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P-0000000555-05
3A0 «{3n0-3nopoebe»
142103, Pocena, Mockosckas ofnacts,

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

Jlstiensns 1a NPON3BOACTBO JIEKAPCTEEHHbIX CPEACTR /A MEAIHMHEKOr0 NpHMeHeHIn
M JI012-00102-77/00010736 ot 24.09.2025 1,

Haumenosanue npenapara

Kox npenapara
Homep cepun

O6Bem cepun

Hara npoussoacrea
Topen oo

JaTa agama
AHAIU3 ITPOBEIEH 10

MACIIOPT Ne2039/25

790

2061025

21 966 mT. ynaxoeok
27.10.2025
30.09.2029
11.11.2025 r,

He-Hon® Tabnerxu, noxpeitsie nienounoit 0dosouxoil, 120 mr, Ne 32

CTI-KO-0701-0124-10 «/le-Hon® tadaersn, nokpeithie niesounoit oboaouroii, 120 mr»
HA T1 N012626/01-161117 «de-Hoa® Tadaerxu, noxpriTele naenoanoii ofoaoqKoil,
120 mi», Usmenennam No 1, Mo 2, No 3, Ne d, No 5 1c H/L

Hanmenopaupe

TpeBopausa HopmaTHBHOL

PesyneTaThl WCOBITaHIH

JCENTEIH DCanok

noKazarTensi JOKYMEHTAUMHA

Omnucanne Kpyrnere ABOHKOBBINYKNBIE rabnerki, | Kpyrise nsoakossimykiste Tadnery, nokpLThic
NOKPLITEE DoNO'KOH KpeMoso-Genoro usera, | ofonoukoll KPeMOBO-GENOr0 URETE, ¢ HAAMICLIO
¢ Hammceio «gbr 132», suigannesHoli ma | «gbr 132y, seizasnemHoll Ha onHof CTOpoHe, ©
OLHOH CTOPOHE, 1 rpadiyeckuM pHCyHKOM B | rpadureckiny PHCYHKOM B BHAE KRaapata c
Bl KBAIPATA & NPEPRIBHCTBIMI CTOPOHAMI | | MPEPLIBHCTRIMH CTOPOHAMH U 3AKPYFNEHHBIMH
SAKPYTICHHEIMIT YIIaMUL  BBIJABJICHHEIM HA | Yriami, BLIOARNEHHBIM HA APYTOf,
apyrai,

[MopmuunuocTs: Ka4ecTaeHNAA PEAKIMA HA BHOMYT.

- Buemyr C rtHomouesMHOR B NpHCYTCTBMH a30TRON | ©  THOMOYEBWHON B TIPHCYTCTRNN  830THOH
KHCIIOTEl ofpazyeren TEMHO-HENTOR | KHCIOTH 0OPAIYETCA TEMHO-IKENTOR OKPALLHRAHNE
ORPAWLHEAHHE
KanecTrentan peakuya Ha prrpar. C cynedartoM pPrTyTH o NEpMAHTAHATOM KamWs

- Lyerpar C cyaesfatom pryTH 4 NEPMANTAHATOM KAllHA | TIPOMCKOOHT OOSCHBEMHBAHIC PacTROPA  KAITHI
NPOHEXOANT OOECLBEUNBANNE PACTROPA KANHA | NEPMaHTANATA W 0GpA30BAHNE GENOro OCamka
nepManrasiTa i obpazoranue Senorn.ocaika
Kauecrpenian peakiing va kamfl, oo = ™= | C koSanwrannTpHTOM HATPHA B TIPHCYTCTBHH
C woSansTumurpiToM HaT ‘}L-f fi i [Py KCYCHOI KHCAOTHI 0BPATYETCH OPAHIEBO-KENTHI

- Kanuf YREYcHOH KuenoTm  ofpasyeTon

canok

OJIHOpONHOCTL MAGER!, M

0T 4295 mr oo 442 5 m
18/20 TabneTox - e Gong
2120 Tafinetok - He tit:u‘lea"i\;‘1

105

433,
Or—1.0 % oo + 1,4 %

Oxenn slicmyTa

OKCHIA BHCMYTA)

PacnasaeMocTs, MiH, He Gonee 15 munyT Wb JsTPleEdTe 8

OnHopoanecTs Jna 10 enpmnn p:c:um-rycmo?ﬁ:ﬁgflmpqﬁ}_

HOIHPOBARIN (n=10), AV =Ll; el PRI 10
i ana 30 eawiny (no=30), AV < L1 u sce AI‘:f= 15
IHAYCHNT  Xj  YNOBNETHOPAKT HEPABEHCTAY !
[M=xi| = 0,01 xL2xM

Konnuectpetinoe Ot 114 mr a0 126 mr 118

ONpenenenHe, MT, (07 95 % o 105 % oT 3anBAEHHOTG KOTHYECTRA (98 %)

MiuxpoSuonarueckan
HHCTOTA

Kareropus 3A,

OBuiee wHemo a3PoGHbIX MHKPOOPIRHUIMOR —
e Donee 1P KOEe I 1.

OGiiee YHENO APONIKERLIX H NNECHEB X rPHEOH
—He fonee 10° KOE s I 1,

Otcyrerane Escherichia colin | r.

O6tuee 9uciio a3poGHEIX MHKPOOPIAHNIMOB
menee 107 KOE e | 1.,

Ofiuee 4HCHO APOACKERLIX H ICCHERLIX FPHBOD
meHee [0 KOER 1 1.

Escherichia coli oreytetayer & | r.

Crp. I wa2




P-0000000535-05

Haumenosanne TpeBosaun HopMaTHBHO PesynsTaTel HenbITaHHil

noKasaTeneH AOKYMEHTANHH

Ynakorka Mo 8 tabnerox » Gnuctepe w3 donwern | Tlo 8 TaGreror s GmucTepe #3 (ONLM AMOMHTICHOR 1 thonsi
aliomurnenolt W donerm amomsHuerod | amomumncnofl famiHHpoRaTO.

NTAMHIHPORRHHGH, ITo 4 GaucTepa paecte ¢ WHCTPYKIMCH MO NPHMEHEHIIO, K04
[lo 4 Gnuerepa mmecre ¢ wuerpyrimell o | «20006723/10x, «11-758 (759, 790)-06-03x, b kapronHoli nadke.
NPHMEHCHMIO B KAPTOHHOH raMire,

Mapkiposxa Ha Gancmepe na pyeckom niuire prugieqiont: | Ha  Gancmepe ka  pycckost ke  JRA3aNO: TOPIOBOE
TOPrOBOC  HAUMEHOBAHMC  MPENAPETE ¢ | HAMMEHORAHME MPETIADATA C OPSAYlPEAMTEALION MAPKHPORKOH
NpeaynpennTeiLHoR MapKHPOBKOH W | @ «[(E-HOJ™s, rpynnupoBotHoe HAHMEHCHEAHNE «BREMYTA
TPYTUIMPOROUIOE  HUMMEHOBEHHC  (GBHCMYTR | TPHKAMHS MHUMTPATSY, HAIBAHHC ©  CIPOHMR  BIANEAKIA
TPHKWIHA  AMLATPATR);  HUZBAHHE M CTPAMY | PerHCTpalHoHROro YAQETOREPSHNSA CHETLJIA®APM
BIECARLA  PeriCTPAUHCHHOrO  yaocTosepena: | Apunaiimurrens ImBX, Depmannsy, nosupomea «120 mras:
HO3UPOBKY: HOMED CEpUH, CPOK TofHocTH (Mu | HoMep cepun «2061025»: cpor roanocti «09.2029; sapoaciol
FIIT); MOCYT OkiTh YERA30HL 3AROACKHE KOMB | KOX yoaraexy «20006635/10m,

YTAROBKM/TICpEMenHA TEXHHYECKaS
HHIpopMALLs, ‘ y ) e " .
Hu kupmownofi nauke na pyeoxor wwue Ha kapmonnoll BauKe Ra PYCeros #I6iKe PR3N TOpronoe
PREIGIGRIONL TOPIDAOE HAVACHOBANIE NPENapiTa mm.m:-mammew IERIRPAGE. & TERRYUEECRETGAkION Wi phakyit
C  npenynpemwvensuofi  mapkuponkol @ B «IE-HOJI%; ymjmpunnqnoc HAHMEHOBRHIE «BHCMYTR
FPYNIUPOBONHOS  HAHMEHOBAWE  («pmcayra | TPMKAMIA IHUUTPAT) ncrmpcrne:-m‘ml tlli'!thiﬂ«Tﬂﬁ.iTETKHf
TPHKAIMA AMLMTDATY): TekapeThesiyio dopvy; | MOKPBITBIE n.nen-mtfuui: nﬁonu_-moii». mra?up:mw «120 mr;
LO3MPaBKY. cocral B peaakuuH: «1 Tadnerka coctak & pepawunt: «1 TaGuerxa copepant: [eficTayiowee
cozepunt: [elicTayiomee bewecTso: Bucvyra | BEWIECTRO: BuemyTa TRUKAINA ANUNTPAT (B nepecuere H
TPHKAINS  AHOHTRGT (B MEPECHeTe Ba OKCHA ;ﬂc"’“ BEEMYTH B'JO")_ 3046 wmr (1200 ),
suevyTa  BirO3) 3046 mr (1200 wr). CHOMDFﬂT&ﬂ‘beIe BeLeCTR: :M. m:ﬂpym‘um.»,
BenoMorarenbibie BENCCTE; M, HACTRYKImO.y; | o EETEG TaGncTok B ymaxonke «32 rabasmiun; y iy 13;-1.:{
KOMHTECTRO TAGAETOK B YMAKOBKE: yCAOBNA xpan:cnm: «XpaHuTe nNpu TEMOEPATYPE He Bbille 25 L.»:
XPAHCHHS, CHOCOD TIPHMEHEHHA B PEAZKLI «Z1n cnocoll npuMeHers F PEAAKITHT «,[[mla NpleMa BHYTpL.»:
NIPHEMA BHYTDE.Y, AOMQNHITE bHble Hammcy ¢ | AOTOMUATENRHEIE HALDNCH ¢ MapepamH: anPOHWl ECKMH
sapkepase:  «XPOHWYECKHIE TACTPHT»: FACTPHUT; «SI3BEHHAA BOJE3IHE»: «Eamepnuuau?ﬂ
«I3BEHHASN BOJIE3Nb»;  «Baicrepuunanas | 2F1HBHOCTS 9 Iromchi _H‘ pyloriv;
akTumHocTh B omomemumn . pyloriv: «[IpaTiBOBOCNAANTEALHOE aeiicraies; h«Dﬁpn__v:yer
[ TpaTHROSOCH eI i08 Jeiicaney; | PAUBITHYIO NACHKY HA NOREPXHOCTH 738 I DposHi i
«OBpRIYeT SBUIKTHYIO [ISHKY HA TOBOPXHOGTH Anzaiikn B oBHae nardHckeR Oyxowl «Dw: yonomus ornvora
538w aporwily: aneMent mwsafina 5 suge | COTIYCK M3 anTer: el peuenTan»; NpSIYNPEAHTENLHAA
aurHickoR  Gywsul  «Dv: yenowna ornycka; | MAAMHCR «XpaHNTL B HeIOCTYMHOM anw AeTeit gy
NPSIyNPeInTeNbHYI)  HAOARCE  «XpaHHTE B Wewmnme % orpatl  BAMICMAUE  DECHCTDRLMONHOrO
HEACCTYUHOM /11 AeTell mecTes: Haspanue u | - A0c10BEpeHna RHARICRE RRLYETPRIMDMNGD
crpaiy ARSI ELR peructpaiHonHoro }',ﬂDCTDEepﬂHHif! "-IEI'!JVI‘MDAI_’M AE’I.[I-IHF(MI, rrenf. .r.msx.
YIAOCTOBCpEHHA, ero  soroTHn  (rpaduviccros l'epmznm‘l‘n». Erg  Jora1in “(rpmbwluczcw "u"?pa‘*‘:”“‘“ 1
wobpakense n nanmucs “CHEPLAPHARM® | HAATHES CHEPLAPHARM Gyksamu paTHHCKOro andannTa);
OycBaMIT  JATHHCKORO andapbdTa), wassammc, | FOSBUMMC. CTRAhn, apec. Tenedon/parc  npowssoanTens
erpany, ampec, Tenedow/bake npoussanress, | CHPONIBoANTELL: 3AQ «3n0-3n0possen
HOMEP  PETHCTPAIGIONHONO  YHOCTOREPEHIA: Pocenn, 142103, Moexonewan oGnacts,
NepeMeHHele  mauHLe  (Homep cepum, epok | [+ 110A08beR, ya. dKeneinonopaisnas, 1. 2
FOAHOCTH B penaxiwn «Tonen:s) i uudopsamno | 1 S/ pake: +7(495) 419-20-64x.
LI MOHHTOPMHTE [IRHACHHA NIeKAPCTREHROTG | | or oP PETHCTPALMOHHOTO YA0CTOREpeIIA
NPENapaTa OT MpOMIBOMMTERs 10 komeumoro | L €T YAOCTOBepenne I NO12626/01»:
NOTPEGHTEN: WITPUX-KOA; MOTYT Ghits yrasane | NSPEMCHHBIC AAnHble:
FAROACK e KOALI YHAKOBIK/TIepeMeEnHas “CEP"“_: 20510125”‘
TEXHHYEC K MHDOPMAIILS. «lonen: 092029,
MHOOPMALUNA 447 MOTHTOPIHIA ABIGKCHIN  TCKADCTREHHOMD
MPETIAPATE OT NPOHISOMNTENT 10 rconu}mru’r nuTEREGuTe:
«Data Matrix»; o "f“: gl "m\
«GTIN: 04260747722306», 4 e
«5/MN» ¢ yrasaHuem llrm;lm«]_ a;yf;m}rq,, c:cplzfﬂmﬂ HHOTD
HOMEPH NavKIH; T 2 el
WTpHx-k0/ «42607477223060% = 1 i
- 3ABOACKHE KO/l YTTAKOBIH « II'(] mr m:f f.(]'.[ 79{]-32u 5030,
Xpanesnz Flpu Temneparype we seie 25 C | Mput Temneparype ne nmme\?i“fx i 7
Cpox rogsocty | 4 roga 4 rona LA
=

3axmouenne: Jexapemeennniii npenapam  Jle-Hon®

\‘*"ﬁq
madnemKl, HOKpbIMbIE nAEHOHOH ()50;70#:{01.:

120 m2 Ne 32 cepuu 2061025, coomsememayem mMpedosaHUsM 8 Hacmu RPOBEPERHBIX Nokasamenet.

. 0. HavanbEHKA OT/lena KOHTPONA KayecTsa  BenoMuirnesa O. A.

ﬁ/., 4.4 Ms

Honuenocn

DHO

~dlenne

{ __‘(Hpa fice
i a,/! &311(3.3

., Crp.2m2




, ®-0000000551-07
PA3PEIIEHUE

HA BREUTYCK I'OTOBOI'O ITPOAYKTA Ne 2041/25
Toprosoe HalMEHOBAHHE [IpeHapaTa Jle-Hon®
MekmyHapoauoe HEMAaTSHTOBAHHOE
HAUMEHOBAHHE (TpyTMUPOBOYHOS wim | BuoMyTa TpHKaIMA THLKTPAT
XMMUHECKOE)
JlexkapcTeenHas dopma TabneTxy, TOKpEITEE [TCHOHHOHE 000I0uK0H |
JoaupoBka 120 mr
TabneTky, MOKPEITEIE IneHouHOM oGonoykol,
MopMa BEITYCKa 120 mr
(6mmerep) 8 x 4 (Hauka KapTOHHAL)
Homep cepi 2061025
O6nem cepuu 21 966 1T, YNAKOROK
J1aTa NpOH3BOACTEA 27,10.2025
Tonen no 30.09,2029
Haumenopague W aipec [OPOH3BOIHTEIA 3aKpEITOE AKIOHEPFOS 0GWECTRO
(MpOU3BOLCTEO, nepBYYIHAL YilaKOBKa, «31-10—3110905%» (3A0 «3n0-3noposeenr), Poccus,
142103 Mocxancxas 061, T. Tloponsck, yiL.
BTOpHYHAL/TIOTpeSHTETLCKA YIAKOBKA, Aonssrompanas, £ 2
BBITTY CKAIOUMH KOHTPOIE KauecTna) JIMT{eE3Ms HA NPOH3BOACTEO JISKAPCTREHHEIX CPEIICTE
It MEIHITHHCKOTO TIPUMEHEHHSA
Na J1012-00102-77/00010736 ot 24,09.2025 1.
(Becepouno). CepTHOMKAT COOTBETCTENT
TPOHEBOACTER JICKAPOTREHEEIX CpOLCTE TpﬂﬁQBil]-l]-mM
[pasmn Baexanel TPOHIBONCTRENHO IPAKTHIH
Enpasuicroro sKoHOMITHRCKOTD CO03a
GMP/EAEU/RU/02269-2025, Cpox nieferai
¢ 09.09.2025 1. o 08.09.2028 1.
Homep o8 ata PErHCTPAIIHOHHOTO TIN012626/01 or 23.08.2010 T,
YIOCTOBEPEHHA (nata RHeceHus W3MeHeRul B PV 21.06.2023 r.)
Homep HOPMATHBHOH JOKYMEHTALIHH HITI'NG12626/01-161117,
' Mamerenna s HII Ne 1, Ne 2, No 3, Ne 4, No 5
- ‘ YEIUIAGAPM Apunaiivurrens I'MOX
FLAWEROBARKS U ANDEO REpRATS N rapmmmHEPLAHf;RM Arzneimitte] GmbH,
PEPRCTDETMOREOND YTReTORGPCHIR Ziegelhof 24,17489 Greifswald, Germany
PLigoK 11ocTaBKH NPOAYKIHY Poccust
Homep nacropTa 2039/25
1. [ToaTRepaao, HTO ELImGYKaSaH{ﬂlﬂ.,.‘.\QE’PHH NEKAPCTBOHHOTO TMpenapaTta BLUIIYCKAeTCH B
ofpamenye. c,-,-'f-’"__ WHHEHE
2; Capantupywo, uTO Bbunaymaﬁénm‘ﬁz ‘Hmimpmahm mOmIHEHA M BepHAa, JTa cepus O

MPOM3BE/ICHA, BRIOUAZ YIAKOD] ¥ & H F};cnﬁ'rpmm ‘kduecTBA, N0 YKA3AHHEIM BEIIE &LpecaM
TPOM3BOACTEEHHEIX IUIOIIANOK Lca memzﬁm{ c 'rpeﬁmaammmu GMP («[Ipauna uamnexaniei
TIPOMIBOACTEEHHOM NPAKTHREY) 0. ﬂmbi‘pmripﬂfyu’{ﬁﬁ )IOKXMEHTHHH&H Ha MPOIYKT.

& Bee pesy.isTaTsl SHATHIA H.2 RN SEIHHM[JELWMQT}'MHH u opoGpensl B cootseTcTEM ¢ GMP,
TEXHUHECKHMH COTNANISHIAMH 1 Cﬂwaniéﬂi:!‘ﬂmr‘f: ¢
4. Brumdt i xarme-nuto nmnoﬁag‘m,m J;l'pDIdSED}IC'mEHMOI‘U NPOLEcca, KaCalollKness Ke4ecTBa
TMPOLYRIMH; g

M Her Ofs

BBRIMYCK TOTOBOI'O IIPOLAYKTA PAIPEINEH

YIOMHOMOUEHHOES THIO; (}; IMemrora EH

Tlodnuce DEQ

Jara BEIycka B ofpaleHne: ”[ F. 4. LoLA







