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®-0000000555-05
3A0 «3u0-310ponney
142103, Poccnn, Mockorckas o0/1CTE,

Tloaonkck, yi1. eneaHoopoKHas, 1. 2
Ten/dake; +7(495) 419-20-64

JINUenans HA OCYWECTBAENNE IPOHIBOACTBA JIEKAPCTEECHALIX CPCALTE
Ne JI012-00102-77/00010736 (Ne 00049-JIC) ot 20.10.2021 1.

MACIIOPT Ne1636/25

HaumenogaHue Mpenapara }];e-Ho.r:‘“’ TabneTK, MOKPBLITLIE TeHouHOH oboaouRoil, 120 mr, Ne 56
Kopa npenapara 758

Homep cepus 1640825

Ob6nem cepus 12 587 wT. yNaroBoK

JlaTa npon3sBojcTea 25.08.2025

Topes go 31.07.2029

IlaTa anamnza 08.09.2025 r.

Aunanys npoBedeH 10 CII-K0-0701-0124-10 «{e-Hon® TabneTrn, nokpeIThie nnenousoit odonouroif, 120 mm»

HJI 11 N012626/01-161117 «/le-Hon® Talnericn, NOKPhLITLIE naeHounoit ofoodKoi,
120 m», Mamenennam Ne 1, Mo 2, No 3, Nod4, No 5w HIL

HauMenopanue TpeBonanys HOPMATHBHOH PexyLTaThl HonbiTaHAHH
noxasatensh JOKYMEHTALHH
OnHcanue Kpyrasie JBOAKOBLITTYKITEIE tabneric, | Kpyriue JBOAKOBINYINEE Tabnetin, NOKPETEIES

nokpeiTEe oGonouKeh xpemoro-Genoro upera, | obonadKkol KpemoBo-6el0ro 1BETa, ¢ HAAMHCRO
¢ manmwcslo «gbr 152», sepasnentol na wgbr 152», puuasnennol Ha onHoft eropone, U
o4Ol CropoHe, W TPAQHYCCKEM DHCYHKOM B rpadieckuM  pHCYHKOM B BHAC Knagpara c
BHE KBAJPATA G TIPCPRIRHCTRIMH CTOPOHEMH B | TPEPLIBACTEIMH CTOPOHAMH W 3aKpYITICHHBIMA
3AKPYTIEHHLIME  YOIAMH, BBIIGBISHABIM HA YUIEMH, BHIIABTCHHEM Ha Rpyrod.

Apyroif.

TToANMMHHOCTE! KauecTReHHAN PEAKURA HA BHCMYT.

- BreMyT C tnomouesunoll B mpucyrcrsun asorHoif | C rHoMOucEHNON B  TIPHCYTCTBHM  830THOM
KHCROTE ofipasyeTcs TEMHO-KENTOR | KHCTOTH OGPAsYETCA TEMHO-KETOS OKPAUIHBAHIE
m(pﬂl.l}'l-ll.’lﬂﬂﬂc
KayecTpenHan peakunsa ua UHTPaT. C cynwharos pPTYTH H [EpMaHraHaToM Kanu

- LiuTpar C cyAnhaTOM DTYTH ¥ NEPMAHTAHATOM K& NPOHCXOAWT OBECHBCUHBANAE PACTEOPA KA/NA

NPORCXOANT OGCCUBEHHBAHHE PACTROPA Kanwil nepManrasata B obpazonanue fienoro ocaixa
nepmanranara v ofpasonanie Henoro ocajxa
KauecTaennan peakina Ha kami. C wobansTHHHTPHTOM HATPHI TPUCYTCTRAN
C xoBANETHHHTPHTOM HATPHN B TPHCYTCTBHH yreycHal KHeoTs 0Bpazyeres OpaHIKEno-FeTLH
- Kanuii yreyenolf wuenoTi ofpasyerca  OpaHiNKeno-
FENTEIA OCRADK

OJIHOPOIHOETE MacChl, M | OT 429,35 Mr a0 442,5 Mr
18/20 taBnerox - ue Gonee = 5 %
2/20 Tabnetox - He Gonee + 10 %

432,9

PacnaigeMooTb, MHH. He Gonee 15 Munyr . 1
OInopoAHOCTE TTng 10 euuuL HCTHITYEMOTO ipenap Z
JO3NPOBANHST {n=10), AV =LL; % . i b
wine s 30 emueny (n = 30), AV <LK AV =22
JHEWEHHS ¥ YOORNETEOPSIOT HEpaBeHs !
|M=xi] £ 0,01%L2%M ;
KamuecTseH oS Or 114 mMr po 126 M 119
OTIpE/enetne, M. (o1 95 % no 105 % o1 3aaBRNEHAOTO KONHHECTRS {99 %)
OrcHE BUCMYTA oKcHAR BHCMYTA)
Mukpofuooraiecki Kateropus 3
HHETOTA Ofniee 44eno a3po0HEX MHKPOORTAHHIMOB — Ofmes uueno 2apobHEIX MHKPOOPTAITHIMOB
e Gonee 10° KOER 1 T menee 1P KOEu L 1.
OBLice YHCHD APOXCKEHRIX H NeCHEBsX rpHboR Of1es MUCHD APOKKEELIX H NISCHERRIX rpuGos
— neGonee 10 KOEB 1 1. menee 10 KOEB LT,
Oveyrorsue Escherichiacalis 1 1. Escherichia coli oteyrereyer 8 1 T

Crp. 1 w32
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Hanmenosanue
nokazareneii

TpeGoranun HopmaTueHol
JOKYMEHTALHH

Peayaerars wensrranni

¥Ynaxonika

Mo 8 -rafnerox s Gowcrepe w3 thossri
BMOMHAHEBOH  w  (hossry  ANOMHHBEROH
JIAMHUHMPOBaHHOH,

ITo 7 Gnuerepon smecte ¢ WHCTpYkUueH o
MPHMEHEHHIO B KAPTOHHO nayKe,

ITo 8 Tabnerox B Gnvcrepe U3 PoNErH AMOMHIHEEOR N (honeru
ANOMHHACEOH NaMUHHpoBAHKO,

Mo 7 Gnuerepos pMecte ¢ HHCTDYKIHEN 1o NPHMEHEHHIO, Koa
HReTRYRumH  «90006723/10n, «I1-758 (7509, 790)-06-03», &
KADTOHHOH Mavxe,

Mapruposka

Ha Onucmepe na pyccrost msuke yrazuianiom:
TOProBOC  HAWMEHORAHHE  Tpemapata ¢
npenynpeanTensioi MapKHposko @;
TPYNNUPODONHOE  HaumeHoBamue  {«micMmyTa
TPHKAIHA NHLHTPATH), HatpaHue W CTpasy
BIAAEHELE pel"HCTpﬂuHOHHDl"G y,B,DCTDB¢]'J¢H]-IH;
JIO3HPOBKY; HOMED CEpHM, CPOK [OAHOCTH (MM
FIIC); MOTYT GRITh yKalamsl 3aBOCKHC Kofbi
yﬂ&KGBK“/ﬂﬂpEMEHHﬂﬂ TeXHHYE kan
unthopMali.

Ha rapmonnoi naure na PYeexoar a3wke
FPRAILIGAION TOPTOBOS HAUMEHOBAMHE NpCMaparTa
€ OperynpenHTenkHoi  MapkupomkeH (b
TPYNIMPOBONHOC  HAMMCHORAHHE  («BHCMYTA
TRHKQIHA THIKTPATY); NekapeTsennyio dopmy;
HAO3HPOBKY;  COCTAE B pemakuny: «1 TtaBnerxa
coneprnt; Jleiferaylomes zentecrro: Bremyra
TRHKAMNS  BHUNTPAT (B MEPecHeTe HA OKCHJ
BacMyra  Bi0:) 3046 wmr (1200 Mr).
Benomorarenzysie semecrea; o, HHCTDYRIHIO. 9
KonHuecTeo TalnieTork B }'HEKDBN{G; Yenosus
XPAHCHHA, ¢Hocol npuMenerus B petakumn «Tng
npHama BHYTPL. Y, HONONHHTENRHEIE HAAITHCH €
mapkepami:  «XPOHUYECKMH TACTPHT»;

«A3BEHHAS  BOJIE3HE»; «Barrepursan
dKTHBHOCTE B oTHOWIGWHH M. pyloriy;
«IporuBonocnanurensuoe nelicrauey;

«O0pazyer 3aumriyio NAEHKY HA NOBOPXHOCTH
Wi W sposnily; aneMent mmalina B omwe
farunckol  Gyxmel «Dw»;  yersomms OTIyCka;
(peAyMpefRTenbiy0  Hanmick!  «Xpamnme &
HENOCTYIIHOM JUIST NeTeH MECTe.» HaleaHue M
cTpany HAGACNELA PETHCTPALMOHHOIO
YAOCTOBEPEHHA, ero  norotwn  (rpaduiecikos
Hzofpmxenne n nammnes “CHEPLAPHARM®
GVKBAMH  NaTHHCKOTO anapuTa);  Hassamue,
cTpany, aapec, tenedon/daxe npamsnomurens,
HOMEDR  PETHCTDALHOHHOMO  YHOGTOBEpEHMH;
lepeMeHHLIe  nauHmie  (HOoMep  ceépum,  cpok
FOAHOCTH & pefarunK «Togen:») W uHdopManmo
Ana MQHHTDPI-!HI’& ABHKEHNS ﬂﬁk&pf.“[‘BBHHUI"D
NPSNApETs OT NpPOM3BOAKTENT 00 KOHEYHOIO
noTpeluTens; WIPHE-I00; MOryT BuiTh YKAzAH A
IABOJCKHE KOMEL YREKOBRB/MEpeMeHHAY
TEXHHHECKAR WHIOpMALLHS,

Ha faucmepe wa  pycciconr nzsine VRazano; mpmnoe_'
HARMEHOBAHKE NPCMApATa € APeAYNPEANTENs HOH MapkHpoBKoft

® «IE-HOJI®; rpynnuposounoe mamMerionate CBHEMYTR
TPHERTHT  AHUNTPAT?, HA3SSHME W CTDAHA  BAALCNRLQ
PerHCTpanHouHOra YIOCTOBEPEHHS «YEILA®APM
Apunaiisirrens Mm6X, Tepmanusy; Aoanposka «120 mr;
HOMep cepun «1640825»; cpox roamoeTy «07 2029»; 3anonckoit
ko ynakosxn «90006635/10x,

Hu xapmonnoi nauke na PYCCKOM RIBIKE PRAIGHO! TOPTOBOR
HAMMCHOBAHHE MPENapaTa ¢ npeynpeauTensHoll Mapxuponioli
® «[E-HOJ®; rpynnuposoykoe mamMenosanme «BHCMYTH
TRHEATNA JARUMTPATY, NeKaperieHnas (iopMa «Tabnerku,
TOKPLITRIE TUIGHOMHOI ofonoukoiin; foamponka «120 M,
CocTaR B perakipu: «l Tabaerka comepacit: Heiieraymuee
Bewectso: BuesyTa tpuxagus meunrpat (B nepecuere ua
owenma  puemyrta  BixOs) 3046 wmr (1200 wr).
BCI’EOMDT‘II.T&J“:HME— BemecTBa! CM. HHCTPYKLINTD,
KONMHMECTRD Tablerok & ynagoske «S6 TalaeTors, yenosma
XpancHEd «Xpauurs npu TemMmepaType He srime 25 “Cu;
criocol npumenenns 5 pesakmn «as npresa BHYTPL.Y,
ADMORHHTENLHBIE HaATeH ¢ mapropasas: «XPOHHYECKHIA
TACTPHT»; «5I3BEHHASH BOJIE3Hb; «BaxTepyuinan
AKTHBHOCTE B OTHOIIEHEHN H, pyloris,
«ITpoTHBOBOCNANHTEILHOE neificrsmuen; «Ofpasyer
JALUNTHY MACHKY HA NOBEPXHOCTH A38 1 apo3uiin] agemMenT
Ausafiua ® pupge natuHcxkod Gykust «Dwn; yenosws OTNycKa
«OTnyek W3 anrex: 6e1 peuenTan NPEAYIPEAHTENEHAs
Haamues: «Xpauitth B HEIOUTYMHOM A Aereli MeLTem,
HaEZBAHHE H CTpaHa BAanCLIa PETHCTPRUMOHHOID
WIOCTOBEpEH Uy «Baageney perncTpaniontore
yocropepenyn: MEILTAMAPM  Apussiivurress T'm6X,
Pepmauns», erc forotun (rpadmuecoe  waolpamenne u
nannnes “CHEPLAPHARM® Gyxsamn natuucioro anhanuTa);
"a3naNte,  cTpaua, appee, rededon/baxe mpoHssoaMTeNS
«llponssomirrens: 3A0 «3n0-3n0posses

Pacenst, 142103, Mockoreean ofmneTe,

r. Mogonkex, yi. Henesnonoposknasn, g, 2

Tear./iharce: +7(495) 419-20-64x,

HOMED PErHCTPALROHHOTO Y0CTOREpeHHA

«Per, ynocrosepenne IT NO12626/01y:

NEPEMCHHEIE TaHH ke "
«Cepusi: 1640825, é({;ﬂ A
«ogen: 07 2029, 7, O e
HHAOPMALINS  JUts MOHHT

P e il ’.-'r‘ :‘- %
i JEnkEHAR iokapeTacttore
MPEMIaPATA OT HPOMIBOAHTES .ai?/(:m&,@‘nﬁg NOTPEGHTENA:
«Data Matrix»; EL T, AT
e

M

«GTIN: 042607477222839:2 5| A0jsn ik, ):
i "lqif/"'
S/Nw> ¢ yxasaiien HHEHDBIVATLHONO! opmaing
HOMEpE TTaYKH; %o ® NG, .
S e

WTpHR-Koq «d260747722283% 5,
JABOJICKHE KOAS! YIaKoRKH «I0

SilE

HOHHOID
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s

Xpanenne

TTpy Temneparype He hiwe 25 °C

2110, H1.7158:56-03.04»,

[lpu Temneparype ne spime 25 °C

Cpok rogHocTy

4 ropa

4 rona

Saxarouenne: Jexapemsennpii

npenapam  Me-Hon®

mabaeny, noKkpuinbie  MIeHOUHOL oboroykor,

120 sz Ne 56 cepuy 1640823, coomeememeyem mpeboGAHUAM & 4aCHY NPOsepeHtbX nokasamenetl.
He:xsunckan O.E. "

Hauansuux otaena kontpons xavecrea
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®-0000000551-07
PA3PEINTEHHE
HA BRIOTYCK I'OTOBOT'O ITPOLYKTA Ne 1663/25
Toprosoe HaUMEHOBAHHAE NIPEnapaTa Tle-Hon®
MexmyHaponHoe HENATEHTOBAHHOE i
HAHMEHOBAHUE (rpynnupoBOYHOE Uy BremyTa TpUKanKa JUIHTPAT
XHMHYECKOE)
Jlexapersennas hopma TabeTry, TOKpLITEE IIeHouHOM ofonoukol
JTo3upoBKa 120 mr
Taberxy, TOKPEITHIE MICHOYHOR oboouKod,

dopma BEITTycKa ' 120 mr

(6mcTep) 8 x 7 (mauka KapTOHHAL)
Homep cepuy 1640825
Obsem cepun 12 587 mrT. yIakoBOK
JaTa IpoH3BOACTEA 25.08.2025
ToneH 1o 31.07.2029
HaumeHoBaHne W aIpec MPOHU3BONUTEIII 3aKpEITOe AKIHOHEpHOoE 00IMEeCTBO
(TIpousBOLCTBO, TepBUIHASL ynakosxa, | «3u0-3n0poeen (BAQ «3uQ-3nopoBbes),
BTOpHYHAM/TOTpeOHTENECKax YTIaKOBKa, Pocers, 142103 Mockosckad obm.,
BEITYCKAOIIMH KORTPONE KAYecTsa) r. Ilononsck, yi. JKenesHomopoxKHas, L. 2

Juuensms Ne JI012-00102-77/00010736
(Ne 00049-JIC) 07 20,10.2021 1.
Ceprudmxar coorsercrana Tpebonanuam [Ipanu
Hammeskaiiel npoussoncTRertol IPAKTHKH
ErpasuiicKoro 3K0HOMHYECKOT0 O34

Ne GMP/EAEU/RU/01442-2024 or 15.08.2024 1.

Homep 158 nata | PerucTpaliMOHHOrO IIN012626/01 or 23.08.2010 T,
| YAOCTOBEpEHHS (nara sHecenus w3meneruit 8 PY 21.06.2023 r.)

HATINO012626/01-161117,

HoNep NOpRETIENgK TORYRORTAIIN Havenenua k HINe 1, Ne 2, No 3, No 4, Ne S

HamMeHoBaHHE | aIpec ACPIKaTSIIA HEIIAPAPM Apm-xaiimm'renb TutX,

PETHCTPAMOHHOTO YAOCTOBSDCHUA

Tepmamna/CHEPLAPHARM Arzneimittel GmbH,

Ziegelhof 24,17489 Greifswald, Germany
PRIHOK TOCTARKH NPOIYKIIMH Poccusn

Homep nacropra 1636/25

1, TIOATBEPR/AIC, YT0 BSILEYKa3aHHasd CePUITKA[CTREHNOTO NPCIAPATE BEIITYCKACTCA B ofipanieHue.
2, TapaHTHpYIO, UTO BEINEYKasaHHAT HHEOD amafﬂ snmﬂ' a i BepHa, DTa cepus ObUa NIPOH3IBENCHE,

N tin
BITIOUE YIAROBKY H KOHTPOIh KAHCCTRA JoSxa aan i _ﬁn & A/ipecaM IPOH3IBOJICTBEHHEIX [I0MAN0K
& fieit NPOM3BOJICTBEHHON MpaKTHKK) H

Perucrpanonsol 1okyMenTauued na npg; TM34Hr _
3, Bce pesyIBTATH AHANH3E W 3aMHd ‘ﬁ@%ﬂi oxobpexs! B coorsercTenE ¢ GMP,
TEXHHYSCKHMH COFNAMEHHAMHE H COrallieHiM Ti0, e
4, Beinw ni xaxue-mubo OTKIOHSHMA «%%upmamé@ HOTO [MIpolecca, KaCaioiecs KaHecTna
IPOOyKITHY: iz 33207] 2

¥ Her O Ia

BBIIIYCK I'OTOBOI'O TIPOAYKTA PASPEIIEH

l,I[A v HET

VHOIHOMOUYEHHOS JTHIO!

~—Tlotnuch

Hata seimycka B o0pauierne: __ 7 t. 05 ﬂﬁﬁ.ﬁ#
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