COOTBETCTBYET 2KCNEPTHOMY OTYETY

NM-Ne001479-IM-BY ot 25.10.2024 Nz 23564
COrnACOBAHO (MOCNEOQBATENBHOCTL 0003)

MWHWUCTEPCTBOM 3[0PABOOXPAHEHNA

PECTYBIMIKI %%1)( APAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

NMPUKA3OM OT 12.09
MOCNEOBATENIbHOCTL 0008

1. HAUMEHOBAHMUE JJEKAPCTBEHHOTI O IIPEITAPATA

Vnrkasuc, 120 Mr, TabIeTKH, MOKPHITHIC TIICHOYHOW 000JI0UKON

2. KAYECTBEHHBIN U KOJIMYECTBEHHbBIA COCTAB
JleiicTByroliee BEIECTBO: BUCMYTa TPUKAIHS JUIIUTPAT.
Kaxnass tabnerka cogepxut 303,03 Mr BUCMyTa TpUKallus JUIUTpaTa, 3KBUBaJIEHTHO 120 mr
OKCHJIa BUCMYTA.

TTonubrit MEPCUCHb BCIIOMOTaTCJIbHBIX BCIICCTB ITPUBCJACH B pPa3acic 6.1.

3. JJEKAPCTBEHHAS ®OPMA
TabneTku, MOKPHITHIE TUICHOYHON 000T0YKOH.
Kpyrnble cnerka IBOSIKOBBINYKJIbIE TAa0JIETKH, NOKPBITHIE IJIEHOYHOW 000J04YKOi Oenoro wim
noyTtu Oenoro 1Beta, 0e3 3amaxa UM CO CJa0bIM 3alaxoM ammuaka, ¢ (ackoil. Jlomyckaercs
MpPaMOPHOCTb Ha MOBEPXHOCTHU TAOJIETKH.

BI/II[ Ha U3JIOMC: ICPOXOBaTasa Macca oemoro OBCTA.

4. KIMHUYECKHUE JAHHBIE
4.1. Ilokazanusi K NpUMEHEHUIO
[Ipenapar YnbkaBuUC MOKa3aH K NPUMEHEHUIO y B3pOCIBIX W JAeTed cTapiie 4-x JeT Mo
CJIEIYIOIIUM MOKa3aHUIM:
e JSI3BeHHas 00JIE3HB JKENyJKA M JBEHAIIATUIIEPCTHON KUIIKH B (haze 000CTpeHus, B TOM
gucie acconuupoBannas ¢ Helicobacter pylori.
o XpOHHYECKHMH TacCTpPUT W TacTPOAYOJACHHT B ¢a3ze OOOCTpEeHHs, B TOM YHUCIE
accouuupoBaHHubiii ¢ Helicobacter pylori.
e CunapoM pa3ApaXCHHOTO  KHUIIEYHHWKA, NPOTEKAIOMIMKA  MPEUMYIIECTBEHHO C
CUMITOMaMH JIHAPEH.
e @yHKIMOHAJbHAS JHUCIENCHUS, HE CBS3aHHAs C OPraHUYECKUMH 3a00JeBaHHUSIMHU
JKEITYI0YHO-KUIIEYHOTO TPAKTa.
4.2. Pe:xuM 103MPOBAaHUS M CIIOCO0 MPUMEHEHHUS

PesxumM 103upoBaHust

Bspocnvie
[Ipenapar YnbkaBuc HazHavawoT 1o | Tabnerke 4 pa3a B CyTKM MIU 1o 2 TabieTku 2 pa3za B

CYTKH.
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B sospacme 4—8 nem: npenapaT YIbKaBUC HAa3HAYaAIOT B J]03€ 8 MI/KI B CyTKH, B 3aBUCHIMOCTHU
OT Macchl Tesla peObeHKa Ha3HavyaroT N0 1-2 TabiaeTku B CyTKH (COOTBETCTBEHHO B 1-2 mpuema B
cyrku). Ilpm sTom cyrouyHas mo3a Jgo/bKHa ObITh HamOonee OnM3Ka K pacyeTHOW J103e
(8 Mr/KT/CYTKH).

B so3pacme 8—12 nem: npenapat YIibKaBUC Ha3HA4aroT 1o 1 Tabnerke 2 paza B CYTKH.

Cmapwe 12 nem: mpenapaT YIIbKaBHC Ha3Ha4arT 1o | tabnmeTke 4 pa3za B CyTKH WM TIO
2 TabyieTku 2 pa3a B CYTKH.

[TpoomKUTENFHOCT Kypca JIeUeHHsl cocTaBisieT 4—8 Helenb. B Tedenue crnemyonmx 8 Heuemb
HE cJIeIyeT MPUMEHSTH JIGKaPCTBEHHbIE MTPENapaThl, COJIEPKAIIe BUCMYT.

Hns spapukaumu Helicobacter pylori nenecooOpa3HO TpUMEHEHHE Tpernaparta YIJbKaBHC B
KOMOHWHAITNU c TPYTAMU aHTHOAKTepHUaTHHBIMHU CpEICTBaMH, 00 aaro MK
AHTHXEIIMKOOAKTEPHOU aKTUBHOCTHIO (TI0 PEKOMEH/IAINN Bpaya).

Crocob npuMeHeHus

Tabnerkn npuHUMAOT 32 30 MUHYT 10 €1bl C HEOOJIBIINM KOJIMYECTBOM BOJIBI M HA HOYb (IIpH 4-
KpaTHOM TIpHEMe Tperapara).
4.3. [IpoTuBonoOKa3aHUA

e [uUnepyyBCTBUTENBHOCTh K BHCMYTa TpHUKaJIUs AUIUTPATy WM K J000OMy H3

BCIIOMOTaTEIbHBIX BELIECTB, IEPEUUCIICHHBIX B pazneie 6.1.

e Jlerckuii Bo3pacT a0 4-x jerT.

e bepeMeHHOCTb, TEPUOJI TPYAHOTO BCKapMIIuBaHus (cM. pazzaen 4.6.).

e JlekoMIeHCHpPOBAaHHAs TIOYEYHAsI HETOCTATOYHOCTb.
4.4. Oco0ble yka3aHus U Mepbl IPEI0CTOPOKHOCTH NIPH NPHMEHEHUH
[Ipemapar YipkaBuc HE ClieqyeT NPUMEHATh Ooniee 8 Hemenb. Takke HE PEKOMEHIYETCS BO
BpeMs JICUEHUS MPEBBIIIATh YCTAHOBICHHBIE CYTOYHBIE O3B ISl B3POCTBIX U neTeil. B mepuon
JICYEHUs IpernaparoM YIIBKaBUC HE CIEAYeT NPUMEHSTh APYrHe JIEKAPCTBEHHBIE IPEnaparsl,
comepkamme BHCMYT. [lo OKOHYaHMHM KypCOBOTO JICUEHHUS NpernaparoM YIbKaBHC B
PEKOMEHyeMBIX [103aX KOHIIEHTpAlWs JCHCTBYIOIIETO BEIIECTBA B IIa3Me KpPOBH HE
npeBblaeT 3—58 MKI/J, a WHTOKCHKAmMs HaOJIOMaeTCsl JIMIIb TPU KOHIEHTPAIUH BBIIIE
100 MKr/m.
[Ipy npumeHeHWH mpernapatra YJIbKaBUC BO3MOXHO OKpallMBaHUE Kajda B TEMHBIM IIBET
BcencTBUE oOpasoBaHus cynb(uaa Bucmyra. HMHorga orTmMedaeTcss HE3HAYMTEIbHOE
MOTEMHEHUE SI3bIKA.
4.5. BsaumopeiicTBHe ¢ APYIrHMH JIEKAPCTBEHHBIMH MNpenapaTamMd W [pyrue BH/bI

B3aNMO/IeHCTBUIA
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Bresrctre-ronyaca /10 U [oclie pueMa npenapara YJIbKaBUC HE pEeKOMEHIyeTCsl IPUMEHEHUE
BHYTPb JPYTUX JIEKapCTBEHHBIX CPEICTB, a TaKXKe MPHUEM MUIIM U KHUIKOCTH, B YaCTHOCTH,
aHTaLUOB, MOJOKa, (PPYKTOB M (PYKTOBBIX COKOB. OJTO CBSI3aHO C TEM, YTO OHHU IpH
OJIHOBPEMEHHOM IIpHE€ME BHYTPb MOIYT OKa3blBaTh BIMSHHME Ha 3(QQPEKTUBHOCTH Mpenapara
YnpkaBuc.

OnHOBpEMEHHOE MTPUMEHEHUE Ipenapara YJIbKaBUC C TETPALMKIMHOM YMEHBIIAET BCAChIBAHUE
MOCIIEAHETO.

4.6. ®epTHIBLHOCTD, 0EPEMEHHOCTH U JIAKTANMS

ITpumeHeHune npenapara YIbKaBUC MPOTUBONOKA3aHO MPU OEPEMEHHOCTH U B IIEPUOJ IPYAHOTO
BCKApMJIMBAHUS.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeICTBAMHM M padoraTh €
MeXaHM3MaMH

JlanHple O BIMSHHMM IIperapaTa YJbKaBHC HA CIIOCOOHOCTH YIIPABIATH TPAHCIOPTHBIMU
CPEICTBAaMHU U MEXaHU3MAMHU OTCYTCTBYIOT.

4.8. HexkenareJibHbIe peakuuu

Pe3roMe HexXeIaTeIbpHbIX peaKIui

Hapywenus co cmoporvl uMMYHHOU cucmembl: KOKHAs ChlIlb, KOXKHBIN 3y 1.

Hapywenus co cmoponvl HepeHOUl cucmembl: IPU JUIATEIBHOM IPUMEHEHUN B BBICOKHX J103aX
BO3MOXXHO pPa3BUTUC BHHeq)aJIOHaTI/II/I, CBSI3aHHOM C HAKOILJICHHEM BUCMYTa B IleHTpaJIBHOf/’I
HEpBHOI cucTeme.

Kenyoouno-kuwieunvle Hapywienus: BO3MOKHO IIOSIBIIEHHE TOIIHOTBI, PBOTHI, 0ojiee 4acToOro
CTyJ1a, 3aMI0POB. DTH SIBJIEHUS HE OMACHBI AJIs1 310POBbsl U HOCSAT BPEMEHHBIN XapakTep.

COO6H.I€HI/IC O ITOAO03PEBACMBIX HCKECIATCIbHBIX PCAKIIUAX

BaxxHo coo0marh 0 MOAO3pEBacMbIX HEXKENATENbHBIX PEaKIHUsIX I0CIe PErUCTpalun
JIEKapCTBEHHOTO Tperapara ¢ LeIblo 00ecreYeHrs HeMPEePHIBHOTO MOHUTOPUHTAa COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKApCTBEHHOro mpemnapara. MeauuuHCKUM pabOTHUKaM PEKOMEHIYeTCs
coo01maTh 0 JIOOBIX MOJI03PEBAEMBIX HEKENATENbHBIX pPEaKLUusAX JEeKapCTBEHHOrO Mpernapara
Yyepe3 HaIMOHAIbHBIE CUCTEMbl COOOILEHHUS O HEKENAaTENbHBIX PEAKIHMIX TOCYIapCTB — YICHOB
EBpa3nuiickoro 5KOHOMHUYECKOr0 CO03a.

Poccuiickas @edepayus

109012, r. Mocksa, CnaBsiHckas 1., 1. 4, cTp. 1

denepanpHas ciyx0a o HaA30py B chepe 3ApaBOOXPAHEHUS

Ten.: +7 (800) 550 99 03

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

Be0-caiiT: www.roszdravnadzor.gov.ru
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FechyonRa-DeTapyco
220037, r. Munck, ToBapumieckuit niep., 1. 2a

PecnyOnnkanckoe  yHutapHoe —mnpenmpustue «LleHTp 3kcmepTtM3 M MCOBITaHUH B
3JIpaBOOXPAHEHUN

Tenedon otnena papmakonanzopa: +375 (17) 242 00 29

dakc: +375 (17) 242 00 29

Anpec 31. moutsl: repl@rceth.by, rceth@rceth.by

Be6-caiiT: www.rceth.by

Pecnybnuxa Kazaxcman

010000, r. Acrana, paiion baiikonsip, yn. A. Umanosa, 1. 13, BL] «Hypcayner 2»

PI'TI ma ITXB «HanuoHanpHBIN LEHTP DKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB U MEIULIHHCKHX
m3nenuiny  KoMmurera MeETWUIIMHCKOTO U (apMaleBTHYECKOTO KOHTPOJIS MMHHCTEpCTBA
3npaBooxpanenus Pecryonuku Kazaxcran

Ten.: +7 7172 235 135

Anpec 1. moutsl: farm@dari.kz

Be6-caiiT: www.ndda.kz

Pecnybnuxa Apmenus

0051, r. Epesan, np. Komuraca, 1. 49/5

«Hay4HbIi TEHTp SKCMEpTU3bl JIEKAPCTB M METUIIMHCKUX TEXHOJIOTUH HMMEHHU aKaJeMHKa
9. I'abpuensHay

Ten.: +374 60 83 00 73

Anpec a1, moutsl: admin@pharm.am, vigilance@pharm.am, letters@pharm.am

Be6-caiit: http://www.pharm.am

Kuvipevizcrxas Pecnybnuxa

720044, Yyiickast oonactp, T. bumikek, yi. 3-sa Jluaus, x. 25

JlemapTamMeHT JIeKapCTBEHHBIX CPEJICTB M METUIIMHCKUX M3ACTUI

Ten.: +996 (312) 21 92 86

Anpec a1 noutsl: dlsmi@pharm.kg

Be06-caiiT: www.pharm.kg

4.9. llepeno3npoBka

CHUMOTOMBI

[Ipu nmpumeHeHuu mpenapara B J103aX, B JECSATKH pa3 MPEBBILIAIOIIUX PEKOMEHIOBaHHbIE, WU
NP JAJIUTEIHOM NPUMEHEHMH 3aBBIIIECHHBIX /103 MpenapaTa BO3MOXKHO Pa3BUTHE OTPABIICHUS
BHCMYTOM.

HCpCI[OSPIpOBKa npemnapara, BbI3BaHHAA  UIMTCIbHBIM  IPUEMOM 103, HPCBBIIIAIOIINX
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PEROMCHAYCMBICMOKET PUBECTH K HAPYIICHUIO (PYHKIIMH MOYEK. ITO COCTOSHUE TOTHOCTHIO
00paTUMO MpU OTMEHE Mpenapara Y IbKaBuC.

JleueHnue

[Ipu mosBIeHMM TPU3HAKOB OTPABIEHHUS IMpenaparoM HEOO0XOJUMO CJienaTh MPOMBIBAHUE
XKeTyaKa, MPUMEHUTh AKTUBHPOBAHHBIA YTOJb M COJIEBBIE ciaOuTenbHbIC. B nmanpHeimem
JICYCHUE JIOJDKHO OBITh CHMITOMATHYCCKMM. B ciydae HapymieHUS QYHKIHHA IOYEK,
COTIPOBOXK/IAIOIIETOCS] BBICOKOM KOHIIGHTpAIMedl BUCMYyTa B IUIa3M€ KPOBH, MOKHO BBECTH
xenmaTooOpa3oBarenu (/[-meHurmmamMuH, YHUTHON). B ciydae Tspkenmoro HapymieHus (QyHKITUH

IIOYCK ITOKa3aH remMoaualins.

5. ®PAPMAKOJIOTUYECKHE CBOMCTBA
5.1. ®apmakoguHaMHYecKHe CBOICTBA
dapmakoTepaneBTHUECKass TPYIa: Mpernaparbl s JiedeHus 3a00JIeBaHWM, CBS3aHHBIX C
HapyLIIeHHeM KHUCJIOTHOCTH; Npemaparbl Uil JIEYeHUs S3BEHHOW OOJIE3HH JKelmyJaKa H
JIBEHA/IIATUTICPCTHON KUIIIKU B TacTpoldsodareanbHoi pedarokcHoit 6one3nu (I'OPB)
Kox ATX: A02BXO05

MexaHuusM sericTeus U hapMakoauHaMuyeckue 3 deKTol

[TpoTuBOsI3BEHHOE CPENICTBO ¢ OAKTEPULIMIHON aKTUBHOCTHIO B oTHOIIeHUH Helicobacter pylori.
OO0JtamaeT Takke MPOTHBOBOCIAUTEIBHBIM U BDKYITUM JHCTBUEM. B KHCToi cpeje xemyaka
OCaKJAIOTCSI HEPAacTBOPHMBIC BHCMYTa OKCUXJIOPHJ W IIMTpaT, 0Opa3yroTcs XeJaTHBIC
COCTMHCHMS ¢ OCITKOBBIM CyOCTpaTOM B BHJIC 3aIIMTHOM IJICHKHA HA TTOBEPXHOCTH S3B M OPO3HM.
VYBenuuuBas CHHTE3 TpocTarjiaHguHa E, oOpa3oBaHue ClHM3u W CEKPEIHI0 THIpoKapOoHATa,
CTUMYJIUPYET AaKTHUBHOCTh ITUTOMPOTEKTOPHBIX MEXaHU3MOB, TOBBIIIAET YCTONYUBOCTH
CIU3UCTON OOOJIOUKH KEITYJAOYHO-KUIICUHOTO TpPaKTa K BO3JECHCTBUIO TIETICMHA, COJISTHOM
KHUCJIOTBI, (DEPMEHTOB U COJIEH >KETYHBIX KHUCIOT. [[pUBOAMT K HAKOIUICHHWIO SMHICPMATBHOTO
(aktopa pocTta B 30He Jieekra. CHIKAeT aKTUBHOCTD TIETICUHA.

5.2. ®apMakoKMHEeTHYECKHE CBOIiCTBA

Bucmyra cyOmuTpar mnpakTHUYECKM HE BCAachIBaeTCA W3 JKEIYJOYHO-KHIIEYHOTO TpaKTa.
BriBoguTCS NpEeUMyIIECTBEHHO dYepe3 KulledHuKk. He3HauuTenbHOE KOJIMYECTBO BUCMYTA,

MOCTYNIMBIICC B IJIa3MY KPOBU, BBIBOAWUTCS U3 OpraHu3Ma IoYKamu.

6. ®PAPMAIEBTUYECKHUE CBOMCTBA
6.1. IlepedyeHn BcioMoraTeJbHbIX BENIECTB
Kpaxman kykypy3HbIit
IToBumon K-30
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llquul\Pl’lJlllﬂ NAJIYIZA
Makporon 6000
Maruus cteapat

0O00J104Ka IUIEHOYHAS:

Omnanpaii I npo3paynbrii:
- TOJMBUHWJIOBBIN CIIUPT
- makporon 4000
- TajbK
Turana nuokcun (E171)
6.2. HecoBMecTUMOCTDH
Henpumenumo.
6.3. Cpok rogHocTu (CpoK XpaHeHHs)
3 rona.
6.4. Oco0Oble Mepbl NPEA0CTOPOKHOCTH NIPH XPAHEHUH
XpaHuUThH IpU TeMIiepaType He Boime 25 °C, B OpurnHaJIbHOM OJHcTepe.
6.5. Xapakrep u conep:kaHue NepBUYHONH YNIAKOBKH
ITo 10, 14 nmm 15 Tabnerok B Omucrepe u3 komOuHupoBanHoro matepuana OITA/An/TIBX u
(hoJIBrY ATFOMUHUEBOM.
IMo 3, 4, 6, 10 unmu 24 Gmucrepa no 10 tabnerok, wau 1o 2, 4, 8§ wim 16 OIUCTEpOB TIO
14 Tabnerok, wim 1o 2,4, 8 wim 16 6auctepoB 1o 15 TabneTok BMeCTe C JINCTKOM-BKIIA IBIIIEM
MOMEIIAIOT B MMaYKy KAPTOHHYIO.
He Bce pa3Mepsl ynakoBOK MOTYT OBITh JOCTYITHBI JJIs1 PeaTH3aIiH.
6.6. QOcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM  MCMOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  MNpenaparta MWJIM  OTX0A0B, TMOJY4YEeHHbIX IOcje TNpPHMeHEeHus
JIEKApCTBEHHOTI'0 Npenapara, u Apyrue MaHUMyJIsMHA ¢ MpenapaToM

Het oco0bIx TpeboBaHMil K yTHIIN3ALUH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
CnoBenus
AO «KPKA, n.1., HoBo mectoy, [lImapremika niectra 6, 8501 HoBo mecto
Ten.: +386 7 331 21 11
dakc: +386 7332 15 37
Anpec a1. mouTtsl: info@krka.biz
7.1. llpencraBuTenb AepaaTessi PpericCTPALMOHHOIO Y10CTOBEPeHUs!

[IpeTeH3nu moTpeduTeaeH HAIPABIATH IO aJIPECy
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000 «KPKA-PYC»

143500, MockoBckast o6i., T. Uctpa, yn. MockoBckas, 1. 50

Ten.: +7 (495) 994-70-70

daxc: +7 (495) 994-70-78

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

Pecnybnuxa benapyco

[MpencraBurenscTBo AkmuoHepHoro obmiectBa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecyonka CroBenusi) B Pecniy6mnuke benapych

220114, r. MuHck, yi. ®unmumonoBa, 1. 2517, oduc 315

Ten.: 8 740 740 9230

dakc: 8 740 740 9230

Anpec a1 moutsl: info.by@krka.biz

Pecnybonuxa Kazaxcman

TOO «KPKA Ka3zaxcran»

050040, r. Ammatel, Mukpopaiion KOKTEM-1, nom 15A, oduc 601

Ten.: +7 (727) 311 08 09

Anpec a1 moutsl: info.kz@krka.biz

Pecnybnuxa Apmenus

[IpencraBurensctBO «Kpka, n.1., HoBo MmecTo» B Pecybmnke ApmeHust

0001, r. Epesan, yn. Han6annsn, 1. 106/1 («CAAT-HOBA» BUSHEC-LHEHTP), oduc 103
Ten.: +374 11 560011

Anpec a1 moutsl: info.am@krka.biz

Kuvipevizcrxas Pecnybnuxa

[IpeacrasurenbctBo AO «KPKA, ToBapHa 3apasui, 1.1., HoBo Mecto» B Kelpreizcrane
720040, Yyiickas obmnacts, T. buiikek, OynbBap DpkuHAUK, 1. 71, 610K A

Ten.: +996 (312) 66 22 50

Anpec s11. noutsl: info.kg@krka.biz

8. HOMEP PETHCTPALIMOHHOI'O YIOCTOBEPEHUS
JITI-Ne(001479)-(PT-RU)

9. JTATA HIEPBUYHOM PETUCTPAIIMA (ITIOJATBEPKJIEHUS PETUCTPALINN,
INEPEPEI'MCTPAIIN)

Jlata nepBo#i peructparuu: 30 HosOps 2022 1.
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OOmmas XxapakTepUCTHKA JIEKAPCTBEHHOTO IpernapaTa YIIbKaBUC J0CTYIHA Ha HH(OpManoOHHOM
noptane EBpa3uiickoro 3KOHOMHYECKOI0 cOr03a B MH(OPMAIIMOHHO-KOMMYHUKAIMOHHOW CETH

«MHuTtepHer» https://eec.eacunion.org.



