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142103, Poccus, Mockosckas obnacts,
Moponsexk, yn. Menesnopoponnan, 1. 2
Ten/harc: +7(495) 419-20-64

JINUEH3 1S HA NPOUIBONCTEO JIeKaPCTBEHHBIX CPEACTE [/1% MEEHUMHCKO
N JI012-00102-77/00010736 ot 24.09.2025 1.,

Hanvenosanne npenapara

Kox npenapara
Homep cepun

00rem cepun

Hara npoussoscrea
Topexn o

Jata anamuza
Ananus npoeeaes mo

0 NpHMeHeHNs

HACIIOPT Ne2102/25

758

2181025

12 468 urr. ynaxosox
29.10.2025

30.09.2029

20.11.2025 r.

Me-Hon® rabnerkcn, nokpeiTsie naenoumnoi obosoukoii, 120 mr, N 56

CII-KO-0701-0124-10 «/le-Hon® Tabnericw, NOKPLITLIE MeHOMHol obonoyroii, 120 mr»
HJI IT N012626/01-161117 «Jle-Hon® TA6NETKH, NOKPLITEIE IUIeHOYHOIE 060 04K,
120 mr», Msmenennsiv No 1, Ne 2, M3, Ned, Ne 5 5 HIT

Hanmenoranue TpeGosanns HopMaTuBHOH PezynbTarsl Henerrannii
NCKazaTencH JOKYMeNTaluy

Omicanue Kpyrnwe JBOAKOBEMYKIBIE Tabnetks, | Kpyrisie Aoskossmybie TableTKH, TIOKpPLITEE
MOKPEITHE obonoukoi kpemoBo-Genoro nsers, | ofonoukolt Kpemoro-Genoro usera, ¢ Hagnucko
€ HammHeelo «gbr 152», primammenuol Ha «gbr 152», seimasnenHoli Ha onHod CTOPOHE, M
onHo#f ¢TOpOHE, M rpaduuecKum PHCYHKOM B | TpadHuYecKMM DHEYHKOM B BHIE KBallpaTa C
BHAS KEANDATA € MPEPRIBUCTHIMH CTOPOHAME M | NPephBHCTEIMH CTOPOHAMH H 3aKPYIIEHHBIMH
SKDYTIICHAEIMH  YIMAMH, BRUTABNCHHEIM HA | VIVianu, BEUTAENCHHAIM Ha Apyrofi.
Ipyrofi.

TMoamHHHOCTE: KavecTreHHan peakis na BHCMYT,

- Bucmyr C THomouwemMHOR B npmcyTeTsMm asorHol | C THOMOUCBHHOH B NPHCYTCTRHK  a30THOH
KHCIOTEI ofpaayercs TEMHO-KENTOS | KHCNoTh 06pasyercs TemMHo-KenToe OKPAINHBAHKE
OKpamHsaHue
Kauecrnennas peaxuns va HWTPAT, C cynsator pryTH M nepmaHramatoM Kanus

- LHurpar C cynsdarom pryty u TEPMAHTaHATOM Kalka | TpoMcxomuT ofecupeunpane pacTRopa  Kanus
NPOHCXO/MT OGeCUBEHUBAHKE PACTROPA KanHs liepManTaHaTa u abpasonanue Senoro ocanxa
TIEPMAHTaHaTA M oBpazosanue Senoro ocanxa
KauecTrerHan peakimsa sa kamuii, C koBanstuuutpurom wHatpus = MPHCYTCTBHK
C KOGANLTHHHTPHTOM HaTpH B TTPHCYTCTBHH | YKCYCHOH KHCNOTH 06pasyeTca opamKeso-KenTaiii

- Kamuii ykeycHo#t  xucnoTet ofpasyerca opammeso- | ocaok

HEATEIH ocanok

OIHOPOAHOETR MACCH], MD

oT 429.5 Mr 1o 442,5 mr
18/20 rabnerok - e Gonee = 5 %
2/20 raBnerok - me Sonee + 10 %

4344
Or—09% g0 +1,5%

| Oxenn sacMyTa

Pacmanaemoots, MHH. He Sonee 15 Muayt — 7

OnsopontocTE Jing 10 enpinn uensrryemoro npenapata AT AN T

DOIUPOBAHMY (n=10), AV=LI; . "n =10
Hiu ang 30 eanrny (n=30), AV<=L1n Bee AN AV =19
SHAYEHHA X; YNOBNETEODAKT HEpPABEHCTRY mo\mo.a o
[M-x <0,01xL2xM L -1

Konuuectrennge Ot 114 mr o 126 mMr &= 118

ONPEENCHHE, MT. (0795 % no 105 % ot 3assnesnoro Hu.rmkmmd\‘;

OKCHIA BHCMYTa)

MuxpoBuonoruueckan
qHCTOTA

Kareropus 3A,

Obiee yHeno aspobiumix MHKPOOPraui3MOos —
He Gonee I KOE e 1 1,

OGwee 4Heno APONOKEBEIX 1 MecHesLIX rpnﬁoJ
—He Gonee 1°KOE B | r.

OGEéﬁmmompﬁﬁﬂbrx MHKPOODIEHHIMOR
meHee 10° KOE g | 1,

OB1wee YHETO APORCKERBIX ¥ MIECHERRIX rpuGon
MeHee 10 KOEsB 1 1,

Oreyrersue Escherichia colis 1,

Escherichia coll oteyretayers | r. ]

Crp.1mz2

B NS e
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HanmeHoBaHHS TpeboBarus BOPMATHBHOH PeaybTathl HCObITAHRE

riokazarenei JIOKYMEHTALHH

Yiaxonpxa Tlo 8 tacnerox » Gmmcrepe w3 Qonsry | o 8 TABICTOK B GmicTepe U3 (ONETH AMOMUHKEBOH H Qonsri
amoMuEnesod B (ONBIM  AMOMHHHCROI ANOMIHHEEROH NAMUHAPOBAHHOH.

JAMUHKpOBAHHOMH. Tlo 7 GaucTepos BMECTE C WHCTPYKIHGH MO NPHMCHEHHED, KO
[lo 7 GmucTepoB BMeCTe ¢ HACTPYKUeH no | HECTpYKLMH «00006723/10», «H-758 (759, 790)-06-03», &
NPUMEHEHUIO B KApTOHHOH NauKs. kapToHHON Nauke,

Mapxuposka Ha Ganemepe #a PYCCKoM A3LIKE YREIbGAIONE Ha Oaucmepe na PycckoM J3blKe PKaiauo: TOProRoe
TOproBOC  MAMMEHOBANME  mpenapara  © HAWMEHOBANKE MPENApaTa ¢ NpenyNIpeuTeLHol MBpPKHPORKOH
npenynperuTensHOR MapKHpPOBKOH ®; | ® «IE-HOJI®; TpYNnupoBoTHOE HAHMEHOBAHHME «BHCMYTA
rpYNOMpPORONHCS — HAHMEHOBAUHE («BHCMYTa | TPHKANNR JAHUNTPAT, HE3BEHME M CTPaHA BrAaiensnd
TpWkAIHA AMUMTpAT»); Halsanke W CTpaHy PETHCTPALMOHHOTD YZIOCTOBEPCHMA «UENTADAPM
BRAlENbE PErHCTPALMOHHOTO YAOCTOBSPEHHA; Apunaiivrrrens TvGX, Tepmanisy; I0IMPOBRE «120 mr;
JHOIRPOBKY; HOME[ CEHM, CPOK TOAHOCTH (MM | HOMSp CCPHI «2181025»; cpok roaHocTs «09 2029, saseackof
CITr); MOTYT ORITE YRA32HEL 32801CKME KOIHL ko ynakosku «30006635/10x,
yHaKoBKH/MepeMennas TEXHHYECKAR
HHGOPMALH, N .

Ha kapmownoil nauxe Wa pyccxon ik Ha xapmonnoii uul-me Wi pyceKoM A3VIKE PRATAHO: TOPIOBOS
JKa3516@l0Mt: TODFOBOC HAUMEHOBAHHE TDENEPATa HAWMEHOBAHHE TIENAPATA ¢ MPeAYNIPEHTENEHOH MapkApOBKOH
¢ MpeiyNpCAWTENEHON  MADKADOBKO ®; ® «TE-HOJI®», rpymiupOBOHHOS HAHMENOBAHUE KBHEMYTA
CpyMMUpOBONHOS  HAWMEHOBAHHE (cBricMyTa TPHKANHS JHUMTPATY; nexcapc'rnmm‘a.u dopma <(I‘a6ne~rm|:
TDHKAIES AHUATPETY); NERADCTBCHEYH bopmy: NOKpPLITEE nncnn-fnnii oﬁuno:tmoii», JIDBHD?BTA‘H «120 mm;
JIO3UPOBKY; COGTAB B PELAKIMM: «1 TaGneTxa coctap B peakmpm: gl TAGAETKA COACPHNT: Helicroyromee
conepar: JelicTylomee BEMECTSO: Brcmyra pemecTno: BucMyTa TPHKAANA ZHUMTPAT (B Mepecuere HA
"pEKATHA JMIMTDAT (8 MEPECHCTC MA OKCHA owcna  smemyta  BnO3) 3046 wmr (1200 mr).
BHCMYTR 31103) 304,6 MT (120'0 'Ml"). BenoMorarelbHele BEl{eCcTEAL cM. HHETP}’KI.IMIO.));
B CHOMOTATE/EHLIC REUTECTBA: CM. FHCTPYKLIION; konpuecTeo TAlNETOK B YIAKOHKE «56 TabmeTowy; YCNOBHA
KomHuecTS0 TAGNETOR B YNAaKosKe; YGNOBHA xpasenns «XpaHuTR NpH TEMUEpaType HC prime 25 C.»E
XpaeHHs; CI0cOD npuMeseHs B pexakiik ¢l criocob mpHvenciig B pejlakuid «flis npuema B“FP'}E
MpWeMa THYTP.»; AONOIHHTEILELE KANTHCH G JIOTIONHTENLHHE HAIITHCH sapxepamy: «XPOHHYECKH
Mapepam; «XPOHMYE TACTPHTS: TACTPUT», SI3BEHHAS BOJIEIHEy, «Baxrepruunad
S3BEHHASA  BOJIE3Hb»:  «BakTepHuuias AKTHBHOCTS B OTHOIIEHHH H. prlorin;
acrupocTh B orHomenun  H.  pyloriy «IIpOTHEOBOCHANHTENhHOE JelicTBuen; «Ofipasyer
(TTPOTHBOROCTATHTCALHOE efioTBIEY: IAURTHYIO TIEHKY HA MOBEPXHOCTH A8 H 3po3niiy; JNCMEHT
«OBpasyer SANHTHYIO MACHKY Ha TIOBEPXHOCTH quaalina B sume natewckol Gyxes «D»; ycnosui oTmycka
g1 w sposuiiy; SUOMCHT AWiliFA B BMIC «Ornyck n3 anvew: Bea penentady NpenyIpeRrTEipHAT
JaTHRCKOH GykBl «Dp; YCUORMS OTIYCKa) parmuce! «XpaHuTh B HEAOCTYIHOM [UIH aeteit mecrey,
MpeNypOIMTENLHYI0  HANMNCR: (XpREMTH 3 HasBaEMe W CTpaHa  BRAJeNENG  PETHCTPALMOHHOrO
HEOCTYNHOM [UIS ZOTCH MeCTe.; HASBAHME K YAOCTOREpEHHH «Bnapeney, PErneTpANMOHHOND
crpany BNAAETBLA PETHCTDAIHOHKOTO YAGCTOBEPEHM: YEILIAGAPM Apusafimirrens [mBX,
yAOCTOBGDERHS, €0 JNoromun  (rpaduicckos Pepmatnmy, €ro = ROrorhn (rpaduicckoe  msobpawesue i
yaoSpanene u Hagmees “CHEPL _APHARM® | H8AmWCL CHEPLAPHARM?® Gyksamy naTHHCKOTO andasuTa);
SyKsaMA NATAHCKOTO ANGABHTR), HA3BANNC, Hagmawme, CTpaHa, ampec, Tenedon/hakc [POKIRONUTENA
Crpasy, aipec, Temediou/daKe TPOHSBONHTENS, «Ipoussourens: 3A0 3n0-3noposren
HOMep  DETHOTPAUVOHHOTO  YHOCTOREDEHH Pocens, 142103, Mocikoseran 06AacTE,
nepeMenHBle NARHEG (HOMCp Cepuu, CpOK r. Toponses, ya. Henesuonoporuasi i 2
rofHOCTH B pefawy «T'ozien:») H HidopMALMIO Ten/paxes +7(495) 419-20-64».
ANS MOHWTOPHHTA JBHXSHHS JEKAPCTECHHOID HOMED PErMCTPAUMOIHOTO YIOCTOBCHCHIA
ApeMGpATA OT MPOWIBOUMTENA O KOHGIHOTO «Per, yaoeropepenne I1 N012626/01»;
noTpeGaTens; UITPHR-KON, MOTYT GHITE YKAIQHEL TICPEMEHHEIC JAMEGIC:
saoncrne | xom!  ynakoskw/mepememnas | <COPM: 2181025y,
TexHMECKas HH(OPMAITHS, «oner: 09 20297,
uniopMalHs IR MOHMTODHHTE JBWDKEHHS JISKADCTHEHHOTO
fIpEnapara 0T OPOHIBOIHTEN 0 KOHEHHOrD noTpetuTeN:
«Data Matriog IR s
«GTIN: 04260747722283», P AL 75 N
«S/Nip ¢ ykazamueM HIIMBHAYATEHOLO CepHATIHIAUAOHEOND
HOMEPE NaHKH; Fragpe =T
WTPHX-KOR «4260747722283%; F/  MERRiean bR
JABO/ACKHE KOkl YITAKOBKH «00006721/10», «11-758-56-03-04».
X panenue [lpu Temneparype He Beime 25 ‘C TIpH TeMmepaType He renne (255G Al " = ]
Cpox rofmocth | 4 rosa 4 roma ;::'

Saxouenne: Jlexapomeennsiti  npenapam Jle-Hon®

mabnemiy, nOKpsUMble TACHOUHOM 0BOROUKOT,

120 mz Ne 56 cepuu 2181025, coomsemcmeyem mMpeboeanuAM 6 Hacmy NPOSEPERHbIX noxazamenet.

M. 0. HauaNLHAKA OTIENa KOHTPOIA Ka4eCTRa

Benomurtnesa O. A.
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PA3SPEIIEHHUE
- HA BBIITYCK I'OTOBOI'O NPOJAYKTA Ne 2140/25
Toproroe HaUMEHOBAHHKE NTPENAPATS He-Hon®
Mmmyuapu,uuoe HEIaTeHTOBAHHOE
‘Ha¥MeHOBaHHE (TpynIHpPOBCYHOE HITH BrcemyTa TpHKanUs [UUMTPaT
XHMUYECKOE)
JlexapcTrerHan hopMa TabneTk, DOKPEITEE MIeHOYHOH o60moYKoH
|.Jlo3upoBKa 120 mr
PR T TabneTxu, NOKpEITEIE IIEHOYHOH 0BonoyKoiH,
[.Dopma BEITyCKa 120 mr
L (6nuctep) 8 x 7 (nauxa KapToHHAs)
| Homep cepuu 2181025 ?
{:O6Bem cepun 12 468 1117, YIIAKOBOK -
| IlaTa mpousBopcTEa 29.10,2025
1 Fo,uen Jils 30.09.2029
1 I—Ianmcnoaauue M ajpec TPOH3BOJHTENS BaKpsiToe aKUKOHEPHOE O6ILECTBO
(UPOH.'}BOJJ.CTBO, TepBHYHAA YIAKOBKA, ({SHD-BHDPOBBG)} (BAD ((SHO-BEOPOEBB})),
| BTOpHuHAs/MOTpeGHTENbCKAS YIAKOBKa, Pocens, 142103 Mockorckas 0611,

r. [logoneck, yi. XWenesnofopoxsan, 4. 2
JIMIeH31s KA NPOHIBOLCTEO TEKAPCTECHHEIX
CPEZICTB ISl MEIHIMHCKOTO IPHMEHEHHA
Ne J1012-00102-77/00010736 ot 24.09.2025 1.,
(Gecopouno)

CeptuthuKaT COOTBETCTEHA TPOH3BO/ICTEA
NeKApCTBEHHEIX cpefcTs TpeGoranuaM IIpasun
HajUteaLeH TPOU3BOACTBEHHOI TIPAKTHKY

EnpasuficKOro 5KOHCMHYECKOTO COM03a
GMP/EAEU/RU/02269-2025. Cpox peftcrans ¢
09.09.2025 r. mo 08,09.2028 r.

! BBIHyCKaI\GIﬂHﬁ KOHTPONE Ka‘lﬁﬁTBﬂ)
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OMep | H ara PETHCTPALHOHHOTO TTNO012626/01 ot 23.08.2010 .
y,uoc'roﬁe:pemm (mara Buecenus wamenennii 8 PY 21.06.2023 r,)
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HIOIINCG12626/01-161117,
Wamenenus x HIINe 1, No 2, Ne 3, Ne 4, Ne 5

vaep HOPMaTHBHOH AOKYMEHTALHH

HahM SHOBAHYE H AADEC NEPKATENST YEIMMNTARAPM ApuiafiMurrens I'm6X,

/BEFHCTPALIMONHOTO YAOGTORCPEHNA Ziegelhof 24,17489 Greifswald, Germany

I'epmanns/CHEPLAPHARM Arzneimittel GmbH,
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"PEIHOK IOCTABKH [IPOAYKIHH Pocens ST
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‘Homep nacriopra 2102/25

: ;HQﬂi‘BﬂpDICﬂam, HTO BRUNCYKASAHHAN CCpHs NCKARCTECHHOTO NMPENAPATa BRIITYCKasTCH B oﬁpamemnu.
2.0 TapaHTHpyio, 4T0 BHLICYKa3aHHaA HHPOPMALAS NOIMHEE | BepHa, DTa ceprs Obina MPOH3BECHE,
BKJTIOHA YNAKOBKY H KOHTPO/Ib KAYECTB, 110 YKA3AHHEIM BEIIIG AAPECAM NPOUIBOACTBEHHAIX M1OMAR0K
B'coorsercreun ¢ Tpebomamummu GMP («ﬂpaan.ﬂﬁ Hagnexcawed IPOX3BOLCTBEHHOMN npaKTMKm}) "
Pcmgrpauuouﬂoﬁ HNOKYMEHTALHEH Ha MPOAYKT,~ . !

3,.“1 Bce. pesynsTaTel aHanuza ¥ 3anHCH-BEUIH pachOTpeHm u oyobpens! B GDOTBE’I’GTBHH ¢' GMP,
TLXHH‘WGKHMH corjiaticHHAMHE H CDI‘JIHUIM[HHW*HO ma%uray

4 “Beinn K Kaxue-snbo OTKIIOHCHHI. DT ’HPOHSBDHGTHBHHDT‘D nponecca, KacammIHecs KayecTsa
ﬂpop.ymnn E<El  DYrog -
4 'L HBT tl ' I:__._I“ & i '-."-~'--.' ;
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