIAKpUIIATa COMOJIUMeEp, rnonucopo6ar-80, HaTpus Jaypuicyibdar),

MPOIUJICHTJTUKOJIb,
KpacuTenb xene3a okcu kpacHsiid (E 172),

KpacuTenb xkene3a okcua sxentoii (E 172),

tutana quokeua (E 171),

TaJbK.

6.2. HecoBmecTuMOCTH

He nmpumenumo.

6.3. Cpok rogHocTu (CpoOK XpaHeHUs1)

2 ropa.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUH
XpaHuTh Npu TEMIepaType He Bbiie 25 °C.

6.5. Xapakrep M cofep:kaHHe NEPBUYHONH YIIAKOBKH

[To 7 TabneTok B GiucTepsl M3 KomOMHUpOoBaHHOTO MaTepuana OITA/An/TIBX/antoMmuaneBoit ¢osbru;

no 2 unn 4 Gnucrepa BMECTE C JUCTKOM-BKJIAJBIIIEM B KAPTOHHYIO MayKy C KOHTPOJIEM MEPBOIO

BCKPBITHS.

6.6. OcoOble MepbI NPEJOCTOPOKHOCTH IPH YHHUYTOKEHUH MCI0/Ib30BAHHOI0 J1eKAPCTBEHHOI 0

npenapara ujiM 0TX0J10B, MOJTy4YeHHBIX N0c/Ie IPUMEHEHUs] JTeKaAPpCTBEHHOr 0 Npenapara v Apyrue

MAHMIYJISIIHMH € MpenapaTom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 04.02.2026 N= 1302

7. TIEPYKATEJb PETUCTPAIIMOHHOTO YOCTOBEPE s~ B4 TENBHDLTE D004)

N3panis

Tesa @apmanesruueckue [Ipennpusatus Jlta.

124 1sopa A-Hesua Cr., Tens-ABuB 6944020, U3paumns

7.1. llpencraBuTeb AepKaTesis PeruCTPAIMOHHOTO YA0CTOBEPEeHUA

[IpereH3un norpedbuUTeseil caeayeT HauopaBiIsaTh [0 AIPECY:

Poccuiickas @enepanus

00O «TeBa»

115054, Mocksa, yi. Banosas, 35

Ten.: +7 (495) 644 22 34

Anpec 37eKTpoHHOM mouThl: info@teva.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA MTEPBUYHOI PETUCTPALIIVHU (IIOATBEPKIEHNSI PETUCTPAILINH,
MEPEPETMCTPALIMN)

JlaTa repBoii perucTpanmu:

10. JATA IEPECMOTPA TEKCTA

OOmrast  xapakTepucTHKa  JIGKQpCTBEHHOro  mperapata  PaOempason-TeBa  goctymHa — Ha
nH()OpPMAIMOHHOM  TIOpTasie  EBpa3suiiCKOro  SKOHOMHYECKOTO COor3a B HH(POPMAIMOHHO-

KOMMYHUKaImonHo# cetu «uTepHeT» http://eec.eacunion.org/
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