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3A0 «3u0-3n0poBbe»
142103, Poccus, Mockorckas uﬁ.rmcm,
Topenscx, ya. Kenesnonopoxsas, & 2
Ten./dasc: +7(495) 419-20-64

Jinnensus Ha MPOHIBOACTRG niexap

o JI012-00102-77/00010736 ot 24.09.2025 .

CTEEHHEIX CPEACTE LR MeJNIMECKOrD NPHMeNens

HACIHOPT Ne 032826

HaumenoBanme npenapara

Kox npenapara 758

Homep cepuu 290226

O06sem cepan 12 334 mr. ynaxoBog
JdaTa mpoussogcrea 09.02.2026

T'open go 31.01.2030

Hara apanmsa 24.02.2026 r.

Amanuz npoBenen no

HMe-Hoa® rabnercs, nokperrsie nienoTnol oBonouxoeii, 120 mr, Nz 56

C-K0-0701-0124-10 «e-Hon® rabnerku, mokpsirsie naenousod obonouxoit, 120 Mr»
HI IT NO12626/01-161117 «e-Hon®™ raGnericn, noxpsrrsie niesouncii oboouxoii,
120 mr», Mamesennam Ne 1, N 2, Mo 3, Mo 4, Mo 5 e HIT.

' He Gomee 10° KOEB 1 1.

=

n 2

O6inee wHeno aspobasx mpuopmnm@n?\—ﬁf ’mﬁﬁtﬁmﬂ@:ﬁ&“ 0GHEX MUKPOOPraHuMoR

Obiuiee 4HCI0 APONKOKEBEIX U TTIECHEREN BEIX M TECHESEIX [PHOOE
—ne Gones 1P KOE 5 1 1. § ’ﬁ r
Oreyrerene Escherichia colin 1 r. i

Haumesoramue TpeSorauns HopMaTuaHOH PesynuTaTs: HeTami
noxazarene JIOKYMEHTATEN
Onucanme Kpyrneie  pposxossmiyxnste  Tabnetiy, | Kpymmie ABOAKOBBIYKILIE TAOHETKH, NOKPHITHIE |
noxpeTre: obonodrol Kpemoro-Geloro nEeTa, oSomonkoll KpeMoro-Gefiore. nEeTa, ¢ HANMMCEO
¢ mammucsio «gbr 152», Bemammemmol ma | aghbr 152y, BEIABACHHON Ha ofHOM cTopome, K
OfHOH cTOpoHe, M rpaPHYECKAM PHCYHKOM B paHYeckAM pPHUCYHKOM B BufE Keagpata ©
BHJIe KBANPATA C NPEPHBHCTEIMA CTOPOHAME | OPEPEIBACTEME CTOPOHSMH. M 3dKpYTTEHHEIMG
SBKPYTIEHREIMY YINaM¥, BRIABNEHHBINM YENaMe, BEIABISHHEM HE [pYTOil,
IpyTOR. ‘ |
MMommssocTs: Kavecrnenuas peaxiis Ha BHCMYT. !
-Bucamyt C TuOMOTUEBWHOR B mpHCYTCTEWH asorwol | C THOMOYEBMHON B [pHCYTCTEMM  asoTHGH
KHEIOTEL chpasyercn TEMBO-JRENTOS | KHONOTH! 00pasyeTea TeMHO-ENTOE OKpaHBaHKe
OoKpalliiBate
KauecTaennan peakiyis ka Hprpar, C cynebarom pryTM ¥ HepMEHTARATOM KA
- Lnrpar C cymBatom pryry u NEpMAHIRHATOM KANHS | MPOMCKOZMT OSecHBemBaHME pacTeopa: Kanmg
IPOUCXOTAT ofeclBevBaLue PACTEOPE KANHS | HEpMAHTAHSTA i obpazorarue Genore ocamxa
NepManraHaTa ¥ oBpasosanme feoro ocaks
Kauecraennan pedinan Ba kami, C XOGRUETHHHTPHTOM HATPHS B HpHCYTETEWM
| C robaneTuMUTDHTOM HETPHE B OpECYTCTEBHH YrcycHol kucnoTsl 06pasyetes opaIKeRO-KeTTRi
- Kannit YRGYCHOH' KHCHOTHL 0Opasyerca Opamesc- | ‘ocanow
HENTEH 0canor:
- OnmoponsiocTs Maces, Mr | or 429,5 mr no 442 5 mr 4332
‘ 18/20 taBnerok - ne Gonee £ 5 % Or—09% o +1.0%
2/20 Tabnerox - e Gonee = 10.%
_Pacnansemocts, MuH. He Gonee 15 mupyr 7
OrmsopoensccTs Jing 10 enpEnn wensTyemMoro npenapara
AO3MpOBAHKA (n=10), AV <L1; ~10
mne s 30 expmm (0= 30), AV < L1 # sce At
GHAMCHUA X; YNORNETEODRIOT HEPABEHCTEY T
| Mex| <0,01xL2%M ' '
Konuvecrsenuoe Ur 114 Mr ao 126 mr 121
| onpenenenye; mr. (o195 % o 105 % or 3asmaesHOrO KomMuecTss {101 %)
- Oxcup BucmyTa OKCHAA BHCMYTa) Y T
Muxpobuonormeckas | Kareropus 3A. Foet kol (005,275,
THCTOTR -

Crp. lmz 2
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nokasaTensi

Hanmenosanue |

TpeGoranns HOpMAaTHEHOH
s

PeayneraTsl HonmITAaHUE

Vnaxoeka

Tlo 8 rtafnerox B Onmcrepe w3 doNeri
anoMpaEencll ¥ DoaErE | SUOMHHHEROH
NAMMHAPOBIRHOH.

Tlo 7 GmmerepoR BMECTE ¢ MHCTpYRHMEH @O
TPHMEHSHHED B KAPTOREOHR nadke;

Tlo 8 rafneror B GoucTepe B3 QOMBIH amoMuHHEs0R ¥ QONETH
AMOMMEHEROH faMIHUDOBRHRON.

Ia 7 Gancrepos suecte ¢ ; el 0 NpHMeALHIO, KOX
MHCTPYIIIHE: «20006723/10», «I1-758 (759, 790)-06-03», B
XApTOHHOM MAYKE,

 TPYONMpOBOYHOE

 crpany

Ha Gnucmepe na pyccKop A36KE YROTEIEANNNE
TOProBOS  HAWMCHOBEHHC — [pelapara ¢
UDEIYODCAMTCHRHOE — MADKAPOBKOH ®;
HOMMEHOBEHAE  («mHOMYTE
TPMIIRE,  fUOMTpaTy
BASZENENE DETHCTPANMORHOLO YIOOCTOREDERHA;
IO3AWPOBKY; HOMEP CEpPHM, CPOK IOJHOCTH (MM
rorr); Moryr GEiTE yKASAHNI JANONCKHMG KO
ynaxoskH/epeMennas TEXHUMECKa
HEOOpMALES,

Ha xopmonnofl nauke RG pPyccKem AIbiKe
YyiaIslaaieni: TOProBoE HAMMEHORARHE Tpenapara
¢ nOpenynpenuTensHo#  Mapkdposkod @
TOYINEDOBOMEOS  HAAMEHOBARWE  («BREMyT2
TPUKAITHS JMUMTPATS); NEKapeTReEnyIo hopmy;
HoaupoBKy; coctam B pejarmmss «l raGnerxa
copeprmr: [elictaytomes: semecTs: Buowmyra
TOUKAMAR JAAUMTPST (B OEpecHeTe Ha OHCHMZ
sHemyra  Bi03)y 3046 wmr (1200 ur).
BenoMoraTaIsHES BEITSCTRAL CM. HECTDYKUMION,
EOMMMECTEO TABNETOK B YNAROBKE, YCNOBHA

| XPRHCHHS; enocol npavenenns B penaxmEn « [l

DpHEMA BHYTPE.S; JONMOMHUTCABHES HAANHCH ¢
mapkepavu: «XPOHHYECKMA TACTPHT»;
«M3BEHHASA BOJE3HE»: «Baucrepumwan
BKTHEHOCTE B ommomemws K pyloriy
«IIpOTHROBOCIAMHTEIRHOS neHCTEULY;
4O6pazyeT JAIHTHYIO MICHKY HA NOBCPXHOCTH
A38 M 3pOsHiD), SHCMEHT JMSaifHA B BMIE
aarupckod Gyxest «D»;  youopus  oviycks;
APSAYNPEANTENsHYI0 HEINHCs! @XDAHATE B
HEJOCTYOHOM J7 SCTC MECTE.)) HAISRHHES W
BHAZENBUA. PErHCTPAHOBHOTD

ero JIOreTHN  (rpadmMeckoe

VAOCTOREPEHIS,

paobpmkemse ® Eammecs “CHEPLAPHARM™

Byxsamu narasckoro  andaspra); HeEAHVE,

| crpasy, agpes, Tenedbon/dakc TpOMIBOMATENA,

HOMEp  DETHCTDAIMOHHOTO  YHOCTOREPEHIS;
MEpEMEHHEIE [MAHENE (HOMED CEpHH, CDOK
ropmHocTH B penaknuy «'oacE) 1 HahopMatimo

IS MOHHTODHEIE JABHIKCHHA JSKAPCTESHHOO

ApEnaparTa O NPOHIBOAWIENR JI0 KOHEYHOro

| MOTPEBATENA; WTPHX-KON; MOTYT GEITs ymansx.

3aR0ACKAS KOAE }mxunmlmpm

| TeXHHHECKaN Wb OpMaTT,

‘HasBAMME M CTIpEHY |

Ha Gnucriepe o pyccKos RINKE JREGEG: TOProBoe
HEAMEHOBAHKE IPENapaTa ¢ IpeAyNpeIHTenEaol MAPEAPOBKaL]
@ «ME-HOJI®:; (pynruposoyHos HEEMEHOBAHAE KBHLMYTH
TPHERAHS FHUHTPETS HATBENHE H CTDEHA  BAISNLUE
periCTpaUROHEOro  yhocromcpenms  «HEILUIAGAPM
Apupaiivarrens Tm6X, Fepmanuas; fosnposka «120 Moy
Homep cepun «290226»; cpoi rojsocTH «01 2030w sasosckol
KOz yriaxosich «90006635/10%.

Hiz kaprmonnol nauxe Ha JYCCKes A3bike JKA3EHO: TOPrOBOE.
HaUMEHORAHEE TPEMapaTa ¢ npeaynpeirentnod MADKHPORKOR
® «JE-HOM®»; rpyniaposodsos HARMEHORINNS. KBHCMYTA
TPHERINS ABMATRAT?; Jekapereesnat gopua «Tabaeris,
MOKpPBITEE mIeHo4Hoi ofonoyxofiy; Aowposka «120 mr;
cocrai B pesaxumi: ¢l TaGnerka copepauT: Heiferayromee
BemiecTeo: BHeMyTA TpHKASHA QHORTPAT (B mepecueTs Ha
owcwn  mwemyta  BROs) 3046 wmr (1200 mr)
BenoMOrATRNBHEIE — BEWECTBa: M.  HHCTPYRUHHLS
womuMecTso Tabflerok B ymaxosxe «56 Tafnerooy; yenoend
xpanens «XPANNTE ODH TeMOEparype He BuIme 25 Comg
cnocad, NpEMEHEHEN B pepaKkid «/lns OpHeMa BHYTDE.D;
NOnonHETENRARE] FAITKHCH ¢ Mapkepavan: «XPOHHMEC
TACTPHT»; «A3BEHHAS EOJIE3HE»,; «BaKTepUUHIRan
BKTHBHOCTE B OTHOBIEHNK H pylarin;
«IIpoTHROBGCHATHTRILHUS AgfieTanes; «O6pmayer
SRMATHYH MICHKY HA MOBEPXHOCTH A58 W 2P0aHIln] BIEMEHT

muzaiina B BWae JwruHckoll Gykser «Dp; yonopam OTIYCKA

«Dnmyex ®z anvex: 03 peuenTas; DPSAYOPLAMTENLHAS
sammUcE; «XpaHnTE B HENOCTYRROM s jeveli mecTen,
HAIBAHKE H CTpaka BIANCNHUIE PErHETRAHOHHOIT
YAOCTORCPEHHER wExanenen PerHCTRAIROHHOTO

YAOCTOBEPEHES: YEIUIA®APM Apumaiimirrens TmoX,
| Depmauusmy, ero IOTOTHI (rpaxbuq:cmc: meofipaenue u
| uanmucs “CHEPLAPHARM® GyxsamMy taTunckoro andanaTa);

HOJBEHME, CTPAMA, RIpeC, -rmqmafd;mx: NPOUSEOAHTENS
«llposssonreis: 3A0 «3n0-300posLey

Poccus, 142103, Moexoscxas ofiacTs,

r. Topearex, ya. Menesnopoponcuas, x. 2

Ten./dhare: +7(495)-419-20-64».

HOMED PEIUCTPAUMOHHOTD YAOCTOREpERNS

«Per. ynocTosepesse [L NO12626/01;

NEPEMEHHEIS AAKHEE!

«Cepus: 230226»,

«Fomen: 01 2030»,

HHQOpMAIHA NS MOHHTORWHTE JREMXEHHS IERapCTBCHHOTD

- NpenapaTa oT NPOHSBOARTEH 1D KOHETHOTO HoTpeduTemnt:
«Data Matrio;

«GTIN: (4260747722283,

«5My © yrasaHHeM HHAMBHIYANRHOID CEpHANMIEIMOHHOTD
HOMEpa MAYKH;

nrrpex-kon «42607477222835;

3ADONICKAE KON ynaxonxs «30 ,miﬂm ﬁﬂ-’?ﬁﬂ-ﬁﬁ-ﬂﬂ—ﬂ#».

| XpaseHus

Tlpu TemnepaType He sanue 25 C

[lpu TeMneparype He Bk

Cpok rogHocTH

4 roga

4 roga

Saxmouenne: Jlexapemeennuiti npenapam [le-Ho BETHTE
120'mzNe 56 cepun 290226, coomeemcmayem mpebosanusm € Hacmu nposep ‘ i

HavwamsEax oTaena KONTPOIIs KadecTsa

' mabnemic, NOKR

Tamaromosa H.B.,

Honzenocms

TH.

‘ F‘% 0 «3u0-3dopoeses "
OKK
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PASPEIIEHWE
HA BBHIYCK I'OTOBOT'O MPOAYKTA Ne 0323/26
Toproeoe nanvenoBanme Dpeaparta He-Hon®
Mexyraponsoe HENATEHTOBAHHOS
HaWMEHOBaHYE (rpynuporcuHOe HIY BucMyTa TPHKATHA TULATPAT
| XHMHIECKOS)
Jlexaperserras GopMa TabreTky, HOKPEITEE Nregourol oborodKoi
Hosuponka 120 mr : .
TabneTry, NOKPEITRIE NNSHOTHOR obomouxol,
DopMa BEIIIYCKR 120 mr
; (6mwctep) 8 x 7 (mauxa xapronHag)
Howmep ceprn 290226
O6seM cepun 12 334 mrT. yaxoBoK
Hara mporssocTea 09.02.2026
Tomes mo 31.01.2030
HarvemoBande W ampec NDOM3BORMTENS | SexpEITOS axmioHepHOE obmecTso «3nO-370poBses

 (mpouzBOACTEO, HepBHIHAST
| BTOpHYHas/noTpe0uTenECKa
BEIITYCRAONME KOHTPONE KA9ecTsa)

YOaKoBKa,
YHaKOBKA,

(3A0 «3m0-3nopossen), Pocons, 142103 Mockosckar |
8., r. Iogomser, v, XenesHonoposaas, 1, 2
JIrmensra Ha NDOUSEONCTEO NeKaPCTRCHERK CRENCTE
Al MEFHITHECKOrD TPHMEHEHRA
Ma JI012-00102-77/00010736 oT 24,09.2025 1.
(Gececpommn)

CeprapnKaT COOTBETCTBES NDOBSBOACTES
AeKEpCTBEHEEX cpencTs Tpefopasmmy ITpasan
HagaeRanel IporsEoNCTEGHNOR IpaKTHEA
Enpasnifcxore 3x0HOMEE0KOTO COO3E
GME/EAEU/RU/02269-2025, Cpox asliersns ¢
09.09.2025 r.no 08.09.2028 r.

Homep H
YHOCTOBEPSHAN

maTa.

DETUCTPAIOHHOTO |

IIN012626/01 or 23,08.2010 1,
(marta BHecenys wiMenenuit 8 PV 21,06,2023 r.)

Howmep HEOpMaTHEHOM HoKyMeETAIHK

HI IIN012626/01-161117,
Viomepemms e HII Ne 1, No 2, Ne 3, Ne 4, Na 5

Haumveroparye 1 afpec NEpKATEIIS
PErHCTPANHOEEOr0 YAOCTOBEDCHNL

HUETITIADAPM Apnmatisrrrens I'mOX,
Tepmanms/CHEPLAPHARM Arzneimittel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PEIHOR HOCTAEKH NPOAYKIHH

Pocena

HoMmep nacmopta

0328/26

1. Iloprsepxpaio, 970 BHIEYKA3AHEAS CCPUA IEKANCTEEHEOrO IPENAPATa BEIIYCKASTCA B OGPANIEERE.
2. lapantapyio, 9To BEINIGYkasamWas HE(ODMANMY HOZIMHEEA W BepHA. T4 cepus Gsiia

OpPOHSBE/IEHE,

BRIIIO9AA. YIAKOBKY ¥ KOETDONE Ka4ecTBa, IO YRazaOoHBIM BEIOS ampecaM

TOPOU3BOACTBEHHEX IUIOMENOK B COOTBETCTBME ¢ Tpelopamusvm (GMP («I’Ipanmra. BagmexameR
DPOK3ROACTBEHHOMN HPakTHRIDY) i PerucTpanmontoil JoRyMeRTanacit sa HPOJYKT,

3. Bce pesynsTaThl aEANW3A B 3amucH OEUIH PACCMOTPEHE! B ONOGDEHE B cnomexc;'mm ¢ GMP,
TEXHWIESCKAMA COTNalleHniMy B COrNaAMenuaMe TI0 Ka9ecTsy,

4. - Beum jm kaxue-ma00 OTHNOHSHAS OT NPOMIBONCTREHHOIO IIPOLECCs, KACAIOIMECH KATeCTEa

TIPOKYKITAH:
E Her

BBIITYCK F'OTOBOT'O mﬁommﬁm '

0 ‘ﬁl i"‘
0

YoonmromogesEoe mHamo;

Hata sEImycxa B ofpamenye;







