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(NMOCNEOOBATENEHOCTE 0002)

OBILIASA XAPAKTEPUCTHKA JIEKAPCTBEHHOI'O ITPEITAPATA

HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPETTAPATA

I"actudop, 100 mr, TaGIETKH, TOKPHITHIE TUICHOYHOW 000JIOUKOA.

KAUYECTBEHHBIN 1 KOJTUMYECTBEHHBIN COCTAB

JleiicTBytOIIEE BEIIECTBO: peOaAMUIIHI.
Kaxxnas tabnetka comepxut 100 mr pedbamunua.
[TonHbIl TepeyeHb BCIIOMOTaTEIbHbBIX BEIIECTB MPUBEAEH B pasnene 6.1.

JIJEKAPCTBEHHAS ®OPMA

TalneTku, MOKPBITHIE TNICHOYHOH 000I0UKOH.
Kpyrible 1BOSIKOBBITYKIIbIE TaOIETKH, MOKPHITHIE MICHOYHON 000JI0YKOM OEoro WM MouTH
OeJIoro 1BeTa.

KIMHNYECKHUE JAHHBIE

IToxa3aHus K IPUMEHEHUIO

[Ipenapar T'actudop mpuMeHseTcs y B3pOCIBIX B Bo3pacte oT 18 5eT mo ciexyromum

MOKA3aHUSM:

— s3BEHHAas 00JIe3Hb HKETyIKa;

— XPOHHMYECKHUH TaCTPUT C MOBBIIIEHHON KUCIO0TOOOpasyromen QpyHKImen xemyaka B CTaauu
obocTpeHus;

— 3PO3UBHBIN rACTPHUT;

— MpenoTBpallleHUE BO3HUKHOBEHMSI MOBPEXKACHUN CIM3UCTON 000J0uKHM Ha (oHE Mmpuema
HECTEPOMIHBIX IPOTUBOBOCTIANUTENBHBIX NpenapaTos (HIIBII).

Mo3KeT NCIOIB30BATHCS B COCTaBE KOMOMHUPOBAHHOM Teparuu.

Pe:xxuM 103upoBaHMsA M CIOCO0 MPUMEHEHHS

Pexxum 1o3upoBanus

[Ipenapar Ha3zHauatot mo 1 Ttabnerke 3 pa3a B CyTKH (YTpOM, B 00€1 M BEYEPOM HIIH YTPOM,
BEYEpPOM U Iepe]i CHOM, B COOTBETCTBUU C 00pa30M >KM3HU MALUEHTA).

Kypc neuenus cocraBnser 2—4 Henenau, B cilydyae HEOOXOIMMOCTH MOXET OBITh MPOAJIEH 0

8 Henensb.

[Ipenapar He 001amaeT 0COOCHHOCTAMU JACHCTBHS IIPH MIEPBOM MPUEME WM TIPU €r0 OTMEHE.
[Ipu mpomycke mpueMa OJHON J03bI HEOOXOAMMO MPHUHSATH CIEIYIOIIYIO 103y Ipernapara B
YCTaHOBJIEHHOE BpeMs, HE CIeAyeT IPUHUMATh YABOSHHYIO 103y IIperapara.

Oco0ble rPYMITBI MAMEHTOB

Tayuenmoi nodicunozo 603pacma

[lpy mepBoM mpHeMe BO3MOXXHO BO3HUKHOBCHHE TIOBBIICHHONH YYBCTBUTEIBLHOCTH K
npenapary (cm. pazaen 4.4.).
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eTH
be3onacHocTh u 3pheKTHBHOCTh MPUMEHEHUST peOdaMunuaa y AeTe B Bo3pacTe 10 18 et He
yCTaHOBJICHBI. /[lJaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

BHyTpb, 3an1Bas HEOOJIBIINM KOJIUMYECTBOM KHJIKOCTH.

IIporuBonokasanus

— TUIEPUYYBCTBUTEIBHOCTh K pebaMHUMMIy WIM K JIOOOMY M3 BCIIOMOTaTENbHBIX BELIECTB,
NIEPEUUCIICHHBIX B pazzene 6.1.;

— OepeMeHHOCTb;

— [EepHUoJ JAKTalWH;

— JIeTCKHI Bo3pacT 1o 18 jer.

Oco0ble ykazaHusi H Mepbl IPEAOCTOPOKHOCTH NIPU NPUMEHEHUHT

C 0CTOPOKHOCTBIO

Pexomenayercs coOiroaaTh OCTOPOKHOCTH MPU TIEPBOM Ha3HAYEHUU peOaMHIUAA MMAlMeHTaM
MOKWJIOTO  BO3pacTa B  CBSI3M C  BO3MOXKHOCTBIO ~ BO3HHUKHOBEHHSI  TOBBIIIEHHOMN
YyBCTBUTEIBHOCTH K IIpenapary.

B3auMogeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHbIMU MpenaparamMM M JIpyrue BHAbI
B3auMOAeliCTBUA

[lpu mpumeHeHun pebOamMuIUIa B COCTaBE TPAAUIIMOHHBIX CXEM TEpalluu MAIeHTOB C
unuupoBannem  Helicobacter  pylori, >b(}EeKTUBHOCT,  dpagUMKAIMOHHON  TEparuu
JTOCTOBEPHO BO3PACTAET.

PeaKI_II/II/I BBaHMOHeﬁCTBHH C APpYTUMHU JICKAPCTBCHHBIMU CPCACTBAMHU HC U3YyUCHBI.

(I)ean.nbnocn,, 6epeMeHHOCTb H JJaKTanus

bepemeHHOCTH
be3onacHocTh mpuMeHeHus pebaMunuaa B MEpUOJ OCPEMEHHOCTH HE JOKa3aHa, TMO3TOMY

pUMEHEHHE IpenapaTa Bo BpeMsi 0epeMEeHHOCTH MPOTHUBOIIOKA3aHO.

JlakTanus
[Tockonbky pebamMumuI TMPOHUKAET B TPYJHOEC MOJOKO, CIEAYeT TMPEKPATUTh TPYyIHOE

BCKapMJIMBAaHHE U PEIIUTh BOIPOC OO0 HMCKYCCTBEHHOM BCKapMJIMBAaHMM peOCHKa B Cllydae
HEe00X0IMMOCTH Ha3HAYeHHS MaTepu pedaMuIKia B IEPUO KOPMIICHUS TPYAbIO.

DepTUILHOCTD
JlanHbIE O BIUSHUH HA PEPTUILHOCTh YE€JIOBEKA OTPAHUYCHBI.

Biausinue Ha CHOCOOHOCTL YNPABJATH TPAHCHOPTHBIMM CpelCTBAMHU W padorath ¢
MeXaHNU3MaMu

JleiicTBre mpemapara Ha CKOPOCTh NMCUXOMOTOPHBIX PEAKIMH W/WIA CIOCOOHOCTh YIPABISITH
TPAHCIIOPTHBIMU CPEJCTBAMHU HJIM MEXaHM3MaMHu He u3ydeHo. B ciyudae mpuema mpemnapara
CIIEyeT OCTOPO’KHO OTHOCHUTHCA K BOXKIEHHUIO aBTOMOOWJISL M JPYTMM BUJAM JESTEIbHOCTH,
TpeOYIOIIUM MOBBIIICHHOW KOHIICHTpally BHUMaHuUs (cM. paszen 4.8.).
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4.8. HexxestaTesibHbIE peaKkuu

PesroMe HexxenaTeabHbIX peaKIni

Onpe;[eneHHe HaCTOTbI HEXKCIATCIbHBIX peaKI_II/Iﬁ npoBOAUTCA B COOTBCTCTBHU CO
CIENYIONMMHA KpUTEpUsIMU: odeHb dacto (>1/10); wacro (>1/100, wo <I1/10); HewacTo
(>1/1000, vO <1/100); peaxo (>1/10000, o < 1/1000); ouenp penko (<1/10000); wacTora
HEM3BECTHA (Ha OCHOBAHUY UMCIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXKHO).

Hapywenus co cmoponvl kpoeu u aumgamuueckot cucmemvl. PEIKO — JEUKONEHHUS,
TPaHyJIOIUTOINEHUS; YaCTOTa HEU3BECTHA — TPOMOOIIMTONICHUSI.

Hapywenus co cmoponvl ummynHOU cucmemvl: PEIKO — aHAPUIAKTOUIHBIC PEAKIIHH,
aHaQUITAKTUYECKUA IIOK, KOXHBIA 3yJ, KOXHAas ChIllb, 9K3€MaTO3HBIC BBLICHIIAHUS, JPYTHE
CHUMIITOMBI TUIIEPYYBCTBUTEIBLHOCTH; YaCTOTa HEM3BECTHA — KPAIIUBHUIIA.

Hapymenu}z CO CMOpPOHbL Hepenoﬁ cucmemsl: 4acToTa HEU3BECTHA — OHCMCHHE sA3bIKa H
KOXXHBIX ITOKPOBOB, I'OJIOBOKPYKCHHUE, COHJIUBOCTD.

Hapywenus co cmoponvl cepoya: peaxko — OTEKU (BBI3BAHHBIC 3aJICPIKKOH IKUIKOCTH),
cepaneOueHue.

Hapywenus co cmoponvl 0vixamenbHOU CUCmeMbl, 0Op2aH08 2PYOHOU KIemKU U CPeOOCMeHUs.:
4acTOTa HEM3BECTHA — Kalllellb, PECHUPATOPHBIM IUCTpEcC-CUHAPOM (OBIIIKA, y4YalEHHOE
JIbIXaHHUE, CUHEBATasi OKPACKa KOXKH).

Kenyoouno-kuuieunvie napyuienus: PEIKO — 3alop, METEOpu3M, Auapes, TOLIHOTA, pBOTAa,
u3o0ra, 60Jb B 00J1aCTH )KUBOTA, OTPbLKKA, HAPYLIEHHE BKYCOBBIX OIIYIIEHUH.

Hapywenus co cmopoHbl neueHu u sceniesblgo0auux nymelti: peako — MprU3HaKu AUCHYHKIHNA
NICUYCHHN, TOBBIICHUE  AKTHUBHOCTH  «ICUYCHOYHBIX»  TpaHCaMWHA3  (CBIBOPOTOUYHBIX
ananmHamuHoTpancdepasbl — AJIT u acnapraramuHoTrpancdepaszsr — ACT).

Hapymenuﬂ CO CMOPOHbL KOJXCU U NOOKOJCHBIX MKAHEIL. PEAKO — MOKpPAaCHCHUEC KOXHU JIWIIA,
aAJIOIICII M.

Hapywenus co cmoponvl penpoO0yKmueHoU cucmemsl U MOJOYHBIX JHcelle3. PEIKO — HapyIIeHHe
MEHCTPYaJIbHOTO LIUKJIa, THHEKOMACTHUSI.

0611/[1/{6 HAapyuleHus u peakyuu 6 mecme 66e0eHsl; YaCTOTa HEU3BECTHA — ITOBBIIICHHAS Kaxaa,
IMMOBBIIICHUE YPOBHA OCTaTOYHOI'O a30Ta.

Coo011eHnst 0 MOJ03PEBAEMBIX HEXKENATENLHBIX PEAKIIUIX
BaxxHo cooOmare 0 T0J03pEBAEMBIX HEXKENATCIbHBIX PEAKIUAX IIOCJIE€ PETUCTPAIU
JIEKapCTBEHHOTO  Mperapata C IeJbl0  00€CIeUeHUs HEMpPEepPhIBHOTO  MOHUTOPWHTA

COOTHOILIEHUS «II0JIb3a — PUCK» JIEKApCTBEHHOTO IMpenapara. MeIuIuMHCKUM pPabOTHUKAM
peKOMEHAyeTCcsT  cooOmarb O JIOOBIX  TOJ03PEBAaGMbIX  HEKENATENbHBIX  PEeaKIUsIX
JIEKapCTBEHHOTO Tperapara 4epe3 HallMOHAIbHbIE CHUCTEMBI COOOLICHHS O HEeXKeIaTelIbHbIX
peakuusax rocyJapcTB — WieHOB EBpa3uiickoro 3KOHOMHUYECKOT0 COH3a.

Poccuiickas @enepanus
109012, r. Mocksa, CnaBsiHCKas iomans, 1. 4, ctp. 1
denepanpHas cnyx0a mo Haa30py B chepe 3apaBooxpanenus (PocsnpaBaanzop)



4.9

5.1

5.2.

ot 23.04_ 2024 Nz 8148

(NOCNEQCBATENEHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ten.: +7 (800) 550-99-03, +7 (499) 578-06-70
E-mail: pharm@roszdravnadzor.gov.ru
www.roszdravnadzor.gov.ru

Ilepeno3upoBka

CHUMIITOMEBI

CuMnTOMBI TIEPEAO3UPOBKH PEOAMUITHIOM HE OMHMCAHBI, O CETOMHSIIHETO JHS CBEACHUH O
CiTydasix IpeTHaMEePEeHHOM MepeI03UPOBKY HE MocTynano. Bo3MoXkHBI TOIIHOTA, pBOTA, 00 B
KHUBOTE, AUAPEs WK 3a10p, TOJIOBHAS OOJIb.

Jleuenue
Crnenuduueckuil aHTHIOT HEU3BECTEH. B cilydyae mepeno3upoBKHU CIIEAYeT MPOMBITH KEITYAO0K
Y MPOBOJUTH CUMIITOMAaTHYECKYIO TEPAMUIO.

®APMAKOJIOTTYECKHE CBOMCTBA

dapmakogUHAMUYECKHE CBOIICTBA
®dapmakoTepaneBTUYECKas rPyIna: raCTponpoTEKTOPHOE CPEACTBO
Kong ATX: A02BX14

Mexanusm neiicTBus U dhapMakoaruHaMudeckue 3G exTh
Pebamunu moBsimaer coaepkanue mpoctarmanauHa E2 (Pg E2) B camsucroit oOomouke

xenynouno-kumeyHoro Tpakra (OKKT) um momemmaer comepxanme Pg E2 m Pg 12 B
COZIEPKUMOM KEIYJOYHOro coka. OKa3plBaeT LUTONPOTEKTOPHOE IEHCTBHE B OTHOLICHHUH
cimzuctoit 06onouku XKKT mpu moBpekaaroreM BO3ACHCTBUM 3TAaHOJA, KHCIOT H IIEJI0YeH,
alleTWICATMIUIOBOM KUCIOThI. CIOCOOCTBYET aKTHUBAIMM 3H3UMOB, YCKOPSIOUIMX OMOCHHTE3
BBICOKOMOJIEKYJISIPHBIX TJIMKONPOTEUHOB, U IOBBIIIAET COJAEP’KaHUE CIM3U Ha IOBEPXHOCTH
crenok cnuzuctoi 060104ku KKT. CrocoOcTByeT yaydimeHHI0 KPOBOCHAOKEHHSI CIM3UCTOM
o6omnouku JXKKT, aktuBuzupyer ee 6apbepHyto QyHKIHIO, aKTUBU3UPYET LIEIOUYHYIO CEKPEIHIO
XKemyaka, ycuwiuBaeT mpoiudepanuo u odMeH snuTenuanbHbIX KieTok JKKT, ouurmiaer
CIIM3UCTYI0 OT THUIAPOKCWIBHBIX PAJAUKAJIOB W IOJABISAET CYNEPOKCUIbL, MPOAYLHPYEMBIE
oTMMOP(HOAIEPHBIME JICHKOIIUTAaMU U HelTpodunamu B nipucyTctBun Helicobacter pylori,
samumaer cam3uctyto obonmouky JKKT ot mopakeHus OakTepusMu M TOBPEXKIAIOIIETO
Bo3zencTBus Ha ciusuctyro HIIBIL

DapMaKOKHHETHYECKHE CBOMCTBA

AbGcopbuus
AOGcopOuust ipu ipueMe BHYTpb — BeIcoKas. [Tocie mpuema B mo3e 100 M UK KOHIIEHTpAIUH

B Tu1a3Me KPOBHU (Crmax) TOCTHTAETCS MPUOIU3UTENHHO Yepe3 2 9 u cocraisieT 340 Hr/miL.

Pacnpenencuue
B omwitax in vitro mokaszano, uro ot 98,4 % mo 98,6 % mpemapara CBs3BIBaCTCS OeIKaMu

I1JIa3MBI.
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Buorpancdopmariis

[Tpu mpueme B no3e 600 Mr ymaercs BBIACIUTH CIIEIbI THIPOKCUINPOBAHHOTO METa0O0IHTA.

OnuMUHALMA

[epuon nomyseiBenenus (T12) paBen npubauzutensHo 1,0 4. [ToBTOpHBIE MpUEMBI MTpenapara
HE TPUBOJAT K €ro KyMyssinuu B opranusme. [lpubmmsurensno 10 % mnpemapara BBIBOIUTCS
IIOYKAMH, IPEUMYIIECTBEHHO B HEU3MEHEHHOM BUJIE.

®APMAIEBTUYECKHUE CBOMCTBA

IlepeyeHs BcioMoraTeJbHbIX BellleCTB

MaHHUTOJI

KPOCKapMeJu103a HaTpHsI

KpaxmaJl IpexeIaTUHU3UPOBAHHBIN

HaTpHs JTaypUICyIbdar

JMMOHHAsI KHCIIOTa

TaJIbK

MarHus creapat

TOTOBOE IJICHOYHOE MOKPHITHE (TUIPOMEIII03a, TUTaHa AUOKCcH I, Makporoa MW 8000)

HecoBMecTUMOCTE

He npumenumo.

Cpoxk rogHocTH (CPOK XpaHeHU)

2 roxa.

Oco0Obie Mepbl NPETOCTOPOKHOCTH NPU XPAHEHUH

[Ipu remneparype He Bbie 25 °C.

XapakTep ¥ coep;KaHue MePBUYHON YIIAKOBKHU

ITo 10 TabGneTok B KOHTYpHYIO SUYEHKOBYIO YINAKOBKY U3 IJICHKH MOJIMBHHUIXJIOPUIHON U
(bonbru ATIOMUHUEBOH.

ITo 2, 3, 4, 6, 9, 12, 18 KOHTYpHBIX SMEHMKOBBIX YIIAaKOBOK BMECTE C JIMCTKOM-BKJIAJbIIIEM
IIOMEIAIOT B IA4YKy U3 KapTOHA.

He Bce pa3mepsl yIIakoBOK MOTYT OBITh IOCTYIHBI U1l peaIn3alHH.

OcoOble  Mepbl  NPEAOCTOPOKHOCTHM  NPHM  YHUYTOKEHHH  HCIOJIb30BAHHOIO
JIeKapCTBEHHOI0 Mpenapara MJIH OTXO0AO0B, IOJYYEHHBIX IIOCJe TPHMEHEeHHs
JIEKAapCTBEHHOI0 Npenapara, i Ipyrue MaHUIMyJISIHH C MIPenapaTomM

Oco0plie TpeOOBaHMS OTCYTCTBYIOT.

JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccuiickas @enepanus
AO «DOPII»
121087, r. Mocksa, [IpombInuienHsbIi ipoe3a, A. 7, cTp. 3, aTax 2, mom. I, kom. 15, 16.
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7.1. IlpeacraBuTeib Iep:kaTesisi perHCTPALMOHHOIO YI0CcTOBepeHus Ha TeppuTopun Coro3a

9.

IIperen3uun norpedbuTeel HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

AO «®OPII»

121087, r. Mocksa, [IpombInuieHHsbIi ipoe3a, A. 7, cTp. 3, atax 2, mom. I, kom. 15, 16.
Ten.: +7 (499) 730-76-13

E-mail: info@forp.ru

HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSI
JITI-Ne(005304)-(PT-RU)

JIATA TEPBUYHOM PErMCTPAIIMUA (IIOATBEPXKJIEHUSA PETUMCTPAIIUM,
HEPEPEI'MCTPALINN)

Hata nepBuunoii peructpauun: 25.04.2024

10. JTATA IEPECMOTPA TEKCTA

OOmiasi  XapakTepuCTHKa  JIGKapCTBEHHOro  mpemnapara [actudop  mocrymHa — Ha
UH(QOPMAIIMOHHOM TOpTane EBpa3suiickoro 3KOHOMHYECKOTO COK3a B HH(POPMAIMOHHO-
KOMMYHUKaIMoHHOH cetn «THTepHeT» https://eec.eaeunion.org.
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