e

P PR T LY (TR R A T T T S R T

@-0000000555-05
3A0 3n0-3xopoese»
142103, Pocens, Mockorckas oGnacTs,

Mogonck, yi. XKeneznofoposiHas, 1. 2
Ten./daxc: +7(495) 419-20-64

ﬂHIIEIlJHH Ha OCYLUECTRJIEHHE MPOH3BOACTBA JEKAPCTEENHEIX CPEACTS

Ne JI012-00102-77/00010736 (Ne 00049-JIC) o1 20.10.2021 1.

Haumvenopanue npenapara

Kon npenapara
Homep cepun
ObLem ceprn

Jata npouseoacTea
T'ogen oo

HaTta amamiza
AHAIH3 IPOBEEH 110

ITACIHOPT Ne0890/25

759

1030425

6 324 wr. ynakosok
23.04.2025
31.03.2029
21.05.2025 r.

JNe-Hoa® TaGneTxn, NoOKphITLHIE NIeHOYHOH 060109K0l, 120 mr, Ne 112

CII-KO-0701-0124-10 «le-Hon® TabneTkn, NokprIThie NieHouHol obonouxoii, 120 mm
HJX T N012626/01-161117 «[de-Hon® Tabneriu, nokpriThie nuenouHeil ofonoukoi,
120 mry, Mamenennam Noe 1, Ne 2, Ne 3, Ne 4, Ne 5k HIL

MOKPEITEIE 000M049K0l kpemoso-Genoro 1zeTa,
c HannWuckio «gbr 152», BbiIABNEHHOH Ha
0AHOH CTOpOHE, U TPadHHecKHM PHCYHKOM B
BHAE KBAApaTa ¢ Hp&pb]BHETBIMH CTOPOHaMH H
SAKPYTIIEHHEIMHA - YIVI8MH,  BELAGBNCHHEIM &
ApYTon.

Haumenosanne Tpeboganus HOpMATHEHOH PesynuTaTsl HenBITad KA
nokasarene AOKYMEHTAUHH
Omucanne Kpyrunsie JABOSKOBRITIYKIIBIE tabaerky, | Kpyraeie ABoAKOBBINYibe TaGNETKE, TOKPRITHE

oBonoukoi kpemoBo-Genoro UBETA; ¢ HANMHCRD
«gbr 152», BEUIABNCHHOR WA OAHON CTOpOHE, o
TpadiiyeckuM PHCYHKOM B BHAE KBaApaTa ©
NPEPBIBUCTEIMI  CTOPOHAMHA K J2KPYIIEHHEIMU
YTTIAMH, BEIAABICHHLIM Ha JpYyTOH,

[ToaHHHOCTR:
- BuemyT

- Uurpar

- Kannii

KauecTrennas peakiius Ha BHCMYT.

C THOMOUCBHHON B TIPHCYTCTEMH A30THOMH
KHCIATEL abpazyeres TEMHO-KENTOE
OKpAMHBAHKE

KawecTreHHAs peakiys Ha LHTPAT.

C cyneaTtom pPTYTH M NEPMAHTAHATOM KANHA
APOHCXOAHT 0OECUBEHMBARHE PACTEOPA KATHA
nepMaHranata u odpazoBanne Genore coalka
KauecTBeHHAA PEAKUNS HA Kanuif,

C koI THHUTPHTOM HATPHA B MPHCYTCTBHH
ykeycHoR wuchortst ofpasyercs opapsieso-
HWENTHIH ocanok

C  THOMOHERMHON B ApHCYTCTBHM  A30THOI
KHCTOTEL DﬁpaByﬁTﬂH TEMHO-FKETITOE OKpE.H_[HBaHHE

C cymearoM pPryTH W TIEpMAHTAHATOM KAlHA
npoMexoauT ofecuBeyMBaHWE pacTBOpPA  Kaius
TepMadranaTa v obpazoranie Genore ocanka

C xoBaneTHAWTPHTOM HATPHE B TIPHCYTCTBHH
YKCYCHOH KHEMOTE 00pPa3yeTes OpaHKeR0-KenTRIH
0Canox

OnHOPOAROCTE MACChI, MT

oT 4295 mr o 442,5 Mr
18/20 Tabnertox - He Gofes + 5 %
2/20 Tabnetox - He Godee =10 %

4327
Or-08% no +1.2%

OKCHI BHCMYTA

OKCHAA BHOMYTA)

PacnanaeMocTs, MHH. He 6onee 15 munyT 8

OnropoaHocTh Ons 10 enuanu HCmeITYE@MOro nperapata

[O3HPOBAHHA (n=10),AV=L1; ~10
i anx 30 eaunmn (n = 30), AV = L1 u nee Sty
SHAYCHHA X YHOBAETROPAROT HEPABEHCTRY !

- [M-x| = 0,01=L2xM
KonuyecTeHHOe O7 114 mr 1o 126 mr 117
OUPEASEHHE, MI. (o7 935 % no 105 % ot 3a8neHHOTO KOMHYCeCTRE (98 %)

Muxpofinonornyeckas
HHCTOTA

Kateroprg 3A.

Obmee yHeno a3poGHLIX MHKPOOPraHHIMOR —
He Bomee 10° KOE e 1 1.

OBLiee uucno a3poBHEIX MUKPOOPraHHIMOR
menecl0* KOEs 1.

OButee YHCNO IPONOKEBRIX ¥ NICCHEBRIX TpHBOR OBLiee HHENO APOHOKEREIX H NN/ISCHEBRX TPRGOE

— e Gonee 10 KOE B 11
Oteyterene Escherichiacolin 1 1.

menee ICKOEm 11,
Escherichia coll oreyrersvers 1 r.

Crp. 1luz2




D-0000000551-07

PA3SPEIIEHHUE
HA BBIIIYCK I'OTOBOI'O ITPOAYKTA Ne 0959/25
Toprosoe HauMeHOBaHNe IpenapaTa He-Hon®
MexnyraponHoe HEIAaTEHTOBAHHOE
HauMEHOBaHWE (rpynnuposogHoe HITH BucmMyTa TprKaiua THLHTPAT
XHMUYECKOE)
Jlexapcrrernras hopma TabneTky, TOKPEITEE IIeHO9HOH 000109K0H
Ho3HupoBka 120 mr
Co TabmeTKH, TOKPLITHE IIEHOYHOMN 060I0UKOH,
Dopma BEITYCKE 120 MT
(6nuerep) 8 X 14 (mauxa KapTOHHAS)
Howmep cepms 1030425
O6rem cepuu 6 324 mT. ynakorok
JlaTa IpOH3BOJICTEE 23.04.2025
Tonen 1o 31.03.2029
Haumenopauue u  afpec I[IPOU3BOIHTENS 3aKpEITOS AKIIHOHEPHOS 00MIECTRO
(TpOM3BOACTEO, nepBHIHas yrakoska, | «3u0-3noposse» (BA0 «3u0-3x0possen),
BTOpHIHas/TToTpebHTEeNECKas YIIaKOBKa, Poccus, 142103 Mockoeckas o6,
BBITYCKAFOIUH KOHTPONE KadecTsa) r. ogoneek, yu. XKenesnonopoxkuad, II. 2
Temersms: No JI012-00102-77/00010736
(Ne 00049-J1C) ot 20.10.2021 1.,
Cepradukar coorsercraus Tpebosaruam [Ipasan
HAINEKALIEH TPOU3BOACTEEHHON TPAKTHRY
Enpa3sniicKoro 3KOHOMHISCKOTO C0K03a
Ne GMP/EAEU/RU/01442-2024 o1 15.08.2024 1.
Howmep H aara PEruCTPallHOBHOTO TIN012626/01 or 23.08.2010 1.
YIOCTOREDEHUS (maTa BHeceHHA HamereHuH B PY 21.06.2023 1)
Homep HODMATHBHOR IOKYMEETALIHH I N012526/01~161 117,
Mamenenma K HII Ne 1, Ne 2, Ne 3, No 4, Na 5
HaumenoBanwue ¥ agpec DepKaTens Tepmﬂé&ﬁfFﬁm;g:ﬂﬁé%an,
R e i’ s Mk A Ziegelhof 24,17489 Greifswald, Germany
PLIHOK IOCTABKH DPOIYKIHY Poccus
Howmep nacnopra o 0890/25
L [MoxTBepKaal0, 9TO BHINCYKAAHHAY CEPHs JIEKADCTBCHHOrQ NpETapaTa BHITYCKASTCH B
obpamenne.
2 TaparTrpyl, 9TO BEINEYKA3aHHAS WMHPOPMAIES NOATHHHA H BepHA., Ota cepus Opuia

[pou3BeAcHA, BKMIOUAH YHOAKOBKY ¥ KOHTDOZL KagecTsa, [0 YKA34HABIM BRI  ampecaMm
TPOH3BOACTBERHEIX TIOWAACK B CcOOTBeTeTBAM ¢ Tpebopammamm GMP («llpaBnna Hapnewamed
HMPOUIBONCTEEHHOM NpakTHKMY) H PerneTpallMonHod noKyMeHTatHel Ha NPOMYKT.

3. Bee pesynsTaTs aHamu3a i 3amacH GEIIM PacCMOTPEHE! ¥ OA0GDEHSl B COOTBETCTRUMH C GMP,
TEXHUICCKUMH cornamenaamy 4 COrateHAIME 110 KayecTsy.
[LEecs KeuecTea

4, BTG I Kakwe-THOO OTKIOHEHHS OT NIPOM3BOACTBEHHOTO NPOLECCH, KACAH
POMYKIHY: 5
¥ Her O da

BBIIYCK I'OTOBOI'O NPOOYKTA PA3SPEIIEH

VIONTHOMOUEHHOE JTHIO: /_)/

—Tlodnucs

Jlata semycka 8 ofpamense: 70, 06 . A8
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Hammenosanue TpeGosanus HopMaTHRHOH PeaynTaTst HCNEITaH Ui

nokasarenei JOKYMEHTALHH

Ynakoska [lo 8 wabnerox B Guucrepe w3  donern | [To § Tabnetok B GieTepe u3 HONETH AOMHEHEROH W Golmra
AMOMUHHCBOH W QOJLrH  ATIOMHAHMEROI | AMOMHHACEOR NEMARHPOBAHHOM.

NaMHARPOBANHOA, ITo 14 Bavcrepos BMECTE C HHCTPYKUMSH 10 MPHMEHEHI, KOI
[lo 14 Gmacrepom BwmecTe ¢ MHCTpyxuMefi mo | wHerpyxumm «90006723/10», «H-758 (739, 790)-06-03», =
TMPHMEHEHHIO B KAPTOHHOHN naqke, KAPTOHHOM madke,

Mapkuposxa Ha Gaucmepe na pyccsom myvike yrasusaom: | Ha Grucmegpe Ha  pYccKoM  A3sIKE PKAIGHO! TODrOBOE
TOProBOE HAUMEHOBAHME — TPEApaTa  C | HAMMEHOBAHHE NPENApaTa ¢ MPEAYNPEARTENRHON MAPKHPORKOH
NpeayTpennTensHO MapKHpoeBKoi ®; | ® «IE-HOJI%; rpynnuporounoe HanMenonanme «BHCMYTA
TPYNITHPOBOYHOC  HAWMEHOBAHHE  (BMCMYTA | TPHKQIHA AWLHTPAT», HasBaHMe o CTpaHa Bladcibiia
TPHKANHA  IHUMTPAT»), WHA3BRHHWE W CTPAHY | PErHCTPAINONHOID YOOCTOBSPEHHT «UEITJIADPAPM
B/IAACIENR  PErHCTPAUHOHEOrO YAOCTOREpeHH; | Apumaiivurrens I'm6X, Fepmanna»; nosuposka «120 mry:
ADIMPOBKY; HOMEP CCPHH, CPOK IOAHOCTH (MM | HOMep cepri «1030425%; cpok TonHooTH «03 2029; sanociof
TITT); MOTYT OWTh YKa3aHEl 3aBOICKWE KOIbI | KOM Yrakosks «90006635/10x.
yNakoBKu/IepeMerHas TEXHHYECKAS
HE(OpMAaITHs,

Ha xapmonnoi nauxe ua pycexom asmxe Ha xapmonnoll rtuke va pyeckoM A3vike YRA3@no: TOProsoe
YKa3b16a10M: TOPTOBOE HAHMEHOBAHHUE fperiapara | HAMMEHOBAHWE MIpETapaTa C NPEAYNPEANTENEHOR MApKIpOBKOH
¢ mpeaympemMremmol  Mapkupomkod  ®; ® «AE-HOJ®; rpynnupososHoe HAHMEHOBAHHE €BHCMYTA
rPYMIMPOROTHOE  HAMMEHOBaHHe  («BHCMyTA TPRKAIHNA AHLMTPATY, Jtercapc'rnefmax fropma «Tabierkn,
TPUKATHA INIMTPATR); AcKkapeTBeHHyio opny: | TOKPHITEIE MUIeHO4HOMH obonouroity; mosmporka «120 My
JO3MPOBKY; COCTAB B pemakumm: «| TaGerxa | COCT28 B pelaxiwmi «1 Tafaerwa comepaut: [leficTeyiomes
conepxmt: [lefictaylomes semectso; Bremyra seuiecTBo: BuemyTa TpHkanus amumTpar (B nepecksTe Ha
TPHKATMS mEmETpar (B mepecuere Ha oxcug | ONCHA  BHCMYTA Biz0s) 3046 wmr (1200 mn).
BML‘-M’}’T& B 12051 304,6 MT (-1 20,9 Ml"), ECHDMOI"HTEJ'IE BHLIE BemecTRa: CM. H HCTP)’KHHH].»;
BCnOMOTATENLHbIE BELICCTRA: CM, HHCTPYKIIIIO. Komqﬂno TagneTox B ynakosxke «112 Tabneroms; YCHQBAA
KOMWYECTBO TabneTok B ymakomke, ychopms | “PRHEHHA «Xpaug'rh fipy TemMnepatype He Beime 25 'C.n;
XPRHEHHUS; CTIOCOG TIpHMEHeHTA B pesaxma <«/lig Crocol NpHMEHEHHMH B pearIHs «Ins npHeMa BHYTPL.»;
(pHEMa BHYIPh.»; JOTONHWTENbHE Hagmvcy ¢ | ACTOTRHTENLHEE HAITHCH ¢ Mapkepamy: «XPOHHUYECKHIT
Mapepavi:  «XPOHHUECKME TACTPMT»: TFACTPHT»; «A3BEHHAS BOJIE3Hb»; «Bakvepuunanas
«I3BEHHAS BONE3Hb»; «Baxrepumuumas | ANTHBHOCTE B ovWowlewsn  H.  pylorby,
axtWBMOCTs B otHomemmw  H.  pylori: «lIpoTUBOBOCHATHTRNEHOE AeifcTaHes; «O8pasyer
«IIpoTHBOROCTANHTEBHOR zeficrauey; | SHUMTHYIO TUISHKY HA NOBEPXHOCYH 3B 1 IPOIHI», I/ICMCHT
«OBpasyeT IAWMTHYIO NACHKY HA HOBEPXHOCTH Husalitia B pute naTHHCKOH Oyxkes! «Dw; yenomus oTmyeka
A3 W OpO3MA, SreMeNT Ausalina B Buje «0Otnyek w3 antex: BOes peuenTa.ns: TPENYNpeaNTENLHAR
naTarcko  Gykssi «Dw; yonomma  ormycka; | HAAHCh: «XpauuTe 8 HenocTynHom ans meTedl mecte,
MPeYNpEMMTENEHYIO Hanuck: «Xpanurs n | FESBAHHC W CTPAHA  BNQENbLa  PEricTPALMOHNOTO
HENOCTYIIHOM ANA fetell Mecte.n: Hassamwme u | YAOCTOBEPEHNA «Bnageneu peruc'rpauuammr’n
crpany BRANGIEIE PerMCTPALMOHHOT i_r'nac'rnaepe:mn: tIET‘IJm-‘.DAPM Apuuaiﬁmuwen? TmoX,
YAOCTOBEPEHNA, ¢ro  NOTOTHN  (rpadudeckoe | ~ SPMAHID, GFE,AMI OTHR "{‘"Paf-b““"-'mc “305{3““3“"_@ "
wiofpmrenne ¥ nammwer “CHEPLAPHARM | Fammics “CHEPLAPHARM?" GyksaMu natunckoro andasura);
ByKBaMH  HATHHCKOTO andasuta); Hassamme, HaipaHme, cTpaHa, ampec, Temedow/baxc npoussonHTens
cTpany, ampec, Teniedow/daxc npoussozmrens | “IIPoH3somuTens: 3A0 «3n0-310posLer
HOMCP  PErMCIDALHONHOTO  yxoCTOBEpeHuUA: Poccus, 142103, [!-‘Incmﬁc!:aﬂ 0BACTE,
mepeMeHHE¢ aanmnmie {(Homep cepws, cpox | |+ I10AQALCK, ya. Henesnonopownas, 4. 2
FOXHOCTH B penaxuy «[onen:») # uuopmammo | 1 &1/ pae: +7(495) 419-20-64»,
ANA MOHHTOPWHTa IBMAKEHHS Jekapcrsermoro | FoMCP PErHCTDAIHOHHOrO YAOCTOBCDEHNA
fpenapata OT NpOMSBONMTENs fo komewworo | <F ST+ YAocTosepenue IT N012626/01»;
NOTREGHTENS; WTPHX-KOI; MOrYT OBITE ykasamsr | | oP- CHHEE JAHHEE:
JARONCKHE  KORMI  ymakomkw/nepemcupaq | CCePMA: 1030425,
TeXHHYECKAS HHQOPMALHS, «lonen: 032029,

HHOPMAUHS AN MOHMTODHATE [BWKSHHS NERAPCTBEHNOTO

[’TPEH’EPET& OT NpOU3BOOMTEN A0 KOHCYIHOTO TEOT]JGGHTBIIH:

«Data Matrix»;

«GTIN: 04260747722290»,

«B/Nw» ¢ ykasaHuem WHIMBHIYANEHOTO CEPHANHIALIMOKIOTD

HOMEDA MavKH;

wrrpux-ron «42607477222900;

3ABOMCKME KOMIB! YITaKoRicH «9 v GH-759-112-05-04»,

Kpawuenne [pu Temnepatype He Boime 25 °C TTpw TemrepaType He Bﬂﬁ%gﬁw.\%n%?i’?ﬂ\}*
Cpok rogrocty | 4 rona 4 rona o, X

3axmiouenne: Jexapemeennvii npenapam JJe-Hon® maénemry, NOK,
120 Mz Ne 112 cepuu 1030423, coomeemcmayem mpebosarusm & wacmu npo

HagajlsHIK OT/lea KOHTPOIIS KaYecTsa

Hexeunckas O.E.

)
a0,
:J;.: /“'”Eg”.u::j{ﬁ 2 B
; =, 7]
1%{’0;" %‘w:l-liﬂl - :?‘vﬂﬂ{)‘ikﬂu,
EN b_. RE&P 7t ﬁj‘u.
A '1‘-. L=y,

Honscnocms

v




T T R Tl = T e Y AT Ty 4 0 A A TR o e T ey



