D-0000000555-05
3A0 «3r0-310posnen
142103, Pocous, Mocroscray obmacrs,
Tomomsex, v Heneawonopoxsas, 1, 2
Ten./baxe: +7(495) 419-20-64

JInuensns na ocymecTerene TTPOMIBOACTEA NEKAPCTBENHETX cpefeTs
Na JI012-00102-77/00010736 (Me 00049-JIC) ot 20.10.2021 r.

OHDACHOPT N 093525

Hamvienopanue npenapara

Kop npenapara 799

Homep cepun 1140525

Obbem cepau 6 294 mr. ymaxosox
Hara npouseoncrra 15.05.2025

Conen no 30.04.2029

Hara apanmna 02.06.2025 r.

AHAXHZ Npesenesn mo

He-Hon® TabaeTkH, NOKpEITLIE [reR0aHOR 06otoukoif, 120 ML, Ne 112

&

CII-KO-0701-0124-10 «He-Hon® ragnerrn, HOKPLITEIe HiteR0YHol obonoukoit, 120 My

HII I N012626/01-161117 «le-Hon® TAGNETRH], HOKPLITEE NICHOHOR oGonoukofi,

120 srn, Msvenenmsn No 1, M2, Nu3, Nod, No 5 i HII,

Hanmeropayne
Towazarenei

TpeGosanus yopmaTsrof
LOKyMERTANY

Pesynprarss wensranni

.

Onucanne Kpyrnzre ABOAKOBRTIYKBIE TatneTkn,
TNOKPEITEIE 0B0novkoi kpevozo-Genara 1IBEeTA,
C CHRAMHCHIO «gbr 152y, BEIAaBeNH0l Rma
0lfofi cTOpOWe, H rpadmeckiy PHCYHEOM B
BHIlE KBS.EPB.TE!, 1 +] I’TPEPLIBH(_‘I&IMH ﬂTDpDH&MH H
BAKDYIISHEBIMH  yriamH, BEJIABAEHNLIM Ha

Ipyroii,

Kpyrnere neoaxossiyrsie TabNeTkN, TOkphITHE
oBonouxoil xpemoso-Berorg UBETR, € HAONHOLIO
«gbr 1524, meiasmersolf sa OnHOH cTopoue, u
rpaduyeckin  proyskom & BEIE Kbazpara ¢
TMPEDRIBHCTRIME CTOpOHEMHE H BAKDYTIEH HLIMM
Yroanu, BEITARTENHEIM Ha Apyro#,

MonnuunocTs:
- Bremyr

KauecTnernas pearciss na BHCMYT., :
C THomouwemunolt g OPHCYTCTEHE  a3oTHoi
KHCNOTE! ofpasyercs TeMHO-KeNTO R
OKpAlIHBAHHE

KavecTsernas peagmay ua UnTpar.

C cynsaronm pryi u TMEPMAHTRHETOM Kadiy
NPOHCXOIRT ofecuBeunnanye PacTROpA Kamms
NepManrasara i ofpasosamie Genoro acanka
Kavecteennan peawmms ga KasiH,

C KOBATETHHHTPHTOM HATPHA B MPHCYTCTEHH
YxcycHoll wmmenorTw ofpasyeTes  opamucero-
RENTEIH ocanox

- Listtpar

= Kammji

C  tHoMmouenmuol w UDHCYTCTEHE — 830THOM
KHenaTsr aGpasyeres TeMHO-menTOe OKpaurMbanie

C cymsdatom PTYTH ® mnepMauranaroMm gamss
HPOHCXOINT ofecHBeyHRaNNE PACTBODE  RaTHy
TIEPMAHTaHETA K ofpasobanie Genora acayka

C xobamsTHEHTPHTOM HATPDHA B NPHCYTCTRHE
YKCYCHOR KuenoTer obpasyerey OPaHIKERO-Jke/IThTH
ocanok

OnnopomnocTs MACCEL MF | oT 429,5 Mr oo 4425 mr
18/20 raBnetok - ue Somes = 5%

2/20 rabnetox - ge Gonee = 10 %

4350
Or~1,1% no +0.9 %

| Pacnanaemocts, s,

| He Gones 15 MHHYT 7

Onnoponuoers His 10 enummyg HCIETYEMOrO Mperiapata
LOINPOBANHS (n=10), AV = L3 =t

U ama 30 epwanz (o= 30), AV = L1 4 pee AQJ.;IIU._,

SHAYCHWA X Yhounersopaigy HEpaBEHCTRY G

IM-xi| = 0,01 xL2xM
Komuuecreenuoe OF 114 mr 10 126 Mr 118 5
ONpEaenenye, Mr, (98 %)

(0T 95 % 10 105 % OT 324BNeHHOr0 KoNHYECTRE

Oxern BHCMYTa OKCHAZ BHCMYTa) | ; Sl
Murpobronarutecxas Kateropus 34, A : g-r:w?iﬁ;%
4HCTOTA O6mee uweno aspofanix MAUKPOOPrarmsmMos — | Ofines yneno aapoﬁuar?ﬁfpf?ég}qﬁbﬁéﬁf' Vs
He Gonee 10° KOE g | r., | MeHeel 0 KOE & 1 1. A gﬁ;/% NG e
Obmet aneno xpoxorestix # nnecienyi rpafoy OBwee Tneno Aposkobasi m&ﬁﬁmgﬂfxymn‘ﬁﬁgg
—He Gonee 10° KOE g 1 7 + - mewee 10 KOEs 1 055 Ty )r_;: ok
Otcyrereve Escherichia colin 1 v, Escherichia coli oreytErayet g‘?ft'?rim:?rii," . XER
TRy R EED
' g?j ‘n’:zi‘:f“'_FME ﬁ‘@%};fﬁgﬁg g :3‘; 4







Ry o e T

D-0000000555-05
Hanmenosanue Tpedopanns HOpMaTHEHOH PesyneTarsl wererrasuii
nmokasatenaei JOKYMEHTALHH
Ynakoska Ho 8 rafinerok ® Gumcrepe ms  Gomsrw | [0 § T20MCTOR B GmrcTepe u3 GONEMH ATIOMHHEEBOR W GOTErH
ATOMURHCROR W QONEIH  amOMHHUEROH | wiOMHHECEO NEMEHHPOREHHOH.
TAMHHHUDOBAHHGH, Ilo 14 Saucrepos BMecTe © KHCTpYIImICH N0 NPMMEHEHHED, KOA
Mo 14 GaweTepor =MecTe © wHCTpYKuMed 1o MHCTPYKRIEH  «D0006723/10%, «H-738 (759, 790)-06-03», &
TIPMMGHEHHK) B KAPTOHHO matke, KapTOHHOT magke,
Maprrposka Ha onuemepe na pyeckom assike yrasoreaon: | Ha Oaucmepe na pycckoM A3NNE  YRIGHO: TOProEDe
TOPIOBOE  HAHMEHOBRHNMG MpemapaTa ¢ | HAMMEHOBAMHE Mpenapara ¢ npeaynpeairreiniol Mapicnponko
TIpe Ay IPenNTENLHE i MUPKHPORKOH ®; | B «AE-HOJ%:; rpynmuposovioc HapMeHopanme «BHCMYTA
FPYTIIHPOBOUHOS  HAHMCHOBaHHE  («BMCMYTA | Tpuranus AMUHTPATS, HAIBAHMC M CIPAHA  BIAKENBIE
TPHRANHA  JHIIMTPATY), NasBAHHE W CTPENY PErHCTPAIHORHOTO YIAOCTOREPEHHA «HETLTADAPM
BIAIENENE PErHCTPAHOHHOTD  YAOCTOBEPEHMS; Apunafivurrens [miX, Tepmanusy; tozuposra «120 mrs:
HOINPOBKY, HOMEP CEPUH, CPOK TIOAHOCTH (MM HoMep cepHy «1140523»; cpox rogrocty «04 2029%: saroackol
TTIT); MOTYT GbITh yKatauel SABOACKHE KOAR | KOX YITAKOBKH «20006635/10%,
YTIAKORKH/TIEpeMeHHan TEXHHTeckas
wHtapMan, .
Ha wapmonnoi nawxe na pyceKoM  r3viwe He kapmonnon nauwe no PYCCKOM AIBIKE VYRO3GHO:! 'mpr“ursoE
KA3BL6aIOM: TOPIOBOC HAMMeHOBAHME Tpenapata pfweﬂonaﬂnemnlpcnapam ¢ NPCAYTIPERHTENBHOR MAPKHPOBKOH
¢ TpemympemHTENLHOM  Mapkuposkofi | (®: ® «IE-HON®,; rpynnupopowioe HauMeHOBANHE «BHCMYTA
IPYOIHPOBOYHOC  HAWMSHOBAHMe  («smcyyra | TPMRRINA JHUMTPATS JeKapcTBCHMas dopMa «Tafme'rim,
TPUKATHS JHIATpTS); neKapCTRCHHYIO BopMy; MOKPEITEIE MueHOYHOH ofodouxols; josuponka «120 M
HOIMPOBKY; COCTAB B pepakinin «1 TaGjerxa | COCTER B pemakmmd: «1 Tafinerxa comepaart: Mefcrayowes
conepiwt: [leficTayiomee Bemectso; Bromyra | DPLUCCTBO: Bucmyra Tpukanus aMuntpat (5 Nepecyerc ma
TPHKIMA JHUWTPAT (B nepecuere ma oxcuy | PNCMA  BHemMyTa  Bi2Os) 3046 wmr (1200 Mr),
muoMyra  BiOs) 3046 wmr (1200  wr). Bcnomorarenhime BEWICCTBA: €M,  HHCTPYRUHIO.N:
Beromoratens e sermectaa: M. HHCTDYRITHO, »: KOMHMEcTso Tablerox B ynakosxe «l12 TabaeTokrn; ycngnnﬂ
KOMHHECTRO TafneTok 8 ymaxomke: yomomug | XPAHCHHA «XpaHuTL OpH Temnepatype ue Brume 25 Cow;
XDAHCHIS; CI0CO0 HpiveRe s B pesaKi «Ing crnocof npuMeReHHs B penakil «dns npuema BHYTPB.Y,
ApUema BHYTPG.»; DONOAHMTENEnbe Hatnney ¢ | LOTOTHHTE/ILEC HUMNHCH ¢ Mapkepamy: «XPOHHYECKHA
mapkepavi:  «XPOHHUECKME T ACTPUT: TACTPHT»; «3BEHHASA BOJE3Hb»: «Bamepuunnm.m
«A3BEHHAS BOJNE3HB», «Bakrepumnmuas | 2ETHBHOCTE B SyHOTIERHR & Pylorin;
AKTHBHOCTE B otHOweHWH  H.  pylori; «lIporssosocnanuTensuoe nHeficrenes,; «O6pasyer
HrIPCFl‘H'BQBDCHEJIHTCImHDG J'lttﬁE'IBHE‘»; JAUTHTHYO0 IL1eHKY Ha ﬂﬂBEpXHQCTH H3B H 3[}03Hﬁ»; INSMEHT
«OBpasyer saumTiyo neHky Ha NIOBEPXHOCTH Auzafve B oBHAe jaTHHCKOR Gynmel <D YCIOEHA OTIYCKA
3B W OpomMAn; omemewr midafima B Bune «OTnyer w3 anrvex: bes PCUENTA.Y, NPEIYTpedHTeIR LS
natERckofl Gykemt «Dw, yenobis oTycke; HodlMeh! «XpanwHTe 8 HeJOCTYNHOM &M nereii MecTe.»,
NPEOYNPEIRTETEHYI0  Wammies: «Xpaaure s | DOPAHHC W oTpaMa  mnafefsua  perdcTIpalHONFOro
HEJOCTYITHOM [UIT [eTel MECTE, »: HATBAHME 7 YIACCTOREDEHNA . (<BJ'IHJ.‘[MEH PEMHCTPAUHOHKOID
cTpany BIASETELA PErUCTPALIEORHOrD ¥-EDCT“:THH“: quum‘i’ﬁzf;\:d Apuuiﬁrv;m-gmh ﬂr;mﬁx,
. i 3 EPMAHHA», ¢ro IOTHIT JHEICCKO 1300paKmeHHe o
:;':‘gg;;::gf::ﬂ;q ;;;ﬂ"j;zrm&”mégig;ﬁﬁf fannies “CHEPLAPHARM™ Gykuavn naTHHCkOra andiasnTa);
Byxksamu  maTHHeKoro anbaBrTA), nazmaupe, | DA3BAMHE,  cTpaHa, aapec, Tenethow/dake MPOH3IBONHTENH
CTpay, ampee, Tenedom/bake mpoussomurens, | ‘JIPOHSBOAHTETL: 3A0 «3u0-3nopoBses
HOMED  PErMCTPALMOHHOTO  YIOCTOBepes; Poecnn, 142103, Moerosckasn ofaacTs,
TEPEMEHHNIC  JauHmie (HOMep cepun, cpox | [ [108ossck, ya. XKenesnonopownas, g, 2
TORHOCTH B penaxin «[ 0aen:») u urdiopMatro | 1 o-/are: +7(495) 419-20-64»,
AUIA MOHWTODMHTA NBICKSHMS nekaperseHHoro | ovcP PCTHCTDAIMOHHOTO YAOCTORCPCH MY
MPENEPaTE OT NPOMIROANTENA Mo Komewmoro | X €T YAOCTOBepenwe IT NO12626/01n;
TIOTPEGHTENT, WTPHX-KOL; MOTYT GbiTs yikasagy | |CPEMEHHKIE TaHALe,
JABOACKHE KO ynaxose/nepemennay | CCepHs: 1140525,
TexHUTCCKkad wHhopMALIY, «lonen: 042029,
uHGOpMaLMg  I1a MORHTOPHEID IBHMKEHHT JEKADCTBCHHOD
!'I]JGHEI.]JE.TEI OT OPOHEROMMTEIY A0 KOHEYHOro HUTPUG'HTCM:
i «Data Matrixs;
NI.{,{H'E}”,‘?'M}X «GTIN: 042607477222900,
AR, TSN ¢ ykasaHHeM WHIHBHIVAIRHOrO CEPHAHAMHOHHOTD
ERMAG 2] Bomepa nawk;
M‘?ﬂﬁﬁ’ | IETpHX-Kon «4260747722290m;
Riga, 4)7 \'b FBoncKHe KoL yrakosxy «20006722/10s, «[1-759-112-05-0d»,
Xparenne TIpi Temnepatype He B "'#"Ql'i‘ﬁ[q{ - }l_F;?:IQI-r TEMNEPATYDE He Bhime 25 °C
Cpok roguocti | 4 rona 5,/ 4Fona
. g : ) T
3aknogenue: Jekapemeenneiii e-:'i‘_;lf’o;z.,;w/ Matnemsi, ROKPLIMBIE  NACHOYHO oborouxot,
120 m2 Ne 112 cepuu 1140325, coomeeme LIRPETOGANUSM 6 YACIH NPOGEpeHHbIX NOKASAMENE
P ik i
Hawamsunk otaena korTpons kagectsa Hexsurckas O.E. e G Hdert s
Aoanchocnis fﬂ}{_ﬂ - _oonuce Jama
il "
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@©-0000000551-07

PASPEINEHHE
HA BBIIIYCK I'OTOBOI'O IPOOYKTA Ne 0977/25

Toprozoe HauMEHOBAHMNE NpENapaTa He-Hon®
MexayrapoiHoe HENATeHTORAHHOE
HAKMEHOBAHHE (rpynnupoBodHOE AITH BracMmyTa TpHKamis OHIHTPAT
XHMHUYECKOE)
JexapcTeerras bopMa Ta6neTky, TOKPEITEIE MIeHOTHOH 060n0uKo#
Jo3upoBKa 120 mr
TaGnerKy, TOKpPLITEE ILIEHOYHOH 000I0uKOH,
opMa BEIITYCKE 120 mr
(6nmeTep) 8 x 14 (mauxa KapTOHHAs)
Homep cepun 1140525
O6reM cepun 6 294 1T, yIaKOBOK
Jlata MpoU3B0ACTEE 15.05.2025
["omex 1o 30.04.2029
Hammenosadne ¥ &Epec  [IPOM3BOMWTENS 3axprITOe aKIHoHEpHOE 0BMIECTRO
(mpoHU3BOACTEO, nepEHIHAL ymaxoeka, |  «3u0-3n0possen (3A0 «3u0-3m0poBsen),
BTOpMYHAL/TOTpebHTENRCKA YIIaKOBKA, Poceus, 142103 Mockosekad o6,
BELIITYCKAIIHH KOHTPOTIE Ka9eCTRa) r. Hopmonsck, yi1. JKenesHonopoxHas, 4. 2
TTumensng Ne J1012-00102-77/00010736
(Ne 00049-TIC) o1 20.10.2021 1.
Ceprudukat cooTsercTRAR Tpebosanusy [pasni
HAUIEKAMER TTPON3ROACTBEHHON TPaxTHKE
Erpazutickoro 3x0HEOMHYECKOI0 COMO3E
Ne GMP/EAEU/RU/01442-2024 o7 15.08.2024 1.
Homep bit naTa DETHCTPALHORHOTO I N012626/01 or 23.08.2010 1.
yI0CTOBEPEHNs (neta HeceHus Havenenul B PY 21.06.2023 1.)
HoMep HOPMATHBHOH TOKYMEHTALHHA HI TINO12626/01-161117, .
: Vsmemerma e HII Na 1, No 2, No 3, Ne 4, No 5
YEIITADAPM Aprmalimurrens TM6X,
HANMEHOBAEAY K ARPR%: AEPIRTR Tepmama/CHEPLAPI'ITRM Arzmeimitie] GmbH,
PEruCIpaliOHHOT0 yACCTORCPCHIA Ziegelhof 24,17489 Greifswald, Germany
PEIEOK NOCTABKH MPOIYKIMK Poceust
| Homep nacmopTa 0935/25

1. [Moxreepiaarm, HI0 BRILICYKA3E
oOpalngHKe. 5
2, Fapﬁ.H'TprI-D 970 mee‘ tfg\;t-k‘m

TeXHUTeCcKNMA COTNAmeHEavH 1 Cottae "i
4, BriiH H Kaxue-THOO OTKNOH

TTPO Ty KITHH:
¥ Her

mu.'r—- o

BBIITYCK 'OTOBOTO ITPOAYKTA PA3PEINEH

VIOnEOMOYEHEOE [IHIO! /)zé"’f

=" Haonicn

Iata Brrrycxa B ofpamesne:

Wi JIEKAPCTBEHHOIQ

"om"'
EeMoTperE B omobpensl B cooTBETCTEHH ¢ GMP,

106 Kol

npenapaTa BHIOTYCKAeTcHd B

."\-\.
mpm:imm moATMEEE M BépHa, JTa cepHi Opina
; _',- :FL'EC.TBa, 1o

VEA3QHHBIM  BEIIIE  ampecad

eHTallHeH Ha MPOIYKT.

G O,'I,‘ HBB’HBEUECTBLH‘HOI"O OpOomeccd, KACBHIIHSCH KaueoTBa

O da

% Vnanwmmawue /




B-0006000555-05

”Eﬂi OPOBLEC

3A0 «3u0-3n0poBnen
142103, Poceus, Mockorokas obnacTs,

[Tononsck, viL HenesnonopoxHas, 1. 2
Ten./dake: +7(4935) 419-20-64

JIHueH3na Ha OCYIecTBIIEHHe MPON3BOICTEA JEKAPCTREHHBIX CPecTE
Ne JI012-00102-77/00010736 (Ne 00049-JIC) ot 20.10.2021 r.

ITACIIOPT Ne0935/25

Hamvenoranne npenapara Me-Hoa®™ Tabaerku, NOKpLITEIC LICHOMHOI obomouaxoi, 120 mr, Ne 112

Kon npenapara
Homep cepun
Obwem cepun

Hara npouzBoacTBa
Tomen no

Hata ananmza
AHA/IH3 IPOBENEH 10

759

1140525

6 294 mr. ynakosok
15.05.2025
30.04.2029
02.06.2025 r.

CIT-KO-0701-0124-10 «Jie-Hon® TabneTrn, nokpeiteie miesousoil oGomourodi, 120 vMry
HILIT N012626/01-161117 «Te-Hon® Tadnerion, NOKPRITHIE ILTEHOYHOIT 06004 Ko,
120 mr», Wamenenusam Ne 1, Ne 2, Ne 3, Ne 4, Mo 5 1 HJL

HanmeroBatue

Tpeboranits HOPMATHBHOM Pesynurarsl Weneitannit

nioxazaTenei MOKYMEHTALIHA

Onucanne Kpyrmae LEOAKOBLINYKIBIC Tafinerky, | Kpyrnere D0sKoBEIIYRILE TABNSTRY, MOKPEITHE
MOKPBITHE 060NOYKOA Kpemono-Genoro useTa, | ofonouknil KPEMOBO-GEAOTD LBETA, ¢ HAAMACKO
¢ Haunmuesie «gbr 152», BmigasneHdoll ma | «gbr 152p, BpizasmeRnoll Ha omHOdH CTOPOHE,
OHHOH CTOPeHE, H rpa@HYeckuM PHCYHROM B | Ipadifieckiy DHCYHKOM B BHZe KBagpara ©
BHIE KBALPATA C MPEPHIBHCTEIME CTOPOHAMH H | TIPEPEIBMCTEIME  CTOROHAMH H TAKPYTIERHLIMH
3aKpYTNICHHBIMH  yroaMH, BBIJABICHHBIM HA YroiamMH, BRITARITEHHBIM Ha I[PYT‘DH-

| Apyroi.

MonmarHocTs: KauecTeennad peakuusg ua sHcMyT,

- Buemyr C rwomodesHiol B npucyTTEMM ajoTHOH | C THOMOUemmmOH B TIPHCYTCTBHHE  A30THOH
KHCIIOTE! ofpasyercH TEMHO-KENTOE | KHEIOTRI 0GpasyeTes TEMHO-KENTOR OkpALIHBANYE
OKPAIIMBAHHE
KesccTREHNAR PEAKLYS HA [THTPAT, C cynudaroM PTYTH M NOPMAHTANATOM KAIHA

- Uarpar C cynsharom PTYTH B MEPMEHTAHATOM KATHA | OPOHCKONMT ObECHEEUNBAHIE PACTBOPE  KeUTHA
MPOHCXOTHT ofeclBe HBANKE PACTBOPA KAMHA | NMepMaHTasata B 0Gpasosanme GEIOrC OCAIKE
nepmanragaTa 1 oOpasosanue Genoro acaka
KawecTBennas peakiius na xanufl, C KODanbTHHMTPHTOM HATPHA 8 (PHCYTCTRHE
C x0BansTHHHTPHTOM HATpHs B OPHCYTCTBHM | YKCYCHGH KHCHOTE 0BpAsYETes OPaHKeR0="ReNThIH

- Kanuii YKCYCHOH KHCHOTEl OOpasyercd OpEHKCEO- | OCaNoK
FCOTEIHA ocafnK

OnHoposHoeTs Macehl, Mr | ot 429,35 Mr 10 442.5 mr 435.0
18/20 tafinerox - ue Ganec = 3 % Or-1,1% 10 +0.9%
2/20 rabnerok - He Gonee + 10 %

PacnanasMocTs, MHH. He Bosnee 15 manyt 7

Oanoponnocts

Az 10 eaniyl HeObITYEMOro TipefiapaTa

JO3NDOBAHMA (n=10) AV =L1; o = 10
i ong 30 eannvn (0= 30), AV < L1 u pee AV =12
IMAYEHHE X YAORIETEORAT HEPABEHCTRY -
. M-xi] = 0,01%1.2%M
KomiuecTeennoe Ot 114 mr a0 126 mr 118
Onpenenene, Mr. (0T 93 % no 105 % oT 3aABAEHNOMO KONNHECTRA (98 %)

OxcHO BHCMYTA DKCHMIA BHCMYTA)

MurpoBronoruyeckan Kateropus 3A.

THCTOTE Ofiee yreno a3poBunix Mukpoopranuamos — | Ofmee 9ucio 2P0 BHBLENIK
ue Gonee 1P KOEa 1 1. meHeel0P KOE B 11, 42,5
OBiee YHCND APOHOKEBLIX H NIeeHEBM Y TpuGos OBmee Incao APOROKERER nﬁ@@ﬁggp#
— e Gonee 10°KOEe 11, - menee 0 KOEs 1r. 552 / M3y Hr
Oreyrersne Escherichia colin 1T Escherichia coli oteyviérg: m@ﬁi’uﬂm— o




