COOTBETCTEYET 3KCNEPTHOMY OTYETY
ot 14.03.2023 Nz 4310

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

Bucmyra Tpukanus gunutpart, 120 mMr, TabIeTKH, MOKPHITHIE IUIEHOYHONW 000I0YKOM.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytol1ee BEIIECTBO: BUCMYTa TPUKAIUS TUIUTPAT.
Kaxxnas tadbnerka comepxut 304,6 Mr BUCMyTa TpUKaIUs JUIUTPATa, B IIEPECUYETe HA BUCMYTa
oxcuyx 120,0 mr.

[TonHbIl epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTK, MOKPHITHIC TNICHOYHOU 000JI0YKOM.
Kpyrible OBOSIKOBBITYKIIbIE TAaONETKH, MOKPHITHIE IUICHOYHON 000JI04KOM OeIoro WM IMO4YTH
Oernoro 11BeTa 0e3 3amaxa Wid co caabbIM XapakTepHbIM 3anaxoM. Ha monepeyHom paspese BUAHbI

ABa CJ104: Aapo 0eJ10ro Uiu 0eJIoro C MKEJITOBAThHIM OTTCHKOM OBCTA U IIJICHOYHAs 000J104Ka.

4. KIMHNYECKUE JAHHbIE

4.1. Illoka3aHusl K IPUMEHEHHUIO
[Ipenapatr Bucmyra Tpukanus AULUATpAT NPUMEHSETCS Y B3pOCIbIX M JeTel cTtapuie 4 jer mo
MIOKa3aHUsIM:
e (yHKIMOHaNbHAs JMCIIENICHS, HE CBA3aHHas C OpPraHUYECKHMMH 3a00JIeBaHUSAMU
HKEITYJOYHO-KHAIIEYHOT O TPAKTa;
® XPOHMYECKHMH TacTpUT U TacTPOAyOACHUT B (a3e o0O0OCTpeHHs, B TOM 4HCIE
acconuupoBanubiii ¢ Helicobacter pylori;
e s3BeHHas 0OJIE3Hb XKeJly/AKa U JBEHAIUATUIEPCTHOW KHUIIKHU B (haze 000CTpEHHUs, B TOM
uuciie accormupoBannas ¢ Helicobacter pylori;
® CHUHJIPOM Pa3IpakeHHOI0 KUIIEUHHKA, TPOTEKAIOIUI MPEUMYIIECTBEHHO ¢ CUMITOMaMHU

JIapeu.

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!
JmuTensHOCTh Kypca JISUeHHUs U J03bI IpenapaTa onpeesnseT IeHaluii Bpad MHIUBUIYaIbHO IS
KaXJI0T0 MAaIlMeHTa, B 3aBUCUMOCTH OT XapakTepa 3a00JIeBaHuUs.

PexxuMm no3upoBaHus
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COOTBETCTEYET 3KCNEFPTHOMY OTUETY
ot 14.03.2023 N= 4210
Bspocnuie (NOCNEOCBATENEHOCTE 0001)

[Ipenapar Ha3zHayaroT o 1 Tabnerke 4 pasza B cyTkH, 3a 30 MUH JI0 IpueMa MUK (3aBTpak, o0ex,

YKWH) U Ha HOYb, WJIH TI0 2 Ta0yieTku 2 pa3a B cyTKH 3a 30 MHH /10 TprieMa MUK (3aBTPaK, YKHH).

Jlemu

Jlemu 0o 4 1em

[TpumeHeHue npenapara JeTsIM 110 4 JeT IPOTUBOIOKAa3aHO.

Jlemu om 4 00 8 1em

Hasnagaror B 103¢ 8 MI/KI/CYTKH; B 3aBUCHMOCTH OT MaccChl Tella peOeHKa Ha3Ha4arT 1o -2
TaOJIETKU B CYTKH (COOTBETCTBEHHO, B 1-2 mpuema B cyTku). [Ipu 3TOM CyTOYHas 1032 ITO/DKHA
ObITH HanboOJIee OJIM3KA K PACYETHOMN 103€ (8 MI/KI/CYyTKH).

Jlemu om 8 0o 12 nem

Haznavarot no 1 tabnerke 2 pa3a B cyTkH, 3a 30 MUH JJ0 TpreMa MUK (3aBTPaK, YIKUH).

JHemu cmapwe 12 nem

Taxkas xe AO3UPOBKA, KaK 1 JJI1 B3POCJIbIX.

Cnoco0 nnpuMeHeHus

Bnytps.

TabneTku mpuHUMAIOT 32 30 MUH JI0 €/1bl, 3aMKUBasi HEOOIBIINM KOJTUIECTBOM BOJIBI.

TabneTky peKOMEHIyeTCs TJIOTaTh LIEIMKOM, HE pa3KeBbIBask W HE HM3MeNbyas, 3aruBast
JIOCTaTOYHBIM KOJMYECTBOM BOJIbl. He pexoMeH IyeTcst 3aniBaTh TaOJIECTKH MOJIOKOM.
JITUTENbHOCTh Kypca JieueHHs 00BIYHO COCTaBIsAeT OT 4 110 8 Hexenb. [locie OKOHYaHus preMa
npernapara HE PEKOMEHAYeTCS MPUHUMATh JIEKapCTBEHHBIE CPEJCTBA, COJCPIKAIIUE BUCMYT
(nanpumep, Bukanuu, Bukaup), B TeueHue 2 Mecs1ies.

s spagukaruu Helicobacter pylori rienecoodpa3to npuMeHeHre BUCMYTa TPUKAIHS TUIIUTPaTa
B KOMOWHAIIMM C aHTUOAKTEpUAIBHBIMH TIperapaTtaMi, 00JaJarolliMHi aHTUXEINKOOAKTePHOM

AKTHUBHOCTBIO.

4.3. IIpoTBONOKA3aHUS
® TUIEPYYBCTBUTEIBHOCTh K BHCMYyTa TPUKAIMS JTUIUTPATy W/HIM K JIOOOMYy W3
BCIIOMOTaTeJbHBIX BEIIECTB, IEPEUUCIIEHHBIX B pa3zaene 6.1;
e OEpeMEHHOCTH;
® [EpUOJ TPYJHOTO BCKAPMITBAHHUS;
® XpOHHMYECKas MMOYEYHasi HEIOCTATOYHOCTb;

® JIETCKUU BO3pacT A0 4 JeT.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
~or14.03.2023 N= 4810
4.4. OcoOble ykazaHUsl M MepPbl PEI0CTOPOKHOCTH nwﬁpﬂMﬁEEﬂth_i CTE 0001}

[Ipenapar He cienyer mpuMeHsTh Oonee 8 Henenb. He pexkoMmeHayeTcss BO BpeMs JICUCHHS
IPEBBIIIATh YCTAHOBICHHBIC CYTOYHBIC JIO3bI JJIsl B3POCIBIX U jieTeld. [10 OKOHYaHuHM KypCcOBOTO
JIeYCHHs MPEnapaToM B PEKOMEH/IOBAaHHBIX 103aX KOHICHTpAIUS aKTHBHOIO JCHCTBYIOIIETO
BEII[ECTBA B IIa3Me KPOBH HE MPEBBIIIACT 3-58 MKI/JI, 8 UHTOKCHKALWS HAOMIOAAeTCsl JIUIIb IIPH
KOoHIeHTpanuu Boime 100 MKr/i.

[Ipu npuMeHEeHHH BUCMYTa TPUKAIUS JULIUTPATAa BO3SMOXKHO OKPALIMBAaHKUE Kaja B TEMHBIH 1IBET
BCIIEJICTBHE 00pa30BaHus Cyib(huia BUCMYTA.

I/IHOFI[a OTMEYACTCA HE3HAUUTCIIbHOC ITIOTEMHCHUC s3bIKa.

4.5. B3aumojaeiicTBie ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM MpenaparamMu W JApyrue BH/bI
B3aNMOJAeHCTBUSA

B Teuenue momyvaca 10 u moiydaca mocie npuemMa mpernapara He peKOMEHIyeTcs TPUMEHEHUe
BHYTPb IPYIUX JIEKApCTBEHHBIX CPEICTB, a TAKKE IIPUEM IHINU U XXKUIKOCTH, B YaCTHOCTH
AHTAIMIOB, MOJIOKA, (PPYKTOB M (PYKTOBBEIX COKOB. DTO CBSI3aHO C TEM, YTO OHHU IIPHU
OJIHOBPEMEHHOM TIpUe€ME€ BHYTPb MOTYT OKa3bIBaTh BIHMSHUE Ha 3(PPEKTUBHOCTH BHCMYTa
TPUKAJIUS TUIIATpaTa.

IIpenapar yMeHbIIAET BCACBIBAHUE TETPALUKINHOB.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTALUS

bepemeHHOCTD

BucmyTa Tpukamus JUIATPAT MPOTUBOIIOKA3aH K MPUMEHEHHUIO Y O€PEMEHHBIX KEHIIUH.
JlakTanus

[Tpu HEOOXOAUMOCTH MPUMEHEHHMSI TIpenapara B MEPUOJ JTAKTAIUU CIIETyeT MPEKPATUTh TPYTHOE

BCKapMJIMBaHHC.

4.7. BiusiHue Ha CIOCOOHOCThH YHIpaBJIATh TPAHCHOPTHBIMH CPEACTBAMHU H paGOTaTb C
MEXaHU3MaMHU
I[aHHBIe O BJIMIAHHU IIpCriapara BI/ICMYTa TpUKAIIUA AUOUTPAT HaA CIIOCOOHOCTH YIIPaBJIATDH

TPAHCIIOPTHBIMHU CPEACTBAMU U MEXaHU3MAMH OTCYTCTBYIOT.

4.8. Hexkesnare/ibHbIE peaKUNU

PesromMe HexenaTeabHbIX peaKIuil

Hepe‘-II/ICJ'IeHHI)Ie HHMXKC HCEXKCIIATCIIBHBIC SABJICHUA, OTMCUYCHHBIC IIPU HNPHUMCHCHHU BHCMYTa
TPpUKaJIUA AUIUTpaTa, paCupeaCcjICHbI 10 YaCTOTC BO3SHUKHOBCHUA B COOTBETCTBUH CO CJ'IG)IYIOHIeﬁ
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COOTBETCTEYET ZKCNEPTHOMY OTYETY
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rpamanuei: ouens wacmo (> 1/10); uacmo (> 1100 no 4'Zl_i'/-i:é)-)_! Credciito @ A GbOTLR)'k-' I1']1-'00);

peoxo (>1/10000 mo < 1/1000); ouens peoko (< 1/10000); yvacmoma neuzsecmua (He MOXKET OBITh
OLICHEHA HAa OCHOBE MMEIOIINXCS IaHHBIX ).

Hapywenus co cmopoHbl uMMYHHOU Cucmembl

Heuacmo: KOXHas ChITib, 3y,

Ouyenwv pedxo: aHaAPUIAKTUYECKUE PEAKIIHH.

Hapywenus co cmoponul HepeHotl cucmembl

Ouenv pedxo: TIpH JJIUTEITLHOM TPUMEHEHUHU B BBICOKUX J103aX - dHIe(danonarus, cBsI3aHHAs C
HaAKOIJICHHEM BHCMYTa B LIHTpabHOM HepBHOM cucteme (ITHC).

Kenyoouno-kuweunvle napyuienus

Ouenv yacmo: OKpalluBaHUE KaJla B YCPHBIN I[BET;

Heuacmo: TomHoTa, pBOTa, IUApEs WK 3aMOPBI.

[ToGounble 3D HeKThI ABIAIOTCS OOpATHMBIMH U OBICTPO MPOXOJIAT ITOCIIC OTMEHBI Mpernapara.

COO6HI€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOM03PEBACMBIX HEXKENATSIBHBIX PEAKIUAX IOCIIe PETUCTPAIlluU
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecrnedeHrs HeMPEepbIBHOIO MOHUTOPUHTA COOTHOILICHUS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOTO mpemnapara. MeauIuHCKUM pabOTHUKAM pEeKOMEHAYEeTCs
CO00IIaTh O JIFOOBIX MOJO3PEBACMBIX HEXKEIIATEIBbHBIX PEAKIUAX JICKAPCTBEHHOTO Ipernapara
YCpe3 HALIMOHAJIBHBIC CUCTCMBI COO6HIGHI/I$I 0 HCXKCJIATCIIbHBIX PCAKIUAX IOCyaAapCTB — YJICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®enepanus

109012, r. MockBa, CriaBsiHCKasl TIIoiaab, 1. 4, ctp. 1

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

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

OnexTponHas moura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

[Tpu mpuMeHeHUN Tpemnapara B 103aX, B AECATKH pa3 MPEBBIAIONNX PEKOMEHIOBAHHEIE, WU
MIPH JUTMTEIPHOM NMPUMEHCHHWH 3aBBIIICHHBIX JI03 Tperapara BO3MOKHO Pa3BUTHE OTPABIICHUS
BHCMYTOM.

CHUMIOTOMBI

Jucnerncus, CbIlib, BOCHIAJIEHHUE CIM3UCTONW 00OJIOYKH TOJIOCTH PTa, XapaKTEpPHOE MOTEMHEHUE B
BHJIC TOJIyOBIX JIMHUH Ha JIeCHaX;, NMPH JJIMTEIHPHOM NPHUMEHEHWH B J03aX, IPEBBIIIAOIINX
PEKOMEHTyeMbIe, BO3MOXKHO HapyIIeHUE (PYHKIIMH MTOYCK.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.03.2023 N= 4210
BATENEHOCTE 0001)

OTH CUMIOTOMBI MMOJTHOCTHIO 00paTUMBI IIPU OTMEHE npeh@ﬁé?ajE-']-"

Jleuenne

Crneuuduueckoro antugora HeT. [Ipu mepemo3upoBke mpernapara IMOKa3aHO IPOMBIBAHUE
JKeIyJaKa, TPHEM DSHTEPOCOPOCHTOB W CHMITOMATHYECKas Tepalus, HampaBjicHHas Ha
nojzepxkanue GyHKIHUH IMoYeK. B cirydae nmepeno3upoBKH TaKKe MOKa3aHO HA3HAYCHHUE COJICBBIX
CTaOuTEeNbHBIX. B nanpHElinmieM JiedeHWe JOHKHO OBITh CHMIITOMATHYECKMM. B cimydae
HapylIeHus (QyHKIIUH MTOYEK, COMTPOBOXKIAIOIIETOCS BBICOKUM YPOBHEM BUCMYTA B TJIa3Me KPOBH,
MOXHO BBECTH KOMIUIEKCOOOpA30BaTeNM - JUMEPKANTOSHTApPHYIO W JUMEpKamTo-
MPOMAHCYIb(HOHOBYIO KHCIOTHL. [IpH pa3BUTHH TSHKEIOr0 HapyIICHHU GYHKIIUU MTOYEK TTOKA3aHO

IMMPOBCACHUEC IreMOoanain3a.

5. DPAPMAKOJIOTMTYECKUE CBOMCTBA

5.1. ®apmakoauHaMuYecKHe CBOiCTBA
®dapMakoTepaneBTUYECKas TPYIIa: aHTUCENTHIECKOE KUIIIEUHOE U BSKYIIEE CPENICTBO.

Koxn ATX: A02BXO05

Mexanusm neiictBus u hapMmakoauHaMmudeckue dbhheKThl

["acTponpoTeKTOpHOE W MPOTUBOS3BEHHOE CPEJICTBO C OAKTEpPULIUIHOW AaKTUBHOCTBIO B
orHourenun Helicobacter pylori. OGmagaer Takke NHPOTUBOBOCHIAIUTEIBHBIM U BSIKYIIUM
JNIEUCTBUEM.

B kucmoil cpepe keilnyaka OCaXAAIOTCSI HEPACTBOPUMBIE BHCMYTa OKCHXJIOPMI W LUTpAT,
00pa3yroTcsi XelaTHblE COEIMHEHUsl C OENIKOBBIM CyOCTpaTOM B BHJE 3aLIUTHOW IUIEHKU Ha
MOBEPXHOCTH A3B U 3po3uil. Takum oOpa3om mpenapat GOpMHUPYET 3aLUTHBIN CIOH, KOTOPBIA B
TE€YEHHE NPOJOJKUATENBHOIO MEPUOJIa BPEMEHU 3allMIIAECT MOPAKEHHBIE YYacTKU CIM3UCTOU
00O0JIOYKM OT BIMSHUS arpecCUBHBIX (PAKTOPOB. YBENWYMBAas CHUHTE3 MpocTariaHguHa E,
o0pa3oBaHME CIIM3H U CEKPELIMIO THIpOKapOOHaTa, CTUMYJIMPYET AKTUBHOCTh LIUTONPOTEKTOPHBIX
MEXaHHU3MOB, [TOBBIIIAET YCTOWYMBOCTD CIM3UCTON 000IOYKH KEITyJOUHO - KUIIEYHOTO TPaKTa K
BO3/ICUCTBUIO MENICUHA, COJITHOM KUCIOTHI, (PEPMEHTOB U COJIeH KEeMTYHbIX KUCIOT. [IpuBOIUT K
HaKOIJICHUIO 3MHJIEPMAIbHOTO (pakTopa pocta B 30He Aedekra. CHIKAET aKTUBHOCTD TETCHHA U
MEeNCUHOreHA.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopbuus

HpaKTI/ILIeCKI/I HEC BCACBIBACTCA U3 KCIIYAOUHO-KUIICUYHOTO TpAKTA.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.03.2023 N= 4210
(NOCNEQCBATENEHOCTE 0001)

OIMMUHALNS

BBIBOI[I/ITCH NPpEUMYIICCTBCHHO C KaJIOM. He3nauuTtenpHOE KOJIMYECTBO BUCMYTA, IOCTYIIUBIICC B

j1asMy, BBIBOOAUTCA U3 OpraHru3Ma Io4Kamu.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
o Kpaxman kykypy3HbIil
o Kanus nonuakpuiat
e JloBumon-K25
e Makporon-6000
e Marnus creapar

CocTaB 000JIOYKH:

e ['mmpomeruiosa

e TuTaHa TUOKCHU

e Makporon-4000
6.2. HecoBmecTuMOCTD
He npumenumo.
6.3. Cpok rognocTu (CpoOK XpaHeHus1)
3roxa.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU
XpanuTs npu Temrneparype He Boie 25 °C.
6.5. XapakTep u coepkaHue NePBUYHON YIAKOBKHU
I[To 7, 10, 14, 28, 30 Tabnerok B KOHTYpHYIO SYEWKOBYIO YNAKOBKY W3 IIJICHKU
HNOJUBUHUIXJIOPUIHON, JHOO TIJIEHKH MNOJIMBUHWIXJIOPUIHON/TOIMBUHUWINICHXIOPUIHON U
(bonbru aFOMUHUEBOH MEYaTHOM JaKUPOBAHHOM.
Nmu no 7, 10, 14, 28, 30 TabneTok B KOHTYPHYIO SUEHKOBYIO YIAKOBKY W3 Marepuasa
KOMOMHHMPOBAHHOT'O Ha OCHOBE (POJIBIM (TPEXCIONWHBIN MaTepuall, BKIIOUAIOLIUN aTIOMUHUEBYIO
(bomnbry, IIEHKY U3 OPUEHTUPOBAHHOI'O MOJIMAMH/IA, TOJUBUHIIXJIOPUIHYIO TUIEHKY) U (OIbru

AJIOMUHUEBOMN NIE€YaTHOM JTaKUPOBAHHOM.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUUYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOcCJe TNPUMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIMyJIAIMHU C PenapaToM

OcoOble TpeOoBaHUs K YTUIU3ALUU OTCYTCTBYIOT.
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ot 14.03.2023 N= 4210

foCTOBEPEATET = 201

7. IEPKATEJIb PETUCTPAIIMOHHOI'O V
Poccuiickas @enepanus

000 «ATomn»

445351, Camapckas 00:1., r. XKurynesck, yi. ['mapoctpourenei, a. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

7.1. IlpeacraBuTenb AepaaTessi PperiCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu moTpeOUTENIEH HAIIPABIIATE 110 AAPECY:

Poccuiickas @enepanus

000 «O308»

445351, Camapckas 00:1., T.0. JKurynesck, T. Kurynesck, yi. ['mapocrpoureneid, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MOATBEPKIEHUSA
PETACTPAIIAN, TEPEPETVCTPAIIAN)

Jlara nepBoii peructpanumu:

10. JATA IIEPECMOTPA TEKCTA

O6ma;1 XapaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapaTa BI/ICMYTa TPUKAIIUA JULIUTPAT AOCTYIIHA HA
I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O CO3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHKaIMOHHOH cetn «uTepHeT» https://eec.eaeunion.org/.
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