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PASPEIIEHHUE
HA BEIOYCK I'OTOBOIO NPOIYKTA Ne 0960/25

Toprosoe HaHMeHOBaHHE IIpelIapara He-Hon®
MexysapogHoe HEMaTeHTOBAHHOS
HAHMEHOBAHHKE (rpynmposogHoe TITH BrcMyTa TpHKalnsg QHLIATPAT
XHUMHIECKOE)
JlexkapcTBeHHaa opMa g Tabnerky, TOKPLITES IeHOUHOH 000109K0MH
Jl03HpoBKa 120 Mmr |

TabneTks, MOKpeITEE NNEHOUHOH 000I0TKOH,
dopma BEITYCKa 120 mr

(6muctep) 8 x 14 (mauxa xapToHHAs)

Homep cepun 1040425
QO6seM cepun 6 261 1T, YHAKOBOK
JaTa IpOMIBOACTEA 23.04.2025
TConer 1o 31.03.2029
HaumenoBauHe ® agpec [OpPOH3IBOAUTENA 3axprIToe aKIHOHEEpHOE 06LIECTEO
(TTPOH3BOICTRO, nepsAYHas  ymakoeka, | «3n0O-3mopossen (3A0 «3u0-310poBLeR),
BTOPHYHANL/ TTOTpeOHTeIRCKaT YTIZKOBKE, Poccwu, 142103 Mockosekas 061,
BEIITY CKAIOIIHH KOHTPOIE KadecTBa) 1. Ilomomsek, yir. XKene3HoaAopoyKEHA, 4. 2

Jluneszug Ne JI012-00102-77/00010736
(Na 00049-JIC) o7 20.10.2021 .
Ceprabxar cooTseTcTein Tpeborannam [Ipasun
HaUTe/Kallei IPON3BOICTRCHHOA MPaKTHKH
EnpasmiicKoro 3K0HOMIMECKOTO CO03a
No GMP/EAFU/RU/01442-2024 ot 15.08.2024 1.

Homep H Hara PErHCTPALMOHHOTO TIN012626/01 oT 23.08,2010T.
YIOCTOREDEHUS (mara BHecenus wamenenui B PY 21.06.2023 1)
HIITIN012626/01-161117,

Howmep ROpMATHEHOH JOKYNERTAITAT Yismenenna k HANe 1, Ne2, No3, Ne4, Ne 5

YEIITIAGAPM Apmmaiivmrrens I'MGX,

2 g atT :

H:{_‘:;;:H; BZEEZ:I_?pD;cﬁ?; J:désﬁ l"epMB.H 11/CHEPLAPHARM Arzneimittel GmbH,
PRTHCTRAR R P T Ziegelhof 24,1748 Greifswald, Germany

PLIHOK OCT2BKH NPOIYKIMH e (000 - Poccus

=) " \\ & "\ 0893/25

HouMep nacropra fog ; :

1. Tloxrsepwznar, 9o ammeymaﬂHHasr :c:\ep : MFCTBTH‘HM‘O mpenapata BEITYCKASTCA B
oﬁpame:ﬂpre I' ‘—_[? GI&E. 111 mrll

2 TapaETHpyR, 9T0 BHINEYRA3AHHAH iE & u BepHA. JTA CepHs OLlIa

OpOHZHESNEHE, BIIIOYAT VYIAKOBKY H KO fiz. memﬂ‘(‘fﬁé Ho YKa3aHAEIM  BEONE  azpecaM
.
TIPOHABOACTREHHEIY TIHOMIANOK B COOTBETCTBH ?f,maﬁmaﬂgmm GMP («Ipasrora Hapnmewmamei

NPOU3BOACTEEHHOH IIPAKTHEMY) ¥ Peruerpanuonsofit anuell Ha IPOLYKT.

3. . Bce pesynsTaThl aHamH3a H 3a0MCH GBIIM DACCMOTPEHE! M 0J00peHE! B cooTRETCTBHH ¢ GMP,
TEXHHISCKEMH COrNamenmMi H COrname My 1o KadscTsy.
4, Brima mi waxue-nubo OTKIOHEHMS Of DPOM3BOJACTBEHHOTC IPOIECcca, Kacaiolivecs Ka4ecTBa
OPOLYRIHR:

¥ Het O s

BREOIYCK TOTOBOTO ITPONYKTA PASPEIIEH

YVOOmHOMOYeHHOS IHID: /ﬁ/ TTriprosa EH.

= Moduuce @HO

Jlara srmrycxa 8 obpamenne: /O, 06, AOAS™




©-0000000555-05
3A0 «3u0-310porre»
142103, Poccns, Mockosckas oGnacTs,

TMononsck, yn. Xenesnogopoxnas, 0. 2
Ten./dake: +7(495) 419-20-64

JIHIEeH3HA HA OCYIUECTRAEHHE NPOUIEO/CTEA JIEKAPCTEEHHBIX CPEICTS
Na JID12-00102-77/00010736 (Ne 00049-TIC) ot 20.10.2021 1.

ITACIHHOPT Nz0893/25

Hanmenopanne npenapara HJe-Houn® TabreTrn, NoKpuiThie Meno4Hoi 0Gosoukoi, 120 mr, Ne 112

Kopn npenapara 759

Homep cepun 1040425

Obvem cepun 6 261 miT. ynakoeok
JaTa npoH3ROACTRA 23.04.2025

lopen o 31.03.2029

Iata anajH3a 26.05.2025 r.,

AHanuz MPOBEAEH 10 CII-KQ-0701-0124-10 «{e-Hon™ tadnerky, NoKpsITLIE NeH0YHON oGonoukoit, 120 Mr»
HI I N(G12626/01-161117 «de-Hon® TatneTkn, NoKpeITBIE INIEHOYHOH 000/10M KO,

120 mr», Havenennapm No 1, Ne 2, No 3, No 4, No 5 x HJLL

HaumeHosanie
rnoxaszatenei

Tpebonanus HopMATHEHOR PesynbTaThl REMBITANHIT
HOKYMEHTAINHT

Onrcarne Kpyrisre HBOAKOBEITIYKIIRIE TabneTkH,
MOXPEITEE chonoukol Kpemopo-Genoro uBeTa,
¢ HaimHcelo «gbr 132», erijamneddoll ua
OfiHOMN cTOpOHe, W rpafHHueckiM PHCYHKOM B
BHIC KBaIpaTa ¢ NPEPRIBHCTRIMH CTOPOHAMH H
BAKPYINEHHBIME  YINAMH, BLIOABICHHEIM HA

JHpvrod.

Kpyrisle nsosxoswnysnsie Tafnersy, nokprTme
ofonoukol KpeMORO-GEMoro LBETd, ¢ HAAMHCRIO
ggbr 152», seigaenennol wa oQHOR CTOpOHE, M
rpadHHCCKNM  PHCYHKOM B BHOE KBapara c
MPEPRIBHCTEIMH  CTOPOHAMH # Bﬂﬂpyr‘ﬂﬁﬂﬁ'blmf
YIIaMY, BEUARBIEHHBIM HA JpYroil.

IoanWHEANCTR: KauecToennas peakiiig Ha BHCMYT.

MENTRIA OCanoK

- Buemyr C THOMOHEBHHOA B TNPHCYTCTBHH 830THOH | € THOMOYeBMHOR B MNPHCYTCTBHH  A30THOH
KHCIOTE! obpasyercs TEMHO-KEATOC | KHCIOTE 00pa3ysTea TEMHO-KENTOS OKPRIHBARNE
OKpAlIMBAHMG
Kauecrrennas peaxilis Ha LHTDAT. C cynsaToM pPTYTH W TIEPMAHTAHATOM KaIHH
- Lutpar C cyiuaroM PTYTH B TEPMaHTAHATOM KaNHA | NPOHCXOAMT ODECIBEHHBAHKG PACTBOPA KATHS
OPOHCXOOHT USECHEE‘IHEEHH(‘: pac.'raopa Kanua | mepManraHaTa | oﬁpasanamu: 5(‘.‘:1‘:0!‘0 0canKa
NEpMAaHTaHaTa 4 DGP&BDBEI-{HE E)F_"JTDFD ocanka
KauyecTeennan peaxins Ha kaiuf, C koDAmETHHHTPHTOM HATPHMA B [PHCYTCTBHE
C xoGaTsTAHKTPHTOM HATPHA B MPHCYTOTEHE | YKCYCHOH KMCAOTE 00PAsYETCH OpaHkero-kenThli
= anuif YKCYCHOR TMcnotrsl 0Bpajyercs OpaHmKeBo- | OCAZOK

(QaHOPOAHOCTE MACCE, MT

OT 429,5 Mr 1o 442.5 Mr
18/20 ratnerok - He Gonee = 5 %
2/20 TaBnetok - ve Honee £ 10 %

4345
Or—0,7% no +14 %

PacazaeMocTs, MUH.

He Gonee 15 MuuyT

QUHOPOAHOCTE
NO3UPOBAHKA

Ana 10 eMHUL HENBITYEMOTD NPENapaTa
(n=10), AV=L1,

unw aas 30 ennnnn (no= 30), AV = L1 # nee
JHRYMCHHA X YOOBAETBOPAIOT HEPAREHCTBY
M| < 0,01<L2xM

KonudecracHioe
OMpENeNeHie, M.
OreHj BHCMYTE

Ot 114 Mropo 126 Mr
{0195 % 10 105 % OT 3a4BEHKOTO KOIHYECTBA
OKCHOa BH’GM_YT&)

Mukpobuonoruyeckas
HHCTOTA

Kateropus 3A.

Ofuee 9HCN0 23POBHBIX MHKDOOPTAHHIMOE
He Gonee 10 KOE 1T,

Ofuge yneno aapobHLIX MHKPOOPTAHAIMOR
mencel(? KOEs 1T,

Obmee uneno JAPOKACBEIX H [TIECHEBRIX l‘pHEOE Dﬁu[cr: HHCNO NPOEIKEBEIX W TINECHEBELX rpnﬁ'{m

—te Gonee 10° KOEB 1T,
Orcyrereue Escherichiacolis 1 1.

menee LOKOE® 1
Escherichia coli oteyretsyer s 1 1.

Cmp. 1luz 2




©-0000000555-05

HamMenopadue TpeGosanid HOPMATHBHOM PeaynbTaTel HCORITaHHHA

noxasareneh JOKYMEHTALIHK

Ynakorka [lo & Taonerok B Gukctepe w3 Qomerw | [o 8 Talnerok B GMHCTepe M3 HONLIH AMOMUHAEROH H poaLrH
guoMuinesoif 1 GOILMM WIOMUHKEBGH | AMOMHHHER0H TAMUHHPOBAHHOH.

NEMHHHPOBAHHON, Tlo 14 Snugcrepos BMECTs ¢ HECTPYKLMER N0 NPHMEHCHNI, KOO
o 14 Gmucrepop BMesTs ¢ wHCTpyKmmeR No | MHCTPYKUME «90006723/10», «¥-758 (759, 790)-06-03», =
TIPHMEHEHHIO B KAPTOHHOM navke, KAPTOHHON mayke,

MapKkHpOBKa Ha Gnucmepe ua pyeekom gastice yigsuismom: | Ha  fnuctiegpe e pyeckem  RIsIKE  pRAIAHO:  TOPrOBOE
TOPTOROE  HAMMEHOEAHWE  NPENapara ¢ | HAMMSHOBAHMWE NPEMAPATA ¢ MPEMYNPEANTENLHOR MaPKUPORKOR
npeaytpeaHTensHoH MapkHpoBoi ®; | ® «AE-HOJ%; rpynuposoyHoe HAWMEHOBAHNE «BHCMYTA
FpYITIHPOBOUHOE  HAMMEHOBAHRE  (KBHCMYTA | TPHKAINA IHUWTPAT», HAIBZHWE M CTPasd  BHAfEALUR
TPHKATHA OROWTPATY); HA3BAHNE M CTPAHY | PETHCTPAIHONHOTO YAOCTOBEPEHHA «HETLTADAPN
BAMENMENA PETHCTPALMOHHOTO YAOCTORCDCHHS; | APUHAHMHTTEND TmGX, Cepmaunsy; nozwposra «120 Moy
A0IHPOBKY; HOMEP CEpHA, CPOK roroerTd (MM | momep ceprm «1040425x; cpox ropnocTy «{13 2029»; saockok
ITrr); MOryT GbiTh VKATAHEl 3aBOJCKME Koisl | koxl ymakosxs «20006635/10x.

YHAKOBKH/MEpeMenHas TeXHHYECKAd
HADOPMaHS, - ;
Ha Kapmounoli nawké WG pYccKom R3uiKe Ha kapmonnoi nauke Ha pyccror Ksvice JREIAHO: TOProBoe
PR 0IGaROmM: TOPFOBOE HAMMEHOBARKE MPENaPATA [-IEI.HMEHOBE.IHHI{.:@} Tpenapara o MPEAYITPEARTENRHOH MAPKHPOBRROH
¢ TpeAyNpemNTCREEON  Mapkupomkoid @ «JIE-ITOJI%; rpynr}uposoq}me AAMMEHOBAHHE «BHCMYTA
[PYNIMPOROSHOE  HaWMEHOBEHME  (KBMCMYTA TPUENAUS ANUNTPATY, NEKapcTReHHAN (hapMa «Tnﬁne’mn:
TPHKATHA THUTDATS); TEKAPCTECHKYIO (BOpMY; MOKPLITLIE TAeHOUHOH obomouroily; Nosuposka «120 mr»;
EO3INpOBKY; cocran B pemaxumy: «1 Tabnetka cocTas B pefakigimn: «1 Tabaerka comepmut: JeficTeyromee
comept: JleRcTEYIOmee Beiitectno: BrouyTa BelecTBo: BHCMYTE TPHKATHS RHUMTPAT {B nepecueTe Ha
TPHKATHE JZHOWTPaT (B TepecyeTe Ha OXCUA oenn  muemyra  BiOs) 3046 wmr (120,0 Mt'):
ercmyra  Bi:0s) 3046 wmr (1200  wr) Benomorareasiele Bellipapeide s HHQ’I'p‘yRIIHH).}).
BCIOMOTATEIEHEE BEMICCTRA: CM, HHCTPYKIHIO. kompvecTeo TafineTox B ynaxoske «112 TaGnervom, ycn?mm'
KoNWyecTRo TalleTOK B YIAKODKE, YOHORMA xpareuus «XpauvTs npu Tewnepatype He puiue 25 Co;
XPAHEHHA; CIOcoB NPIMEHERHA B peRakumy « s crocob mpumMcHeRHA B pefarmun «lan npHemMa BHYTDE.
IPHEMA BHYTp.; AOTOMHKTCTRHHIC HAMIMCH C TOTIONHITELEEE RANTHCH ¢ Mapkepamy: «XPOHHYECKHT
e - «XPOHH"LIECKPIE TACTPUT»; TACTPHT»: «fI3BEHHASA BOJL3HLy, «bakTepruninag
«S3BEHHAS BOJE3Hb»;  «BartepuuniHan AKTHBHOCTE B OTHOWEHNH ‘H. pyloris,
gcpaHoCTE B Oteomenws  H.  pylorin: «IlpoTHBOBOCTANUTEALHOE aeficTees; «Oapasyer
«TIpOTHBOROCIIANUTE TEHOE AeficTRmeY; IRMIHTHYE MIICHKY HA MOBEPXHOCTH A3 W JPO3HID] JNEMEHT
«D8pasyeT IAOATHYIO [UIEHKY Ha ODBEPXHOCTH mmsafisa B BAge namwnexol Oyksil «Dy; yedomus ofmycia
sam W opo3wiy; 3NeMEHT IHIaHHA B OBMIE f‘m"ym H3 wnrek: 03 penemTag npelyTpejETETRRAL
naTHECKoR Gykes «Dw, yonomwa OTIyCKa; | L olior «XpaunTn B HeI0CTYMHOM ins AeTeR meécreo,
NPEIYNPeAMTENLHYI0  HAAMMch!  «XpaHHTh B H.mmm"e W GIpAER  BAomIp  DeIRSTpRLRRRTEN
HEIOGTYIHOM 218 JeTeRl MeCTe.w, HAIBAHHE W YADCTOREPEHHS «Bnapenen PerHCTPALHOHHOTO
crpany dnshensia PETHCTPALHORHOTO yiocrosepennn:  YETUTA®APM  Apunafimurrear TwmbX,
yHOCTOBGPEHHA, €ro  fOrOTAN  (rpadwmeckos Fepmannwn», fem TIOrOTHI "(rpaquecfco: Fuﬁpgmamuc H
W300paKENHE ¥ HAAIWCE “CHEPLAPHARM> | HOMHACE CHEPLAPHARM? Gyrsavy atutckoro angasima);
Byxsawn JaTMHCKOrO angasnTa); Hassanwe, nasRawme, CTpaMa, EIpec, rejedon/thake  [POHIROANTENA
cTpany, Alpec, Teieom/bake NpOMSBOMTCS, «Ilpouasomurens: 3A0 «3n0-310poBLes
HOMEP  PCTHCTPALMOMHONO  YIOGTOBGDEHHS; Pocewust, 142[[}3.1\:10cmaukm 00IACTE,
nepeMetiible  AAHHLE - (HOMEP GEpHM, CPOK | HMM"?" yA1. Keneanonopoanas. 4. 2
roaHOCTH B penakment «[oner:n) 1 HHCbOpM%Niq\-\ﬂmWa g: +7(495) 419-20-64».
LIS MOHHTOPHHIA  IBIDKEHHSA ntwancrnmm‘.‘ar‘q ‘;‘“DMﬂpr G‘TPHHHOHHOTOYH?'%W;EFEHHR
mpenapaTa OT TPOM3BOMHTENA O :cqﬁ’mw@, wFﬂﬂJAbﬂonepeuugeH N012626/01»;
TIOTPEOKTENS; IITPHX-KOJ; MOTYT Gmm:y a&.‘mﬂal’i e.Mmmm aibic:
3ABOJCKHE  KOUHI ynaxunm/m;m;mﬂﬂ 1 ﬁP{ﬂl 2 ‘?043?5:"
TEXHINEARAR FHROPMARME. \' 2\ _KG{ Fﬂaﬁﬁgmﬂuj; AHis MOHHTOPHHPE [BHMSHUA JIEKADCTBEHHOTD
‘ o “PE“E{B&W Eﬁ;pemammm 110 KOHEWHOTO TOTPeOHTEN:
| «GTIN; Mmmmm»,
Jﬂﬁw VKATAHHEM HHIHBHAYATRHOTO CCPHAMM3EUHOHHAOrD
HOMEpa [TA9KH;
mrpux-kon «d260747722290»;
3ABOACKHE KOIL YIAROBKH «I0006722/10x, «l1-759-112-05-04».
X paHeHHE [Tps TeMneparype He seime 23 5 py remneparype e gpime 235 °C
Cpok rogHocts | 4 roja 4 rona
Barmouenue: JlexapemeeHnulll  npendpam He-Hon® mabnemxu, noxpetmeie naeHou#od  0boAoHKow,

120 mz Ne 112 cepuu 1040425, coomsemcmeayem mpebosanuam 8 Yacmu MpOGEpENHbLX noxasame.rwu

HagamsHuK OTAeNd KOHTPONIS KayecTRa

Hexeruckas O.E.

Hanacyosmi
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