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®-0000000555-05
3A0 «3u0-310pOBBEN

142103, Poccus, MockoBckat ofinacts,
TTononsek, yi. JKeneaHonopostas, 4. 2
Ten/daxe: +7(493) 419-20-64

TIniessus Ha 0CYLWECTB/IEHHE NPON3BOACTER JIeKaPCTBEHHEIX CPEALTR
Na JIDIZTJDDNZ-TWDOOIO'TEG (e 00049-JIC) oT 20.10.2021 r.

HHHMéHOBRHHB npernapara

Ko npenapata
Homep cepit
Ofbem cepHH

TlaTa IPOH3BOACTEA
Topen A0

JaTa aHAaH33
Anajius nposeJeH o

" TLACTIOPT Ne0858/25

759

850425

6 203 T, yNaKoBoxK
15.04.2025
31.03.2029
12.05.2025 .

Jle-Hon® TabaeTKH, NOKPBITLIE urenounoii oboa0uKoi, 120 mr, Ne 112

CI-K0-0701-0124-10 «I.Le-Ho.nﬁ' Tah/1eTKH, NOKPEITELE reHoHHOi ofonoukoii, 120 Mm»
HAT N012626/01-161117 «/le-Hon® TafneTxu, NOKPEITEIE nnerouHo 00a04KROT,

- HarmeHROBAHHE

120 mry», Homerennam Ne 1, No2, Mo 3, No 4, No 5 x HIL

TpeboBsarKA HOPMATHBHOH PeaynsTaThl HenblTaHii
nmokazareach JIOKYMEHTALUHH
Onucarye ICpyrauie NBOAKOEEIYRIRIE TaGneTIH, | Kpyrisie ABOAKOREIIYKILE TalnetKH, NOKPHITHE
. MOKPBITEE oGonourail kpemoso-Genoro uBeTd, oGonouicail kpeMoso-0enoro UeeTs, © HEAMHCRIQ
¢ magnAcer agbr 132%, paenensol ua | 4gbr 152, AuiABNENHON HA 0AHCH CTOpONE, H
omwoli cTOpoHE, W IpadHuecKiM PHCYHKOM B rpadHueckiM pPHCYHKOM B BRIC KBAAPATE ©
SHIE KEATPATA C TIpepHBHCTEIMHE CTOpOHEMH H | TIPEPRIBHCTLIMA cropoHaMH W BSKPYTACHHEIMEA
JAKPYIACHARMY  YTAEMH, ELIIABASHHEIM K& | YTTAMH, ERUIABASHHEIM HA Apyrof.
2 apyro#. :

TIOANHHHOCTE: KanectseHHad DEARIHA HA BHOMYT

- BHCMYT ¢ gHoMOucEMHON B MPHEYTCTBHH qsoTHol | C  THOMO4YeRHHOH B fpHCYTCTEIH 230THOR
KHEOTEL ofpa3yetos renRO-HenToe | KuenoTs odpasyeTed TeMHO-AENTOE OKPAIITHEIHHE
OKpELIMBAHAS
KauccTrenHas PeakIiu HA IHTPET. C cyipgaroM prytd W EpMAaHTaHATOM KAnHA

- Hurpar C cynsdatom PIYTH B MEPMAHTAHATOM KA | MPOHCXOAMT CBeCHBETHBANNE DACTBOpPE KATHA
[POUCKOANT 0GeCUBSTHBARNE PACTEOPE KAMHA | MEPMIATAHATE H ofpazosaiue Genoro ocaika
flepMaHTaRATA H O0pas0RanHe Genoro OCamKa
KavecTREHHAA peaktis Ha kamiii. € KOGALTHHATPMTOM HATPHA B HPHCYTETEHH
C koGATLTHHHTPHTOM HATpH3 B (PHCYTCTBHH yKCYCHOH KNCAOTH ofpasyetcd OpaHAEBO-KENTEIH

< Kanui VKCYCHOH  KHEAOTH ofpazyerca OpaHIKERO- | OCANOK

FREenThRIA OCAOK

OAHOPOAHOCTE MACCEL, MT

2/20 Tabnerox - ne Sonee & 10 %

0T 429,53 Mr oo 442,5 MT
18/20 TaBnetox - He Gajee =3 %

434,35
Or—14% mo +1.6%

[ PacranacmocT, MUH, | He Gonee 15 MHIYT 7

OaHOPOIHOCTE Tlns 10 eHUL HCHBITYEMOTO

AOIHPOBAMHA (n=10. AV =L1; -
wiw nas 30 eamEnl (0= 30) . _iUt
qHaueHns X YROBNETEOPA aY= 12
[vi-x;| < 0.01=L2xM

KonuuecTREHHCE O 114 mr 1o 126 M 118

onpeaeneH e, MT. (ot 95 % ao 105 ¥h O 3aBNERH . (98%)

OKCHA BHCMYTE

ORCHHA BUCMYTA)

MutkpodHonorHIecKkad
YHCTOTA

Ofues YHcno a3podHEIX MHKPOOPTAHHEMOE —
e Sonee 1P KOEB 1 1%

Ofulee THCN0 IPOASHEREIX 1 NASCHEBRX rpubo

—ueGonee 1P KOEs 1 T
OtoyroTeue Escherichia colinlr.

Ofmee uKcao BPOGHEN MHKPOCPragKIMOR
menzel0P KOEs LT,

Ofiee HRCTD APDRAREBEN W [ICCHERRIX rpubos
meree I0KOEs LT,

Escherichia coli 0TCYTCTBYET 8 1r

Crp. 1 w3l
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Hawmenosanye Tpeforanid nopMaraeaai PesynsTaTsl HCNLITARKHA
nokasateneH NOKYMEHTALHH
Ynakopka Tio. 8 tabnetox » Gmwcrepe w3 (omeryt | Tlo 8 tabueTok 8 BAWCTEDC W3 DOALMH ANOMHHHEROH B JonsrH
AmoMHHHeEOH B QOBIH  amoMHHHEROH AMOMBHAEROH NAMUHHPORAEADH.
NaMAHHPORAHHOM. Tlo 14 BrucTepOR BMECTE G HHGTPYKUHEH 10 HPHMEHEHHID, KO
Mo 14 GmicrepoE BMECTE ¢ WHCTPYsuMell mo | HHCTDYKUME «00006723/10%, «H-758 (739, 790)-06-03», B
. NPHMEREHHIO B KAPTOHNON 85K, kapToHHOH naHKs,
MapkupoBka Ha Saucmepe HQ PYCCKOM AJWIKE YKA3bLEAICHL Hu oaucmepe Ha pYCCKoM  AIsKE  yKasaio:  TOpropoe
: Topromoe  MMMEHOBaWMe  Tpenapata ¢ HOMMEHORAFWE MENapaTa ¢ NPEAYIPEIHTENbHOR MAPKHPOBROH
TIpenyApeAnTenLHOM MapxrRpoBkoOH @ | @ «JIE-HON®»; rpyImmpopesHoe HAUMEHOBAHHE (RECMYTA
FpYMUHPOROSHOS  HAMMEHOBAHWE  («BHCMYTA | TpHEaIHA OMUHTPAT?, HA3BAHME W CTPAHA  BAISLUA
TPHKAMHA [IHUHTRAT»), Hassanue W CTpaMy PETHCTRAUHCHHOIO YABCTOBEDEHNA GMETLIAGAPM
BAANENEUA DErHCTPALHOHHOMD YAOCTOBEPEHUE, Apunaimurress [MOK, Tepmanitin; 103MpoBLa «120 Mms;
N0IMPODRY; HOMED CEPHM, CROK FOAHOCTH (M | sHomep cepuit «B30425» cpok FOIHOCTH «03 2029 zasnackol
rrre); MOryT OEITE YKAaHel 3ABONCKAE KOIB! | KOX vraroBki «F0006635/10»,
yrakoBrH/ nepeMeHHad TexHHUSCKad
HHOpMaLn,
Ha sapmonnoi nauke WA PYCCKOM ATVIKE Ha. KapmonHod HOUKe e PYCCROM ATVIKE PRAIANO: TOPrOBOT
PRa3u16aIom: TOPTOBOC HATMEHOBARHE TPENApaTa :mumauonaﬂw-rpnpenapam ¢ MpemyNpEANTELHON MAPKHPORKOH
¢ TpeAYNpCIMTENEOA  MapRHpOEKH & ® «JE-HOJI»; rpynmdpgnnqn::e HAMMEHOBAHHE «BHEMYTA
rpynMHpOBOTHGE  MAMMeHoBaHKE  («BHCMYTA TPHKAMHA HIWTPATY; NEWEPCTACHHAA QopMa b
S — THUNTPATY); NeKAPSTBERHYIO bopmy: MOKpBITLIE MaCHOYHOH ofionousolin; goavpoeka «120 mr»,
J03MpORKy: COCTEB B pelaxumi: «l TabMetka coctan § pefaktion «l TalneTa COXEPAMT: JHeitcraylomee
conepmut: JleficTayionee BelliecTHC: BuemyTa pemiecTso: BuemyTa TpHKanHs ouuuTpaT (B nepectere Ha
TPUKATMS JMUNTPAT (8 TIEpEcueTe R OKCHA okeun  Bievyra  BiOs) 3046 wr (1200  mr).
sacMyta  Bix0y) 3046 wr (1200 o). BenoMoraTebHELe BEIIECTEAL £M. MRCTPYKUHI0,
BCTOMOTATEBHEIE SEI1ECTRA: CM. HHCTPYKIIHIO.; conHuecTRD TaGnerok B ynakoske «112 TabaeTorn; yoaowud
COMMuecTEO TaGNETOR B YOAKOBKE; YEnOBAA XpaneHss «XpaHuTe TpPH TemnepaType He BLILIE 25 "C
XpaHeHHA; CIACOS HPHMCHCEI B PERRKLIK &l croco® TipAMenend B pedsxudH «llas npHema BRYTPL..
DHeNa SHYTD.»; HOTIOTHHTEBHbE HATHCH C HOIOMHHTENbHME FAIHCH C MapREpaMH: «XPOHUMECKHUHA
MApKEpAMH: XPOUMIECKHI TACTPHT»: TACTPHT»: «SI3BEHHAA BOJIE3HB», «Barkrepuusasis
«S3BEHHAS BOJE3Hby;, «bharTepuilwisag ACTHARICTH = ko e g B pylort,
akTMsHOCTE B oTHomemwnu H.  pyloriy «lIpoTHBORGCNRINTEALTIOE AERETRUER; «O6pasyet
(TIpOTHBOROCATHTE R HOE NeACTBHER: 3AMATHYO MUIEHKY H2 N0BepXHOCTH #38 H apo3niin; 3MNCMERT
«OBpaYeT FAUKTHYIO TUIERKY HE TIOBSPXHOCTH oEzafiHe B ommze NaTHHckoR Oykeml «Dw yeRomHa OTIyCKE
38 ¥ 0poImily; JmeMeHT nusaiima B BHIS «Ornyer M3 anTex: Ge3 PeuMEnTAN; NpEAYTIPEAHTSTLAR
jaTHiuckoR Gyksst «Dw;  yCnOBEA otrycKa: Hanmice: «XpaWnTe B HEJOCTYNHOM AN JeTel MecTen,
NpenyNpeMTeNbHyI0  Hamcs:  ¢XpaHuTs B matsanNe W CTpAHZ  BNANCTEUG  PErHCTPALHOHHOME
HenoCTYTIHOM TR ACTell MOSTE.); HATBAHWE W YIOCTOBEPEHNS ; «Baanenen pfrum'pummmmru
crpany BlAnehsLA PErHCTPALKOHIIOND ynoeToBEpeHUR: YEMJA®APM  ApiHafiMHTTENR mGx,
JAOSTOBEPEII, ETO  AOTOTAN (rpadeckoe Fepmam:fm, ero  JOroTHT "(:*pacbm;cme wiofpuxenne H
wsopwkerme W Haanuce “CHEPLAPH ARM? | Haanucs CHEPLAPHARM” GyKBamu TaTHHCKOTO anpuasHTa);
GyknaMn  NATHMCKOFO @nbasWTA); HAIBANKE, Huzmaime, CTpana;  adpec, TeAsGOM/(AKE  TPOMBAGLHTENT
crpany, Apec, TeneON/GAKE MPOMIBORHTEIM, «TpoussomnTens: 3A0 «3n0-3n0pocnen
HOMEp  PEIHMCTDAIHOHHOTO  YAOCTOBCPSRMA, Pocenn, 142103, Mockoscxas 06aacTs,
nepeMeHinie  Aaiibie (HOMED CEpHH, CPOK r. IoAo.IbeK, Y. Heneswopopowmnas, 4. 2
roapocty B peaakuui «[oeH») H wHopMALHI Ten/axc: +7(495) 419-20-64n.
179 MOHWTODHMTA IBMSKEHHS NEKAPCTACHHOTD HOMEp PECHCTPALKONHOrG YIOCTOBEPOHHA
NpefiapaTa Of MPOMIBOMNTENS 1O KOHSTHOrO «ar. WF'CT““FE“““HNDBGM’IN”;
OOTPeGHTEN; WTPHX-KOL, MOTYT Gbits yKasassl HEPIMARTHAG Sm Wike
AaROACKHE  KOMBL  YTAKOBKH/MEPEMEHHAA «Cepua: 850425y,
TexHHHecky HHHOPMALTE, «loaen: 032029,
uubopMauus 018 MOHHTOPHHIE ABHAKCHAS [ICKADCTBEHHOTO
npenapara 0T NDOHIBOIHTENT 4O KOHEY orpefuTen:
«Data Matrixs; v T
«GTIN: 042607477222900, s il (0co
«S/Ni» ¢ yRasaHWeM MILTHBHY Sreablo  Gepy
HoMepa nANKI; ?é} MERMKAR Vi
wITpHY-Kox «42607477222805 5 oot =)
JABOJICKYE KOIL! VITAKOBKMGITD ﬁm,ﬂﬁgﬁmm Fi2
Nparenue Tipw TeMneparype He Biitie 23 C IMpu Temmeparype Ke BHLM% T S S
mox ronmocTi | 4 roma 4 roga ‘:-'::;\L-“?_qwms.'é‘i’;ﬁ’” g
\ - 3 e
Jaxmwucnne; Jlexapemaennsiil npenapam [Je-Hon mabnemy, ROKpBIBIE “RIEBONIGHS 050R0UKOH,

120 ma2 Ne 112 cepuu 850423, coomeemcmeyem mpe
HauansHUK OTHENAa KOHTPOIA KauecTsa

BoeuruAM 6 HOCHU NPOGEPEHHBIX noxazamene.
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PA3PEIIEHUE
HA BBUIYCK 'OTOBOT'O IPOJYKTA Ne 0874/25

Toprogoe HAMMEHOBAHKE NpeapaTa He-Hon®

MesknyunaponHoe HEMaTEHTOBAHHOE

HaHMEHOBaHHE (rpynnuposoutoe HITH BucMyTa TPUKANHS JHUHTPaT
XHMHYECKoE)

JlekapcTReHHAA popMa TabneTxw, MOKPEITEIE MIEHOYHOH 060109K0H

g!oaugomca 120 mr

TaGnerky, MOKPHITEIE TIEHOYHOH 000M09KOH,

Dopma BRITTYCKA 120 mr

(6mmcTep) & x 14 (Mauka kapToHHAaA)
Howmep cepun 850425
Q6neM cepun 6 203 1T, YIakoEoK
Jlara npoHsBencTsa 15.04.2025
[onen ao 31.03.2029
Haumenosanwe #®  agpec NpoM3BOAWTENA 3akphiTOS aKLHOHEPHOE 0BIIECTEO
(TPOH3BOMCTEO, nepBHUHag YIIAKOBKA, «3u0-3noporsey (A0 «3u0-310poREEY),
BTOPHYHA/TIOTPEOUTENRCKAR YHaKoBKa, Poceus, 142103 Mockosckas 0611,
BEITTYCKAIOUIHA KOHTPONE KauECTRa) r. Mopoasck, yn. XKenesHonopoiuHas, 1. 2

JMuuenzus Me J1012-00102-77/00010736
(No 00049-JIC) or 20.10.2021 1.
Ceprrdurat cootseTeTend TpeGosanuay [Ipasun
HameskameH TPOH3BOACTBEHHOR NPAKTHKH
Espaznafickoro 3KOHOMHYECKOTO COM03a
Ne GMF/EAEU/RU/01442-2024 ot 15.08.2024 1.

Homep 3 fata PerHcTpalHOHHOIo [TN012626/01 o1 23.08.2010T.
YIOOCTOREPEHUA (nata eHeceHus uaMenenuit B PY 21.06.2023 1)

HIOTIN012626/01-161117,

Flouep HOpRETARHGR JOKYMENTAIH Mamenenna k HII No 1, Ne 2, No 3, Ne 4, Ne 5

YETIJIAGAPM Apuuaiimurrens TmMEX,

FBEMCROBAHIE 1 RUpRC AEpRAnSin Tepmanna/CHEPLAPHARM Arzneimittel GmbH,

PRFACTPATHOIIONO. yAQCTORRpRaNS Ziegelhof 24,17489 Greifswald, Germany
PLIHOK M1OCTABKH IPOLYKIHH Poceust
Howmep nacriopta 0858/25
1. [MoaTeeprcaary, UTO BRILUEYKAIAHHAY CEpHMA JIGKADCTBEHHOrO TPEMapaTa  BbUIYCKAETCA B
obpalleHue,
2. TapasTHpy!o, HTO BEIIeYKesaiHad HHOOPMALMA NOATHHHA W BepHa. Jta cepus Oeuma

NpoW3BEASHa, BKNIOWAA YNAKOBKY W KOHTPOMb KA4ECTBAd, M0 YKA3aHHBIM BRIIE aapecam

MPOU3BOACTBEHHEIX MUIOUIANOK B COOTBETCTBMH C _&PEDOD; HHAMH GMP («IIpaBuna Hanaexamel
g\ T O

NpOU3BOJCTEEHHOMN MPAKTHKAN) K Pamc-rpau;mHHqﬁ"mqﬁymmW i, Ha POTYKT.

3, Bcoe pesynsTaTsl AHANH3A W 3aMHCH OB %ﬁ\a&ﬁﬁ?ﬁéﬂ%ﬁikﬁpem B COOTRETCTBHM ¢ GMP,
TexHHIeCKHMHU COrnamenuamH 1 Cornatenvam i ke, » N 2
4. BEIIM 7 KakMe-HGO OTKIOHEHWA OT | HpoH 50 ¢ !qgj-!_ﬂor leccd, KacaloUHecs KayecTsa
NIPOIYKLHH! TR S,
E’ﬁ HET . x--‘.’%%ﬁ@? é&_\ D-F o
& \.:J:‘!f :-__.,_-"_ic:\iq; ;y _S}
BBLIITYCK FOTOBOT'O IPOLYKTA PASPEIIERES. IA HET

YIOMHOMOMSHHOS JIMLIO! m_/

T Todmice

Jlara seinycka B oSpautenne: A6 . 05 AL







