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@-0000000555-05
3A0 «3n0-3n0poBLe»
142103, Pogeus, Mockosckan 001acTs,

Toponsck, yi. KenesnonoponHan, 1. 2
Ten./take: +7(495) 419:20-64

JInien3usg Ha ocylUlecTBIeHIE TIPOM3BONCTRA JICKAPCTECHHBIX CPeCTR
Ne J1012-00102-77/00010736 (Ne 00049-JIC) or 20.10.2021 r.

NACHOPT Ne1367/25

HauneHoBaHHe NPENapaTa Tle-Hon®™ Tabaerin, NOKpoITHIE nneounoii obomoukoii, 120 mr, Ne-56
Koa npenapara 758

Homep cepun 1560725

O0nem cepun 12 509 mT, ynakoBoK

Jdara npou3BoACTEA 15.07.2025

Topen go 30.06.2029

Hara aHanusza 04.08.2025 r.

AHaJans NpoBeIeH Mo CI-KO-0701-0124-10 «/Ie-Hon® Tabneris, NOKpsITEIE nhesounoii cbonouroit, 120 mr
HJI IT N012626/01-161117 «/le-Hon® rabaeTic, HOKpLITEIE naexounoii ofonouroil,
120 mr», Wamenenusn Ne 1, No 2, Ne 3, Ne 4, Ne Sk HL

HanmeHopanne Tpefionanisn HOPMATHEROH PeayssTatrst HCnLITaHH
[oKazaTenci JORYMEHTALHHA
Onucatne Kpyraue JIBCAKOBLITYKILIE Tabneriy, | Kpyrike ABOAKOBHTYK/be TAGNETKR, NOKPEITEIC

noKpeThie obonoukoil kpemoso-Genoro LEeTa, ofonoykoil kpemopo-GeNore nBETa, © HAAMHCHA
¢ Hagmuowlo «gbr 152», Bugasnenvoil Ha | «gbr 132», BLLAARTENHOR HAa oAHOH ¢TOpONE, U
oMol cTopote, W rpadiMHeckuM PHCYHRKOM B | rPadUuecinM DHCYHKOM B BHAC KBAApaTa ¢
BHJIE KBAAPATA C TTREPRLIBUCTRIMU CIOPOHAMY U | TPEPLIBHCTEIMH CTOPOHAMH H  3aKkpyrAcHilsIME
3AKPYTIEHHBIME  YTIaMH, BEAABICHHBIM Ha | yrnams, BRIAABICHHEIM R Jpyro#.

ApyTof.
[oAnMMHEOCTE! KanecTpennas peakiMs Ha BHCMYT.
- BHeMyT C rHomouesnuoli ® nprcytersxd asotnod | C THOMOUEBHHON B NpHCYTETEHN  230THOH
KHENOTE obpazycres TeMAO-KENTOE | KHCAOTH 00pasyeTes TEMHO-MENTOE OKPAIIHBARHE
QKpALIHBEARNG
KavecTREHHAN PEAKIMIL HA LIMTPAT. C cynwatom pPryrH H NEPMANTaHaTOM Kanud
- Uwrpar C cynsdartonm PTYTH H NEPMAHIANATOM Kamus | MPOHCXOIAT pGeclpeyUBIAHHE PACTBOpE  KanHAd

HPOHEXOANT OOECIBEMHBAHNHE PACTEOPA Kanws | NepManratara i obpasonaine Genoro ocaKa
nepmanrasata u ofpasosaine Deoro ocanka

Kavecrpennan peakiis Ha kanu, C «oBuALTHHHTPUTOM HATPHA B MPHCYTCTRHH
C koOWILTHHUTPUTOM HETPHA B NPHCYTCTRHH yicycHoit kienoTL 0bpayeTes OPARKEBO-IRENTHIH
- Kanu#l yrcycHoH KucioTel 0BpazyeTca Opalikeso- | OCAReK
SKEATHIH OCAJ0K
OnHOPOAHOCTE Macehl, MT | OT 429.5 mr 10 442.5 mr 436,7
18/20 TaBnerok - He Gonee £ 3 Y% Or-1.6% no +135%
2/20 taBnerox - ve Gonee = 10 %
PacnagaeMoLTl, MHH. He Gonee 15 MUEYT 7
OAIHOPOAHOCTE Jng 10 e/ HHHLL HCIBITYEMOTO HpEnapaTa
JIOIHPORARKA (n=10), AV =LI; 1
wow ans 30 exwmnn (n = 30), AV = L1 n Bee AV =22
IHAUEHWS  Xj  YAOBNETBOPMIOT HEPAREHCTHY Y
[M-xi| = 0,01xL2xM
I{onuHecTrenHOE Ot 114 mr no 126 mr 118
ONpPEAENEHHE, MT, (o7 95 % a0 105 % o 3a8BIEHHOMO KONHUECTEA (98 %)
Oxreil BHEMYTE OKCH/IA BHEMYTH)
MugkpoGHooraueckan Kareropus 3A.
HHETOTA Ofuwee yHeno aspobiiEix Mitkpooprauusyon — | Obuiee wHeno 23p0oGHLIX MUKPOOPTAHNIMOB
ne Gonee 10° KOE s 1 1. menee 10” KOE » an?\'f\%mfﬁ““
OBiiee yHCao JAPOsKEREIX H NIecHessIX rpiboy OGILee SHCIO 1 e ;@ﬂ_@nﬁg&g%w rprbos
~ 1te Gonee 10* KOE 1 1. wenee 10 KOB: IO
L Orteyrerane Escherichia colis | 1. Escherichia ¢oli ey mnl\:ﬁﬂf\ :
i Z 50
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Hanmenoranue TpeBoranus HOPMaTHBHOH Peay/IbTaTl HCIBITAH U
nokasaTenei JOKYMEHTEIHH

Vnakopka Mo 8 TaBnerox © Gmwerepe w3 (hosern | o 8 taBnerox n Gnnerepe w3 donsri amoMutnesol 1 Gonery
amoMmuldesoll W QoawrH  amoMHHMesod | alioMuUHUeROH nAMHHHPOBAHHOMN.
JIAMHHHPOBRAHHOH. [lo 7 GuucTepon BMECTE C HHCTPYKUHECH N0 NPHMEHEHHIO, KOI
Tlo 7 Gmmcrepos mmecTe ¢ wWHerpykumell mo | uwuctpyxumn «20006723/105, «M-758 (759, 790)-06-03», »
npuMeHeRHIO B kapTonnol nawke, wapTouHoii mavke,

Mapkuponka Ha Banemepe pa pyecxos mivike yrasuieaoms | Ha  daucmepe  ia :pyccmM H3WIKZ  VRO3GHO: TOProkoe

TaOprasoe HaMMCHOBAMHE Ii1]3k:1‘|ﬂp£l‘l'ﬂ c
OpEIyMeIUTEIbHOH MAPKHPORKOH &
FpYTIIHPOROYHOE  MARMEHOBAHHE («piomyTa

TPUIANTHE  OHOHTRATR); HAIBANHE W CTpany
BABLENLUA PErHCTPALHOHHOID YIOCTOBEPEHNI,
[O3NPOBKY, HOMED CEPHH, CPOK TOAHOCTH (MM
rrrr); Moryr ObITh YKA3AHBL JAROACKHE KOJLI
yNakosku/nepemMennan TEXHWYECKAR
uithopManns,

Ha kapmoesnofl  Nauke Ha pycckoy  A3bike
VPROIVGAIOM: TOPrOBOE HAHMEHORANIE NPENApaTa
¢ fpeaynpennrentHoii  mapkuposkoft @
TPYNOHPOBOYHOE  HauMenoRanHe  («BHCMYTH
TPHKAANA JHIOHTPATR), NEKApCTBeHHYIO (opMy;
no3upoBKy; coctas B penparumi: «l rabnerka
conepiknr: Jlefictaylomes peiecTro: BHomyTa
TPUKANHE AHUMTPAT (B TEPECTETE HA OKCHA
pomyra  BiO3) 3046 wmr (1200 wr),
BenoMorarensHEe BEUIECTRAT CM, HHCTPYRLUHKID. M,
kofuvecTBe TalAETOR B YNAKOBKE, YCNOBMA
xpancHus; erocol NpuMencHHa B ponakusH «flns
MPHEMIL BHYTPb.Y, JOMOAHHTENLHLIE HAXMHCH C©
mapkepani:  «XPOHHUECKHH TACTPHT»;
«SI3BEHHANA BOJIE3Hby, «bakrepuauanas
AKTHBHOCTE & OTHOWeHHM M. pyloriy;
«TIpOTHROBOCTIANHTEALHOE neficranen;
«OGpasyeT 3MMWMTHYIO TICHKY HA NOBEPXHOCTH
H3B W opo3uits) AneMEHT Ju3alina B Buae
narudckol  Gyrnwl «Dw;  yenomsHs  OTHYCKa;
HPELYNPEIRTENLHYI0  HAIMHCh: «XDPAHHTE B
HEJOCTYNHOM AN [eTeH MECTE.», HA3BAHMC M
CTPaHyY Bafeak0a PErHETPRLHOHHOID
yuocTopepenus, ero Jorotnn  (rpadmueckoc
wiofpuscenne W nanmics “CHEPLAPHARMY
GyKpamMu NATHHCKOPO AA(aBHTa); HAIBRHHE,
crpany, agpec, Tenedon/daxt npoHIBOAMTEN,
HOMEP  PErHCTPALMOHHOrD  YOOCTOBEPEHIA;
MepeMeHHLIC  JaHHbele  (HOMEP cepHu, CpOK
rOJIHOCTH B penakumy «oleH:») i HHpopMarmio
A MOHHTOPHHIE HIBHACHHA NEKapCTREHHOTO
npenapara 0T [POWIROAHTENN 10 KOHCHMHOTO
(IOTPEBHTEN; MTPHX-KOL; MOTYT DBITE yKasaHbl
3ABO/CKHE IO yrHaKosrH/MepeMentas
TeXHHHEC KA HHPOpMALH. :

" «Per. yaoctosepenite IT NO12626/01»;

HAKMEHORAHHE NPETAPATA C IPEAY PEAHTENEHOH MAPKHPOBKOH
® «TE-HOJM®; rpynriuponoyloc HAHMEHOBIHHE «BUEMYTA
TRHKAITA }IHI.IHTPII'!')); HaZRAHHE W CTpdaHa BRnageaLLa
PETHCTPAIHOHHOID YAOCTOREPEHHA «HETLJTA®APM
Apuuaiisurrreas Tm6X, Tepmannan; noauwposra «120 M,
Homep cepin «1560725; cpok rognocth «06 2029»; 3aBoacKof
kol yrnakorkn «90006635/10%,

Hu wapmoninoft neuKke B pyeckoat AIWKE YKA3aHo: TOPronoe
HAMMEHORAHHE NPENapaTa ¢ MPEAYIPEAHTENRION MADKHPOBKOH
® «IE-HOM®»; rpynnaponotnoe HAMMEHOBAHHE «BHEMYTR
TPHKAAHA ANUHTPATS; nekaperseHnas dopma «Tabaerkn,
NoRperThie mieHouHoll oGosodkoiy; gosuposka «120 M
cocran B pegaxums: «1 Tabnerra comepmur: HeiicTaylomee
peniecTo: BueMyTa TPHKANNE QHUHTPAT (B nepecyere ua
oiepa  maemyrta  Bix03) 3046  mr (1200 mr)
BenomoraTebHEIE  BEIECTBA! €M,  MHCTPYRLMH.D,
konuuceTEe TabNeTOK B YIAKORKe «S6 TROneToKs) YCNoBuA
XpaHeHHA «XpamuTh npH Temnepatype He Boiwe 25 "Cow
crocof mpHMcHEHMY B peaakuns «las npuema BHYTpRS;
AOTOARNTENEHEIE HAINHCH C MAPKEPaMH: «XPOHHYECKUH
FACTPHT»; «I3BEHHAS BOJIE3Hb»; «baxrepuunauas
AKTHBHOCTE B OTHOIIEHIH H. prlaris;
«IIpoTiHBoBOCHATNTENBIIOR aeficTaHe?; «(Gpasyet
INWWTHYIO NAEHKY HA NOBEPXHOCTI A3B 1 IPO3NiiN; NeMenT
auaalina B BMAc fATHHCKOR Oykmel «Db; yenomus oToycka
«Ornyek 13 anTer: §e3  peuenTay, TPCAYTPEAHTE/IBHAA
HAAMMCE: «XPAaHNTE B HegocTynmHom juia Aerell mecten,
nasmaHie ¥ CTPAHA  BRAJENLUA  PErHCTPALHOHHOrD
YI0CTORSPEHHS «Buraneney PETHCTPAUHOHHOND
ynocrosepenna: UEILTA®APM  Apunaitmirrens TmBX,
Tepmauna», ero norotun (rpaduyeckoe niobpakenie o
nanmict “CHEPLAPHARM®” Gyxsamu laTnHCKoro ajannta);
HazpaMWe, cTpama, aapec, Tejedon/ake  npoMIROAMTENI
«llpomsogurens: 3A0 «3u0-3noposnen

Pocens, 142103, Mockosekan o6aaers,

1. Menoanex, yia. JKenesnogopormuan, o, 2

Ten/thare: +7(495) 419-20-64».

HOMEP PErHCTPALMOHHOTO YADCTOREPCHHS

NEPeMEHHRIE JaHHLIC]

«Cepua: 1560725»,

«Tofen: 062029,

HHQOPMALNA NI MOHHTOPMHTA ABIDKEHHA NCKAPCTBCHAOID
MPEnapara OT MPOMIBOAHTEN A0 KOHEYHOTD nDTpC:ﬁH'I‘e.HH:
«Data Matrixs;

«GTIN: 04260747722283»,

«8/Ni» ¢ YEOIAHNEM WHAWBHAYANLHOTO CepHaNHIaUHOHROTO
HOMEPA TIauKkH;

wTpHx-Kop «d260747722283»;

IAROMCKHE KOG yrinkonkH «90006721/10», «I1-758-56-05-04»,

XpaHenue

IMpu Temneparype He Beime 25 °C

Ipu Temneparype ue seimie 25 °C

Cpox ToAHOCTH

4 rona

4 rona

Saxmouenne: Jlexapemaennsiii npenapam Je-Hon® mabnemiu, noxpeimeie naenounot 06oiouKol,
120 mz Ne 56 cepuu 1560725, coomeememesyem mpeBosanisam 6 Hacmu HposepeHtblx NoKasamenet.

HavyansHuK OTHEJe KORTPOJ KaueCTEa

Hesxsunckas O.E.

Honwernocme
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PA3SPEIIEHHE
HA BBIITYCK 'OTOBOI'O TIPOJTYKTA N: 1386/25

Topropoe HaumMeHORaKME NpenapaTa Le-Hon®
MesxaynaponHoe HEMTATEHTOBAHHOE
HAHMEHOBAHHE (rpynmupoBoYHoe HITH BuemyTa TpuKania QUIUTPAT
XHMHYECKOE)
JlexaperBernas hopma TabneTky, MOKpEITHE WIEH0YHOH 06004KOH
Hozuposka 120 mr

Tabnetiu, nokpriTele mIeHoYHOH o6omaukoi,
DopMa BEITTYyCKa 120 Mr

(6muerep) 8 x 7 (nauka kaprorHas)

Homep cepun 1560725
O6neM cepun 12 509 wt, ynaxkoBok
JaTa npoussojcrea 15.07.2025
Tonen no 30.06.2029
HauMenopanue ®  ajgpec OpPOH3BOAHTENS 3aKpEITOS AKIHOHEPHOE OBIIECTED
(rpousBoncTRO, NEpPBHYIHAS ynakoska, | «3u0-3nopossey (3A0 «3u0-310poBen),
BTOPHYHAS/NOTpeOUTENECKas YIIAKOBKA, Poceus, 142103 Mockosckas 0611.,

BBEITYCKAIOMIHH KOHTPOTE KEYECTRA)

r. [Tomonsck, yiu. XKeneznonopoxuas, 1, 2
Jlruensua Ne JI012-00102-77/00010736
(Ne 00049-JIC) o1 20.10.2021 T,
CepTudurat coorsercrens Tpeboranusm [Ipasmi
HaUIeaaInel IpoH3BoncTBeHHol npakTHKn
EBpasniicKOro SKOHOMHYECKOTO COI03a
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1.

Homep H JaTta PErHCTPALITOHHEOIO
YOOCTOBEPEHHA

IINO012626/01 ot 23.08.2010 1.
(maTa HecenHs Ha3Menennii 8 PY 21,06.2023 1)

Homep HOpMATHBHOMK 1OKYMEHTALIMH

HITIN012626/01-161117,
Mamenenugs k HOINe 1, No 2, No 3, No 4, No 5

HauMmenosanue 1 agpec gepKaTens
PETHCTPALMOHHOTO YIOCTOREPEHIA

HETUIADAPM Apunaiimurrens I'm6X,
lepmanns/CHEPLAPHARM Arzneimitte! GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PrIHOK nocTaBky nmponyxUuy

Pocema

1367/25

| Homep macropra

L. TToatsepsnaio, 4TO BLIIIEYKA3AHHAS CEPUS IEKAPCTBEHHOrO NPENapaTa BHINYCKACTCs B 0GpAIIeH e,
2, TapantHpy:o, 4TO BEIEYKasaHHAA HHQOPMALINS NOMTHHHEA K BepHA, STa cephs Ghlia NpoHIRenena,
BRJIOYAH YMAKOBKY H KOHTPOJIb KAYECTBa, 110 YKAZAHHEIM BHILIE 2APECAM NPOM3BONCTEEHHETX MIIOIMALOK

B cooTReTcTBMM C Tpefosammamu GMP («Ilparuna
Perncrpannonnof nokyMentaiuell Ha IpoLyxT,

HapTeKameHd Npou3BoACTReHHON npakTHERM») ®

3. DBee pesyneTaThl asanmuza W 3amicH GbUIM PACCMOTPERE! M ONOBPCHHl B COOTBETCTEMH ¢ GMP,
TEXHHUECKRAMH cornamenyame ¥ Cornalienuame IO KaYecTBY.
4. Beud M kaxue-mHGO OTKNOHEHHS OT TPOH3IBONCTBEHHOTO lIpoliecca, KaCAIOIIMECH Ka4EecTBA

TIPOJLYKLIMH:
M Her

BRIODYCKTOTOBOI'O ITPOAYKTA PA3PEINEH

Vionnomouennoe mino: £
T Hodnucs

Llata semycka s obpamenne; _ Od . OF . AOLE
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