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PASPEINIEHUE
HA BEIITYCK I'OTOBOI'O NPOOYKTA Ne 0971/25

Toproroe HAHMEHOBAHHE NPENAPATa ITe-Hoo®
MesknyHapoaHoe HENATEHTORAHHOE
HEHMEHOBAHNE (rpyanupoBoYHOS Wi BucMyTa TpEKaIHA OUIATPAT
XHMHYECKOE) ;
JlexapcreerHag GopMma TabneTkn, NTOKPLITEE IIEHOYHOH 0601109K0H
HosupoBka 120 mr

TaGnerxu, nokprTEe mieHo9HON 0f0n09Kol,
DopmMa BEITYCKA 120 mr

(6mmictep) 8 x 14 (MayKa KAPTOHHAS)

Howmep cepun 1110525
O6seM ceprn 6 231 mt. YIaKoBoK
JaTa poM3aBoacTEa 15.05.2025
lopexn no 30,04,2029
Hauvenopanue ¥ aipec [POE3BOAHMTENA 3axpeIToe aKnroRepHoe 06mecTEO
(TIpOM3BOICTRO, TIePBHYHAL ymakoBka, | «3u0-3goposeen (3A0 «3u0-3m0poBsen),
ETODHIHAA/MOTpeOUTENECKAT  YTIAKOBKE, Poccrig, 142103 Mockorckas ofi.,
BEIITYCKAIOTTHA KOHTPOIE KaYeCTRa) 1. [lomomeck, yi. XKenesnonopoxuas, 0. 2

Jumersas Ne JI012-00102-77/00010736
{Ne 00049-JIC) ot 20.10.2021 1.
CepradukaT cooTBETCTERS TpebosaswaM TIpanar
HaUIekamer MpoOR3BOACTECHHOA HPaKTHKA
Enpaswifcxoro 3KOHOMBEIECKOrC CO03a
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1,

Homep H nara PErHCTPallHOHHOTO TIN012626/01 ot 23.08.2010 .
Y IOCTOBEPEHHA (mara sHecemma waMeneHni 8 PY 21.06.2023 1)

HIOIIN012626/01-161117,

Homep BOpMaTHRHOHE DOKYyMEHTALHA Viswemesms x EILNe 1, Ne 2, Ne 3, Me 4, Ne 5

YEIUTAGAPM ApomaiivmrTens IMEX,

FIAEMBHORARHS U dupes JepKaTesy Tepmanus/CHEPLAPHARM Arzneimittel GmbH,

BECHCTRALIIORRATY YROCTEEAREIS Ziegelhof 24,17489 Greifswald, Germany
PEIHOK ITOCTABKH NPOLYKIMA Poceus
Homep nacmopra 0925/25
1. TlonTeep®naro, 9TO BEINIEYKA3aHHAA CEDHA JIeKapeTHEHHDrS, [pPEndpaTa BHIIYCKAETCA B
ofipamenne. ‘ff: MRS fF‘:"‘}Z"-
B TapapTupyle, 9T0 BHINEYKA3aHEAS HHOODMA %‘numxh&m@\*a < HepEa. 3rta cepua Bpum

fir o

IPOM3BEJEHA, BKINOYAS YOAKOBKY ¥  KOHTDOIS yzcaﬂr ,ﬂﬁmﬁ BEINE aJpecam

B O¢ -:HpaBmIa HaTexameR

4 BHJIPI IF Kakpe-TH00 OTKIQHEHWT OT r:pouzne,u ecca Racaiomuecs KaJecTBa
NPOOYKITHH:

M Her O da

BRIITYCK TOTOBOI'O HPOIYKTA PASPEIIEH IA v HET
VOoIHOMOYEHHEOS IHIIO: (jﬁ/’l

HodHues

Hara semycka B o6pamense: 46 . 06.A0L 5




D-0000000555-05
3A0 «3r0-3n0poBben

142103, Pocewmn, Mockosckas obnacts,
[Topomeck, yn. Xenesuogopoxsasd, A, 2
Ten./haxc: +7(495) 419-20-64

JIHUEHIHA HA OCYLIECTRIIEHNE POHIBOACTES IEKAPCTEEHHBIX CPEACTE
Mo J1012-00102-77/00010736 (Ne 00049-JIC) ot 20.10.2021 r.

HACIIOPT Ne0925/25

HamvenoBaHne npenapara Me-Hon® TabieTkH, NOKpRITLIE LeRoTHOH 0GotoqKol, 120 mr, Ne 112
Kop npemapara 759

Homep cepusn 1110525

O6nem ceprn 6 231 mT. ynakosox

HaTa npou3zBoacTBA 15.05.2025

T'open no 30.04.2029

Hdara agannza 28.05.2025 r.

AHaTHZ NpoBeleH Mo CII-K0-0701-0124-10 «[Ie-Hon® TaGnersn, nokpeiTsie 1eHo9R0# 06o10uxoi, 120 M
HA IT N012626/01-161117 «de-Hon® Tabnerrn, NOKPLITLIE NIeHOYHOI obono4koil,
120 mr», Mamesennsam Ne I, Ne 2, Ma 3, Ne 4, No 5 ¢ HIL

HanveHosanue Tpebosanns HopMaTHBHOk PesyibTaTnl HCIRITARHH
nokasarenel JROKYMEHTAIHH
Onucanne Kpyrneie JBOAKOBLITYKIEE Tebnerkd, | Kpyrose IBOAKOBRUTYKIRG TaBneTkH, MOKpAITHIE

noxpeiTeie oGonoukoll kxpemoso-Benoro usera, | ofonouKoH KpEMOBO-0EJIOTO LBETE, C HAANHCHIO
C HAOMHCRK «gbr 152», mrizmasnernod Ha | «gbr 152», seijasiensofl Wa oOHOH CTOpOHE, H
ONHOH CTOROHE, H IpAfAYECKHM DHCYHKOM B | rpadiMeckM DHCYHKOM B BHIe KBagparta ¢
BRJIE KBAApATA ¢ TPEPLIEACTEIMY CTODOHAMH ¥ | TIPEPEIBMCTEIME CTODOHAMH W 3AKPYTICHHHIMH
JAKPYFACHHBIMH  YriiaM¥, BHIZABASHHEIM Ha | YIVIaMH, BRITABIEHHEIM HA Ipyrof,

Apyrofi.
TonnuuRoCTH: KadecTaeRHad DeaKIHA Ha BHCMYT.
- Buemyt C THOMOYeBMHOH & nNpHCYTCTEWH 230THOH | C  THOMOuesMMOH B TPHCYTCTBHM  a30THOR
KHCIOTSI ofpasyercs TEMAQ=KEITOS | KHCIOTH 00pasyeTes TeMHO-KENTOE OKpalliBakAs
OKpaIIABAHKE
Kavecrnennas peaxius #a uwrpa'r C cymudartoM pPTYTH W NEPMAHTAHATOM KATkA
- UnTpar C cynbdatom PTYTH M NEpPMaHIaHETOM KATHA | MDOHCXOLHT OGECHBETHBAHWE pACTEOPA KaNMs

NPOMCKOART OBeciseHEaNRE PACTEOPA KATHA | NEPMAHTAHATA H 06pasoBaHHe Selloro ooanka
nepManrararta v o6pajopanue Sesoro ocanka

Kauecrsennas peaxumns Ha xamiii, C koBafETHHHTPHTOM HATPHA B NPUCYTCTBHH
C xoGansTHHHTPHTOM HETPHA B MPHCYTCTBAM | ykcycaol KHCNOTE ofpasyeTes OpatKeBo-HenTs
- Kamuii YKCYCHOH KHCIOTH 0BpAayeTcs OpamueBo- | ocanok
xenTeiil ocagox
OunHopoltHocTs Maccsl, Mr | ot 429,5 mr g0 442.5 mr 4342
18/20 tafnerox - e Gomee + § % Or=13% no +1,2%
2/20 TaGnerok - He Sonee £ 10 %
PacnanaeMocTs, MHH. He Gonee 15 munyT 7
OnHOPOOHOCTE Itna 10 ensuun HCMEITYEMOTO Npenapata
JO3MPOBAAHA (n=10), AV = L1; n=10

wiy w30 emuawy (n = 30}, AV = L1 u Bes
(SHEFIEHHT X VOOB/CTBOPAIOT HEPABEHCTBY e
[M-xi| =0,01xL2xM

Konugectrennoe O7 114 mr go 126 mr
olipeseneHye, Mr, (0T 95 % 1o 105 % oT 3a9RIeHHOrO Ko/MUYecTRa
OKCHI BHEMYTE DKCHIA BHCMYTA) e T8
Murpobuonoruyeckas Kareropus 3A. I_H_\ .g = Mpn
qHCTOTA O6mes 2ueio 83poGHEX MRKPOOPTaHHIMOE — | Ofiiet wHoo aspoGHbi -
He Gonee 10° KOEB 1 . meneel(° KOE s 1 r 1—’3 <
OGmee YHCIO IPOROKEERIX U NNecHeRkX rpubos Ofules YHEn0 Apo B
—ue Gonee 10° KOEs 11, veree 10KOE® 1 r. b2
Ortcyrereue Escherichia colin 1 r. Escherichia eoli ot
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Haumenoranue TpeGopanus nopMaTHBHOH PesyneTarsl HCIbITAHAR

noxasarenel HBOKYMEHTAUMH

Ynaxorka Mo & Tatneroxk B OnWcrepe w3 donerw | [o 8 rabnerok B GrmcTepe WY QONETH AMOMMHHEROR B HONBIH
AmOMWHEACEQH W DOMETM  AMOMMHMEROH | AMOMKHMCBOH TAMHHHDORANHOH,

NAMUHHPOBAHHOH, Mo 14 GnucTepos BMecTe ¢ WACTRYKIHEH [0 NRHMMEHERMID, KO
[lo 14 GnAcTepos amecTe C HHCTPYKUWeH no | WHOTpYRIMH «90006723/10», «-758 (759, 790)-06-03», =
NPAMEHSHHIO B KAPTOHHOH Navke. KApPTOHHOH TIaYKe.

Mapkiposka Ha onucmepe na pycckom azwike yxaasteaiom: | Ha Gnucmepe na pycckom A3biie  yKeIgHo: TOPrOBOE
TOProBOE  HRWMEHORAHWE — Mpormapata ¢ | HAWMEROBAHWE [PENApaTa ¢ MpeIyTIPENHTENLHOR MapKHpOoRKoH
[IpenyNpeInTensHOH MapKUPOBKOH ®;, | ® «TE-HOJ®:; IpyNIHpoBOMHOE HAUMEROBAHHC KBHCMYTS
FPYTMITHPOBOYHOS  HAMMCHOBEHHE  ((BHCMYTA | TPHKSAHS AHUWTPAaT», HA3BaNWe W CrpaHa  Bhalelsua
TPHKANMNS  JIWLMTPATS); Ha3BaHHe W CTPaHy | PerHCTPAELMORHArD YIOOCTOREPEHMA «HEILIADAPM
BIANENLUR PErMCTPALMOHHOrS YAOCTOBepeHus; | Apunadmmtrene I'mOX, Tepmannayn; nozuposka «120 mr»;
IO3HPOBKY, HOMED CEDHH, CPOK TOOHOCTH (MM | Homep cepuu «1110525w; cpok rogHocTs «D4 2029»; 3asoackoit
ITIT}, MOryT OelTh YyKa3ansl 3aBOSCKME KOOBT | koJ ynakoexd «90006635/10x.

YTaKOBKH/TIEpEMEHHA TEXHIIECKaA
;i;,qm,frpﬂz',w,; RauKe H@ DYCCROM R3biKE Ha rapmonnoli nauke Ha PYCCKOM A3WIKE YKO3ARA: TOPTOROS
JRABLEAIM: TOPTOBOE HAMMEHOBANHE TIPENapaTa HEHMEHOEAHHE [IPEMapaTa ¢ peyNpeInTeLHOR MapkHpoRkai
¢ NpemyNpemwrersod  Mapwupomkod | ®; ® «JE-HOJ®s; rpynmaporoutos HAMMEHOBARMC «SHCMYTA
TRYNMHAPOBOYHOE  HAWMEHOBAHMG  («BHCMyTa | "PricWIMR JHHATRATS, NEKapcTRERHAd popma «TaGnersu,
TPHKATRS JHUHTPATY); NEKApPCTEEHHYIO DOPMY: ACKPLITHIE NAeHounoil ofomoarxoi»; gosuporka «120 Mo
HOIMPOBKY; COCTER B penaKuMW: «1 TaGneria | COCTAB B pOlAKIHm: «l TafneTka copepmur; Hefictywiues
comepuanr: Jleficrayiouee BemecTso; Brcwyra | BENIECTSO: BucmyTa TPHKANHS OMUHTPAT (B nepecssTe Ha
TpEKATHA OuuMTpaT (B repeciere ma okcun | ONCMA  BHewyTa  BixQx) 3046 wmr (1200 wr)
sucMyra BizO7) 3046 wMr (1200 wr) | DCUOMOATeNbHhE  BEWECTBA: €M,  WRCTDYKUHM.Y
Beromorare sibie BETICCTRA: OM. MHCTPYKIHio, »; | KCIWectso Tabnetok 8 ynakoske «I12 vabueross; yerosws
KOITHMECTBO Taflerok B YNAKOBKE, YCHOBUS XpaHE';HR «Xpaunts. npu “M"apwe Ee meime 35 G
A ernoco HMERCHUA B pEJAkIHM S TPHEMA BHYTPL.Y;
XPAHEHHA; cnncoﬁ' MpHMEHEHNA B peaaripH «[lna nonommngum-mm Hannnm,; & sikpkekie “}“:’P DHIT‘{E%TIIEHE
vapsentan  KEOHIECRIE . AL | TACTPAT»; «3BEHHAA BOJIE3HE; «BaxTeprumuas
MapRepamis: » . "
«;gBEHH Af BOJNE3Hb» «Bakrepummx Hs:; AKTHBHOECTE B OTHOWEHHHA H pyloris;
AKTMSHOCT B  oTHOMeRWM H.  pyloriy, | “1IPOTHBOBOCHANMTENLHOE ReAicTaHEs; «O6pasyer
«lpoTHBOBOCTANHTENE HOE aciicTuey; | STUMTHYI0 ILIEHKY Ha NOBEPXHOCTH A38 # 3p03niin; NEMEHT
«OBpasyer saumTHyi0 TICHKY HA noaepxuoc'rv; ApzafiMa B Bune fgrweckoll Sywmml «Dw; yolosMd omnycra
38 ¥ 2poanin, onemewT msadina § mpge | COTNYSK W3 anTex: Ges peuenTa.; NpemyMpeaWTENsHan
neTHHcKoR Gykmw «Dv; yonomus omnycka; | BeUHCE: «XpAHHTE B HefOCTYNHOM [UIS feTel MecTe.»,
NpeAYNPENHTENLHY0 HamMMCh: «XpawdTs g | MASBEHWE M CTpEHZ  BAAZeNRUA  PErMCTPALMOHHOrO
HEJOCTYTIHOM JUI% JeTel MEecTe,», Haspanue o | - oCCLOBCPCHUA «Baaneneu PETHETPALHOHHOID
ctpany BIATeNEIa perncTpanontoro | JAOCTOBEPEHkS: HEIMLAAPAPM Apumuafimerress ['moX,
yHOCTOBepeHMA, ero joroTMm  (rpadmveckoe Fepmzama», ero sgorotun (rpadwmeckos wsoSpakemue w
waoSpawerme w mazmice “CHEPLAPHARM™ | Aeamwck “CHEPLAPHARMY Gyxksamu natunckoro andassra),
GyKsamu jaTWEckoro andammTa), Hassamwc, Hﬁnmm, manla,BAaéup«e;,o';enede/dmxu TPOHIBOIHTENA
s o, uspentes owcm | SIESEST A O
HOMEP  PETHCTPALMOHHOTO  YIOOCTOBEPEHWS; . i !
MEPEMEHHBIC  DaHHEIE (HOMED CCDHM, CPOK ;H?"Mh?':;:;;;xﬂ;ﬂ‘;;ﬁ?“m"“: A2
s p e i | SRR LGNS
A7 MOHHTOPHHTA NBMXCHHS IIEXapCTEEHHOND
i e gt bvimgaii M D oamore, | Per. yaocronepesue [ NO12626/01»;
NOTPeBHTENS; WTPHK-KOL; MOFYT G ykasams: | CPCMOHHBIC JAHHLIE:
38R0ACKHE kOB yraKoBKW/TEpEMEHHES «Cepus: 1110525y,
TEXHUYECKAT HADOPMALMA. «Copex: 04 2029»,
HHopMaLms N8 MOHWTODHETA JBKEHHS [EKAPCTBEHHOrQ
Ch KME]J
 arTpux Ko 4&426074771129&»
|} pamoackite ko ynaKoskH «D0006722/10n, «I1-752-112-05-045.
Xpanenue TpH temnepatype we saime 25 'C l'lgu ramgesﬁaTypa fe seime 25 °C
Cpok roftiocTs | 4 rona

3akiiouenne:

Jexapcmeennsiii  npenapam f“—“ﬂ'm,_

m’aﬁnemm AOKpbImsi2 FAIEHOYHOHT  060N0YKoY,

120 mz Ne 112 cepuu 1110525, coomeemcmeyem mpebosanusim 6 4acmu HpogepenHLx norcasameaew

Hesxmuuckas O.E. AP
g ."’-f""_.-"/

HawamsEWK 0TJeNa KOETPOI KagecTBa

Honscrocms
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