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3A0 «3u0-3p0posLe»

142103, Poccus, Mockosexas 08/1acTs,
[Mononsex, yn. Xenenogopoxnasn, 1. 2
Ten./dake: +7(495) 419-20-64

JInuenanna Ha OCyHIECTEIEHIIE IPOAIBOACTEA JIEKAPCTEEHHEIX CPENCTE
Ne JIO12-00102-77/00010736 (N2 00048-JIC) or 20.10.2021 r.

HaunmeroBsanue npenapara

Kox npenapara
Homep cepun
Qbpem cepun

JaTa npoussoncTea
Topen no

JMarta ananuza
AHAJIH3 NPOBEJCH M0

IMMACITIOPT Ne1665/25

790

1700825

22 074 mt, ynaxkosok
27.08.2025

31.07.2029

10.09.2025 r,

Ne-Hon® tabnericn, noKpeITLIe nuieHounoil oGosoukoi, 120 mr, Ne 32

CI-KO-0701-0124-10 «Xe-Hoa® TadneTicn, nokpeiThie mienounoil ofonouroii, 120 mm
HJIL 11 N012626/01-161117 «e-Hon® radnerin, NOKPLITEIE ReHounOi obomoykoil,
120 mr», Hamenennan Noe 1, No 2, Ne 3, No 4, Ne 5w H]LL

WENTHIH oeanok

HauMeHoBaRKE TpeSopaunsa HOpMATHRHOH PesynsTaTsl HCNBITARM
nokazarened HOKYMESHTALMH

Onucanue Kpyrisie HBOTKOBRITIYIKNLIE TabneTd, | Kpyriase ABOsKOBRITYIILIE TAGNETKH, NOKPEITEE
nokpsithie ofonoukoil kpemono-Benoro usera, | ofomoukoll KpeMono-0enoro UBETH, © HAANHCHIO
¢ HagnHer «gbr 152», seigeeiennofl wa | «gbr 132n, pnannedHol Ha oJHOR oTOpOHE, H
onHoH ¢TOpoHe, M rpadHYCCKHM PHCYHKOM B | rpadMHMecKEM DHCYHKOM B BHAS KBaipara ¢
BHIE KEAZPATA C MPERBIBACTEIMH CTOPOHAMH H | MPEPRIBHCTEIMH CTOPOHAMH H  3aKPYTNEHHLIMH
JAKPYMNICHHBIMY  YTRAMH, BRIAABJACHHBIM Ha | YIVIaMI, BEIAABJICHHBIM Ha .upyt'm‘f':.
Apyroi.

[MoanuunoCTs: I{auecTEeHRAN PEAKIHA HE BHCMYT,

< Buemyt C thomouessnOH & npueyTeTBMM azotHofl | € tHoMoueBHHOH B TIDHCYTCTBHM  a30THOH
KHCTOTE! oﬁpasyema TEMHO=KENTOE | KUENOTH 00PAIYETCH TEMHO-MENTO. OKpalyBanKe
OKpaLlHBaHHE
KasecToenHas peakiiia HA LHTPAT, C eynuaTtoM pPrytH W NEpMaHr8HATOM KaNHA

- LuTpar C cynb(QaToM PTYTH H NEPMAHTAHATOM KAaNUA | HpoMcXoOHT oOecUBEYHBAHHE DACTBODA Kanus
MPOHCXOOHT obecupednnanye pacTeopa Kalia | nepMaHTapara | oﬁpa;aoaamm Genoro ocajgka
nepmanrasaTa # o6pazosanne Genoro ocafka
KauecTrennas peaxiya Ha xanuii. € kobanbTRHUTPHTOM HATPHA B TIPHCYTCTEHH
C xobabTHHUTPHTOM HATPHA B NPHCYTCTBHH | YKCYCHOH KHCNOTL 06pa3yeTes OpanikeBo-1KenThiii

- Kanuit ykcycno#f wucnotel o0pasyercda  opaHKeno-

oCaA0k

D,ﬂ]-lDPO,I[HOQTB MACChL, MI

oT 429,5 Mr 1o 442,5 mr
18/20 tadneroi - ne Gonee % 5 %
2/20 taGnerok - He Gonee £ 10 %

433,7
Or=02 % no +14%

PacnangeMoeTh, MHH.

He Gonee 15 MuHyT

QUIHOPOAHOCTS
AO3HPOBANHA

Has 10 eaunng HeneTyeMoro npenapa'rm“
(n=10), AV =LI1; A

win juis 30 eawnun (n = 30), AV _=ch
SHAYMCHHA Xj YAOBAETROPRAHT H#%:
[M=xi| =0,01=L2=M

T,

KonnuecTeernroe
onpenenedse, mr.
Oxena BHCMYTA

Or 114 mr go 126 mr
(o1 93 % a0 105 % oT 3a9BNEHHOTD
OKCHIA BHEMYTa)

"\,p\.l ..:_ i _
“.Q,n\

MuxpoGuonoruyeckan
$HETOTA

Kareropus 3A.
Obues uacno a2polHEIN MUKPOOPTaHHIMOR
e Gonee 10 KOE s 1 1,

QO6lLse YHET0 ADOACKEBLIX H TIISCHERLIX TPHBDE
—tic Gonee 10* KOEB I r,

Otcyrerniie Evcherichiacolia 1,

= ; 3 ‘{i -
I 721 fﬁ.}"‘
l—'@ﬁl‘ﬂ‘ée YHCNO ﬂ?POﬁHhm MHKpGOPraHHIMOB

medee IFKOER 1 I

Ofuiee YHCAD APOIOKEBLIX B NJCCHEREX rprbos
menee I0KOEs 1 1
Escherichia coll orcyrerayer n 1 r.

Crp. 1u32
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Haumenosanne Tpebosanus HOpMAETHBHOH PesynuTaTE HenBTAHKH
noicazatenei HOKYMEHTAUMH
Yirakoska [lo & wabnerox © Gmuacrepe ©3  Qonsru | Mo § Talnerok & GnucTepe w3 QoNery LOMUHKEROH ¥ HOBIH
amomuuuesoll B QogerH ANIOMHHHEROH | ANFOMUHKEBOH MaMUHHPORAHHOM.
NAMHHKUPOBAHHOT. [To 4 GnuicTepa BMecTe ¢ MHCTPYKUMEH MO NPUMSHEHMIO, KOX
Tlo 4 Gmscrepa BvccTe ¢ HECTpYkuHed no | «90006723/10», «H-758 (759, 790)-06-03», 5 kapTounof nadie.
NPHMEHEHHIO B KAPTORHOIM navke, _
MapxHposka Ha Bavncmepe na pyecxom nsike yrasweaom: | Ho Gaucmepe nwa  pycckos RIuike yrasano: Topronos
TOPropoe  HMAHMEHOBAHME  Npenapata ¢ | HAUMEHOBIHTIC NMPeHapaTa ¢ NpeflynpeiuTeasnoil MapkHposkol
npeaynpesnTeNsHoi MAPLHPOAKOH ®; | @ «(E-HOJI®; rpynnrponounoe HauMeHORAHME «BHEMYTA
TPYNIHPOBOYHOE  HAMMEHOBAHWE  («BMCMYTA | TPHKAJINA AUUHTPATY, HAIGQHHE M CTPAHA  BAANEIEUG
TPHKAARA  IHOHTPAT?), HA3BAHWE W CTPAHY | PErHeTPAHMONHOTO YOOCTOREPEHHS «UEITADAPM
BIRNENEUR PEHCTPALMOHEOTO yAOCTOBepeHHA; | Apusaiinurrens IndX, Uepmannay; nosuponxa «120 mrs;
JO3MPOBKY; HOMED CEDPHHM, CPOK TOIMOCTH (MM | Homep cepiy «1700825»; cpox ronnocTy «07 2029, 3anosckoit
TTTT); MOTYT ORITh YKA3aMLI 34BOACKME KONE! | kojl yrakosku «90006635/10y.
ynuxoamr/ NepeMenHad TEXHHYCCKAT
wiopMaums.
Ha xapmounoii nauxe wa pyccxost azbike Ha xaprionnoil naUKE 1ta PYCEKoM A36HKE PRAAHO! TOPronoe
YKA3616QI0171; TOPTOBOE HAUMEHOBAHSC MPENAPATE | o MoHOBAHHE TIPENIAPATA © NPERYMIPEANTCABHOM MapIHPOBKOR
¢  mpomynpemvTensHol  Mapkaposkod @ & «IE-HOJ™; rpylnuposotHos HAHMCHORAHME «BHEMYTA
FPYINHPOBOMHOE  ARMMeHORAHHe  (wowemyra | TPMRMMIL AuweTpaTs; nexaperacniai dopua «Tabaerwd,
TPUKANYS IMUHTPETY); NeKapersetyio (bopMy; NOKPEITEIE NAcHOYHOI ofomoukoiiy; nosnponka «128 mr;
NO3WpOBKY, cocTaB B pegakumu: «l tabncrra coctas B pefakiu; «1 Tabnersa comepwmut: [leficTnytomee
conepucnt: [leifcTayiomes memectso: BremyTa seutectso: BuemyTa TPHRATHS LMUITPAT (B MepecueTe Ha
TPHIATHA AWUNTDAT (B mepecieTe Ha okcup | DKCWA  memyta  BiOs) 3046  mro (1200 wr).
mucMyTa  Bi203) 304,6 wr (1200  mr). BenomoraTensHele  BellECTER! €M, HHCTPYRLHILD,
BOMOMOTaTeNbHES BEUECTBA: CM, MHCTpy (Lo, y; | CO/UNECTS0 Talietok B ynawooke «32 Tabmerwiny; ycnosus
KONM4ECTEO TAGMETOk § ynaxomke; yonosus | XPAREHHA «XpaHiTh ApH TeMnepaType He Bhiwme 25 "Ca;
XPAHEHH; CrIOCOB MPHIMEHERHA B peasicii « /L cnocod TIpHMEHEHHA B pejakiun «/lasi npuemMa BIYTPLY)
NPHEMA BHYTPL % ZONORHMTeALHLE HAnmicy ¢ | JOTOMMHTENLHES RALNACH C MAPKCDAMIT «XPOHHYECKUI
MapIepan: {(KPOHHLIECKHE FACTPHT»; TACTPHT», «I3BEHHASA EOﬂEg-HL”; ﬂBﬂlﬂ‘l‘Eplillm‘lH{m
«A3BEHHAS BOJIE3Mb»; «Baktepumpmuan | METHBHOCTE B OTHOLIEHH H. pylaris,
QKTHEHOCTs B oTHowewsH M,  pyloriv «I[IpoTHERBOCHANH TEALHOE AeficTeHeD; «Obpasyer
<(np0'l't'1BC)BQGI‘[MHTEJ‘[H[OE neficTrney: INMHTHYIO MISHKY HA MOBEPXHOCTIT A3B W IPOIHIN] CMCHT
«Ofpasyer saumtylo micHKy Wa momepxwocty | AM3AANA B Biie narwnckoR Gykmer «Dp; yenosMws GTyCia
38 H Oponwily, snemeHt Ausalina B Buge «Ornyer n3 anTex: Ge3 pelenTa», DpemyNpeiRTeILHa
natuackoll  Gyimm «Dw; yosopus  ormycka; | PRAHCE! «XpaHuTE B lHELOCTYRMOM ahm gerell meere,
NPEAYNDEIHTENLHYIO  HAAMHCH: «Xpamyrs o | VASBIHHE M CTDAMA  BIAZENLUS  DErWCTPALHMOHHOIO
HENOCTYNHOM [ feTell Mecte.y: Hassamme y | JAOCTOBEPEHUA «Banpenen PErHCTPALHONHOTO
crpany BRANensLR perscTpaumonnoro | YA9CTOBEpEHI: YEIIJIAPAPM  Apuwmaitvutren: I'mOX,
YAOCTOBCPEHUA, efo  norotHn  (rpaguveckoe l"epnmm:‘sm, ero foroTun (rpadudcckoe wsobpakerue ¥
niobpmwente # magnucs “CHEPLAPHARM® | HAMHCE CHEPLAPHARM" GyKBIMH JATHHCKOrO a/asuTa)
Gyxsamit naTumckoro andamnTa), Haseamnc, | MOIRAANE,  CIpaHa, ampee, Tencthon/fiake  AponssogMTeNs
CTpaHy, aipec, TCRCHOW/(AC THONIBOMHTEN, «llpomssomnrens: 3A0 «3u0-3noposnen
HOMEP  PerHCTPRUMOHHOID  YAOCTOBEPEHH; Poccis, 142103, Mockosckast oBaacth,
MEDEMEHHLIC NAHHLIE (HOMED CEpHH, CPOK r. Mopoaser, ya. Kenesnozopokuan, i, 2
rofocTy & peankmuyd «Cogen:») ¥ HEdopMALHIO Tex/paxe: +7(495) 419-20-64».
AN MOHMTODHHIE IBWKCHHS JNIEKapcTBeHHoro | 'oMCP PETHCTPALHOHHOIO YAOCTOREpEHHA
AIPSMApaTa OT NPOMIBOANTENS 1O KOHEMHOro «Per. yaoerosepenue I N0O12626/01x;
NOTpeGUTENS; WTPHX-KOL; MOTYT GHiTh Ykasambi JICPEMCHHEIE TAHHbBIE:
3aBOICKHE KOABE yHakoBKu/nepeseHHas “CEEP“’" 1700825,
TEXHHYECKAN AHGOPMALHIL «Conen: 072029,
HHpOPMALHT JIRA MOHWTODUHIA B JICKAPCTASHHOTD
[IPEITAPATE OT NPOHILOANTENS 10 uq,uﬂﬂorb fotpe :
«Data Matrixn; y .;,C’mw'hj_‘_'..‘ N
' «GTIN: 0426074772306, 425 ©F
«S/Ni» ¢ yrazaHweM HHIH ;c Hoﬁéﬁ"@gw}mmﬂoaaom
HOMepA AU, ‘Efs -‘7h, Lg
wTpix-roz «d260747722306m; 2 uD} ] .r',_ ’
| 3ABOJCKHE KOJB! yraKoBiH «J ué }JD» «ﬁ WBﬁ-&ME ﬂ&»
XpaHeHHe TIpu Temnepatype He Beime 25 °C Ilpu veMneparype e soiue 2 {; \L Kpaert
Cpox rogsocta | 4 rofa 4 roga g ST

3axmouenne: Jlexapemeennviii npenapam  He-Hon™

R T

mabnemxy, noxpeunsie naenouHol  oborourol],

120 mz Ne 32 cepuu 1700825, coomeememsyenm mpebosanusim & wacmu nposeperma:x noxasamenetl.

HH‘IMLH.HK OTACIa KOHTPOJLA KavecTea

Hexsuuckas O.E.
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L 10.809, di's”
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PA3ZPEINEHWE
HA BBIIIYCK I'OTOBOT'O IIPOJTYKTA Ne 1701/25
Toprosoe HauMeHoBauye mpenapata He-Hon®
| Mexcaynaponsoe HENATEeHTOBAHHOE
HAHMEHOBaHHE (rpyunuposounoe HITH BricMyTa TpHKaTHS AHUETPAT
XMMMYECK0E)
| Jlexapcreenuas hopma Tabnerku, noKpEITSIE ITNeHOYHON 060m0uKOM
Hosuposka 120 mr
Tabnerxy, noKpErTEE MTEHOYHOH 060N0YKOH,
Dopma BEITYCKa 120 mr
(6rmerep) 8 x 4 (mauxa kapToHHAN)
Howmep cepun 1700825
O6nem cepun 22 074 it, ymaxkosox
| [lata npouseomcTea 27.08.2025
Tlomen sio 31.07.2029 —
Hawmenosanwe wu  ampec MPOH3IBOIUTENS 3aKpEITOE AKIHOHEpHOE 0BILECTRO
(ipom=BOACTEO, TIepBHYHaS ymakoexa, | «3u0-3mopossey (3A0 «3u0-310poBLey),
BTOpPUYHAA/TIOTpeSHTENECKAN YIaKoBKa, Pocenst, 142103 Mockogcxkas o671,
BBIITY CKRIOIMH KOHTPOIIE KauecTRa) r. llononsck, yir. Xenesnonoposxyas, 11, 2

Jinuersns Ne J1012-00102-77/00010736
(MNa 00049-JIC) 01 20.10.2021 1.
CepTHOHKAT COOTRETCTBHA TpeGoRaHIsM IIpagwn
HAZNCKAIIEH IPOH3ROACTREHHOM NpaKTAKY
Espasuiickoro sxoHoMHgeckoro comnaa
Ne GMP/EAEU/RU/01442-2024 or 15,08.2024 1,

Homep W jara PETHCTPANKOHHEONQ IINO12626/01 oT 23.08.2010 I,
| VIOCTOBEpEeHHS (nara sHecenus uamernenuit 8 PV 21.06.2023 )
HITIN012626/01-161117
Homep wo Bl : 2
FloMep HopMaTuBROK HoKyMeHTaAE Vismerenna  HII Ne 1, No 2, No 3, No 4, Ne §
YETIITADAPM Apuﬁmmmmm TmEX,
M H p

Pifﬂ EH;’Bfmgf[:rgﬂpescﬂep’m;j‘” Tepyars/CHEPLAPHARM Arzneimittel GmbH,

PeTHCTPALL YHOCTOBCDEHHA Ziegelhof 24,17489 Greifswald, Germany

PHIHOK ITOCTABKH TPOAYKIHY : Poccus

Homep nacnopra 1665/25
1y Ionreepinar, uro BEINCYKA3aHHAA CEDHA  JIEKAPCTREHHOTO NPENEpaTa BLINYCKACTCH B
ofipanienwe, ‘
2. Tapautapyo, wro BBWWHI?&?{%&HEE)OPM&HHH NOJUIMHHE ¥ BepHa. DTa cepus Onima
NPOH3BENSHa, BXINOHAS KOBKY" Ky KORTDOML  KAYECTBA, N0 YKASAHHBIM  Bhmre ajipecam

MOUSEOLCTBCHHEX IIOMAHGK 5 coom%

TGTBHPI"‘,‘G tpebopanuivn GMP («ITpasmna wamtexames
TIPOMIBOLCTREHHOM npdxmxgrmg;

divpaﬁnoxm@a ROKYMeHTAUHEH Ha TPORYKT,

3 Ece pesyneratsr anas (38 4 %mu GEITT. PACCMOTPEHE! U opobpenst 5 coorseTeTRHE ¢ GMP,
TCXHICCKIMHA COrNamieRu sy 4 Gorn b‘mfrfﬁmxx m:.) KAYECTHY.
4, Beutn v xaxwe-mita gﬁe&mw { ﬂpoﬁzmnc-mam-mrn NPOTIECCd, KACKIOUINEs] KAUECTBa
TPOTYKIHH; #

b4 Her

Oa
BBOIYCK I'OTOBOTO OPOIYKTA PA3PEIIEH

YnonHoMmogeHHEOE MMHI0; (}Z

Hadnuey

Hara srmrycxa & ofpamerne: ’// 9.0 9. 0L
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