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3A0 «3r0-3p0opoBLen
142103, Poccs, Mockosckan o67acTs,

TNoponeck, yn. Xenesnonopoxaasn, A, 2
Tex./daxe: +7(495) 419-20-64

JIMeNIAA HA OCYIIECTRIICHNE NPON3BO/ICTRA IEKAPCTBEHHBIX CpEacTs
N J1012-00102-77/00010736 (Ne 00049-JIC) o1 20.10.2021 1,

Haumenopanue npemapara

Kopa npemapara
Homep cepun
O6wem cepun

Hara npoussoacrea
TI'open no

HaTa anamma
AHAIU3 IPOBeEJeH Mo

ODACHOOPT Ne 1689/25

759

1730825

6 283 mT. ynakosox
27.08.2025
31.07.2029
15.09.2025 .

Je-Hon® rabaerru, nokpuiTeie naenouroll obonouoit, 120 mr, Ne 112

CII-KO0-0701-0124-10 «/Te-Hon® Tabnericn, nokpeiTsie niiedoqanolt ofonouxoii, 120 mr»
HJ T N012626/01-161117 «/le-Hon® Tabneri, NokpuiThie NieHo4H0il ofooukoi,

120 mr», Hamenennaw Ne 1, Ne 2, Ne 3, e

4,0 5 x HE,

KENTHIH 0CaN0K

HauMeHoBaHHE TpeboraHusa ROPMATHBHOH PesynetarTsl HensiTaHuit
noxalaTenei HOKYMEHTAUHE

Onucanye Kpyrasie ABOKKOBEINYKNEIE TaBnerin, | Kpyrisle ABOAKOSHITYI/LE TEBNOTKY, NOKPLITHE
TMOKpETEE 06oNo4K0l kKpemoBo-Genoro neera, | ofonoukoil kpemoso-Geloro WEeTs, ¢ HEAMMCRR
¢ Hagmicsio «gbr 152», meimasneHHofft wa | «gbr 152», seimasnensoli #a oaHOH cTOpoHe, W
ool CTOPOHE, H rpaMHECcKiM DHCYHKOM B | rpadudeckHM pHOYHKOM B BHJIe KpapaTe ¢
BHIE KBMP‘ET& C IPEPEIBHCTEIMH CTOPOHAMM W IIP(SPEIBHWHMH GTOPUH‘QMH H 3aKpYTrICHHBIMH
SAKPYrAEHHEIME YrIaM¥, BLIIARMSHHEIM Ha | YTaMH, BROABISHHEIM HE Rpyrof.
Apyrod.

ToanurHoCTE: Kayectsennan pearius Ha BHCMYT.

- BuemyT C TeomoveswHOl B npucyrerBuM asormwoil | C  THoMouesmHoH B npHeyTCTEME  ajoTHoH
KHCJIOTH DGPBSYBTCH TEMHO=KENTOL | KHCHOTHI oﬁpaaymn TeMHO-KENToS OKpPAIKBARHE
OKpAIKBAHHE
Kavectnennan peakuya Ba IHTPAT. C cynudaToM DPTYTH H TIEPMaHTAHATOM KanHi

- UuTpar C cynsdatom PTyTE W AEPMaHTAHATOM Ka/Mil | NPOHCXOAHT OfecUBEYMBAHWE pACTBOPA KANMA
MPOHCXOAHT ODEeCOBEMBAHKE DACTEOpPA KajiHA | nepMasranaTa i obpaiosanye Gesoro ocanxa
nepManranaTa ¥ obpaloranwe benoro ocaiika
KauecTnennas peakinn Ha kami, C xobafeTHHHTRHTOM HATPHA B TIDHCYTCTRRN
C xobanbTHHATPHTOM HATDHH B NPUCYTCTBHH | YKCYCHOH kncaoTsl 0BpasyeTes OpaHKeBo=-KenTslH

- Kanuit yxcycHoil KHCNOTH 00pasyerci OpaHXERO- | OCamok

OAHOpOAHOCTE MACCE, MT"

oT 429,5 mr go 4425 mr
18/20 TaGnerok - He Gonee £ 5 %
2/20 TaBnerok - e Gonee + 10 %

432,6
Or-19% mo +1,1%

ne Gonee 10° KOE & 1 1, u\l,
Ofmee YHENO APOMOIKESHIX H nneeﬂe‘ﬁvm
—He Gonee 1P KOE & 1 1,

Oreyrersue Escherichiacolis 1,

'?9

Hﬁm
G 2
“%

PacrazaemocTs, MAH. He Gonee 15 munyr 7

OnHOPOAHOET Ana 10 eauwdu nensiTyemMoro npenapara

ZO3HPOREHHSA {(n=10) AV =L1; =10
am i 30 equnnn (o= 30), AV =L1 u sce Ar‘,:l -
3HEMGHMA Xi YOOBIETBOPANIT HGPS\HQHL’I‘B)’H o !
[M-=xi| =0,01=xL2xM ‘\.\ﬁ

Konuuecteennoe Or 114 Mr o 126 mr ‘;*/;'L SV (0 117

ONpEACNeHKE, M, (ot 95 % no 105 % ot 3agsgenHoro K@ﬁwqﬁma (938 %)

OKeHi BHEMYTS OKCHIA BHCMYTE) G2/ MEDy:.

MukpobHonoruaeckas Kareropus 3A, ﬁ ;‘5 | 7 3 .“'_

YHMCTOTA Ofuiee yHeno adpobHEnK Mnxpoopmlgﬁmm.;

4HEG apoGHEIX MAKPOOPTARHIMOR

| e teEJLK'QEE 1r.
o MGﬁm&‘;ﬁ“ﬁlﬂmb JPOSOKDBBIX ¥ TLTECHEREX rpubon
“Menee 10:KOE 8 1.

=} Eseherichia coli otcytetayer s 1T,

Crp. 1u3 2
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Hanmenosaune TpeGosanus HOpMaTHEROH PesynbTaTsl HCMBTaHHH

noxasarencH BOKYMEHTRUHH

Vnaxoska flo B rafnetox B Gamctepe we  domsru | ITo & Tefnerox B GmucTepe B3 GONBMM AMOMKHHEEOH A donera
amomuHuesol W oML amOMMHHEBONH | amomuNHenod faMMHHpOBAHHOH,

IAMEHMPOBAHHOH, TMo |4 Gawctepor BMecTe ¢ MHCTPYKIMER MO TIPUMEHERMIO, Ko
[Mo 14 Gamcrepos mmecre o wreTpyeumeH no HHCTPYRUMHH «90006723/10», «H-738 (759, 790)-06-03», =
MPHMCHOHHIO B KAPTOHHOMH masxe, KapTOHHOH Magke,

Mapkuposia Ha Gnucmepe na pyecxom muxe yrmweatom: | Ha Baucingpe na  pycexom RIsiKE  PRIGANO: TOproBoe
TOproBO¢  HAHMCHOBAHWE  npenapata ¢ | HAMMEHOBAHME NpPENaparTa ¢ NpeyNpefHTeNsHoH MapKupoBKoi
MPEAYTPEAHTENLHOH MApKHPOBKOL ®; | ® «AL-HOJ®; rpynmuposoyioe HaHMEHOBEHHE KBHEMYTA
PPYMMHPOBONHOS  HAMMCHORAHWE  (KBHCMYTR | TPMRAIHR AHUNTPATS HE3RAHHMO W CTPANA  BNAC/BOA
TPHKATRA  JHLMTPETH);, HAIBAHHE W CTPAHY | PErMCTPALHOHHOrD YAOCTOBEPCHHS «HMEIJIADAPM
BANENLUA PETHCTPAUNOHHOTO YROCTOBEpeHHA; | ApuHalimutreas Im6X, Depmanin»; aoauposka «120 wmm;
HOSHPOBKY, HOMCD CSpWM, CDOK TOOHOCTH (MM | HoMep cepuH «1730825%; cpok roguocts «07 2029y, sasonckol
ITTT); MOryT OniTh YKasaHsl 3aBOACKHE KOO | Ko ynakoskw «90006635/10n.

YNAKOBKH/epeMemian TEXHHYECKas:
HHlopMaTIHs, 5
Ha xapmounofi nauxe na pyccxom assike Ha kapmowsnol nauxe na pyccross azsike PKQIQHO! TOprogoe
JKA3bI8@IOM: TOPFOBOE HEMMEHORAHNE Npenapara | MEVMCHOBAHNE NpENapaTa ¢ NPEAYNPEAKTENLHON MADKHPOBKOH
¢ npomynpemwTensHOM  MapkHposkod  ®; ® «[E-HOJI®, rpynmupoBodHOE HAUMCHOBAHHE (BHEMYTA
PpYUNHpOBOUHOE  HamMcHOBAMHE  ((BHCMyTR TPHICANNA ANUHTPATS, fekspernennas gopma «Tabaerkn,
TPUIGIIA JMURTPATS); NeKAPCTRCHLYIO dbopry: NoKpEITEIE maeHoYHol ofonoukoii»; moznposike «120 mm»;
A0SHpoGKy; cocTan B pejaiuin; «l TaGlotka | SOTAS B PeRmGIM: £ ;‘:f““m“ """“P‘““"E’ AIETRYotRe
co, s elicTE 1 . HRCTBO! GHCMYTa TpHEAANS ANOWTPAT (B nepecyeTe HA
it Aﬁma’fﬂ(f“n::xg’f oo | ocenn pewyra  BhO:) 3046 mr (1200 )
poMyta Biz01) 3046 wr (1200 wr). BenomoraTesbieie  BemecTBa: M.  HHCTPYRUHI»;
BCroMOruTe LA BELIECTS ! om, HHCTpyKIHio,y; | KOTHHECTRO TaGAeTok B ynakoske «112 TtaGretowo; yomonsis
KOMUMECTRO TABNCTOK B ynakoake; yciiosy | <PAMCHHA «XpaRNTL NpH TemnepaType He Buime 25 “Co;
XPAHOHHA; CNI0COS NPUMEHEHHA b peaiwn « Ui criocol npumeHenHs B pelakimn «[lia mpHema BEyTpea;
NpHEMa BHYTPE.», NOMONTHHTENLHEIE Haamucy ¢ | AOTOMHHTENBHGIC HaamicK ¢ Mapkepami: «XPOHWYECKHR
Mapkepamy: «XPOHWYECKHME TACTPHT» TACTPHAT»; «AIBEHHASA BEOJE3HB»; «BaxTepuuitanas
«I3BEHHAS BOJNE3Hb»; «Baxrepmupnuas | AITHBHOCTS 5 i 'l # pyloriy;
GKTHBWOCTE B omnomemwr  H.,  pylorin «IIpoTiBOROCNAINTEALHOR meffernnes; «Obpazyer
e —— eiicTayey; | SAUWMTHYI0 NACHKY NA NOBEPXHOCTH A3B 4 BPOINID; ITCMEHT
«O6pasyer sammTRYIO NIEHKY HA MOBCPXHOCTH Ansaitna B ampe maTmicxol Gyksm «Dw; ycnosas ornmycka
138 K opoawliy, newent AwlaMHa B BHIe «Otnyex 3 anres: Ges peuenTas; nNpenypeARTEAbHAS
naTHHCKOM Oykms «Dw; ycnosma  ornycka: Haanucs! «XpaHHTL B HENOCTYmHOM ONE OeTeil mecTe.s,
NPEAYNPEAHTEIENYIO  HamIHCh: «Xpawars g | DoooaHUC M CTpRHE  BIANeNbUA  PErHCTPAUHOHHOrO
HELOCTYTHOM MUli ferelf Mecte.s; massaupe y | YACCTOBEDSHiA «Bnagenen PETHCTPALHOH HOC'D
cTpany P —— peructpammonroro | YACToBepenus: HEIUIADAPM Apuwaiimirrens TwoX,
YROCTOBEpEHHs, ero JNorotwn (rpadmueckoe | 1 SPMAHM, ero JOroTAN (rpaduieckoe HsoGpakenwe K
wiobpakene W Hammick “CHEPLAPHARMP | Haumwics “CHEPLAPHARM® Gyxnamy naTHHCKOrO andiassa);
GyKBaMW NATHHCKOrO an(asuTa); HasRamMe, | ooDanWe, CTpaHE, aapec, Tenefon/fEakc MpoMIBOAMTENA
cTpany, ampec, Temedow/dexe mpowsomurens, | “LPONssomwTens: 3A0 «3u0-3nopossen
HOWED  DETHCTPAUEOMHOrO  yrocTomepewus; | | UCCHM, 142103, Mocxoscican onacts,
NepeMCHHBIE JaHHBiC (HOMEp copmE, cpok | [ TIOAOALER, ya. enesnonoposuas, 4. 2
roaHocTH B pexaxuuy «ofen:») # MHGOPMAAIO Tesr./dasce: +7(495) 419-20-64».
AN MOHWTODHHTA JBIOKCHHA JNeKapcTResHorg | HOMEP PETHCTPALHONHOID YAOCTOBCPEHHS
mpenapaTa OT TIPOWIBOAWTEAS A0 Kowewsoro | F o+ YAocTosepenme II NO12626/01»;
TIOTPEGHTENS; WTPHX-KOA; MOTYT BEiTh yxasansi | |'CPCMEHIEIE MaHHke:
JMBOACKWE  Komsl.  ynakosiw/mepemensas | CCePWH: 1730825,
TexHudeckan Hudopyanma. «lopen: 07 2029,

VHMOPMALA /19 MOHMTOPHMHLA JBHMEHHA NeKapCTRERHOrD

rpenapara o7 NPCHIBOAMTEN 10 KOHSYHOro noTpeduTeNs:

«Data Matrix»;

«GTIN: 04260747722290x, e

«B8/N:» ¢ yrazauuem nn.aunn.crymnmom

HOMepa NasKH; ‘

wTpHx-xon «42607477222905;

38BOACICHE KA YHAKOBKH «900{]6‘?22?10& w*vssﬁliz-asm»

KpancHue Ipr Temneparype ve suime 25 °C TTpu TeMnepaType He neIe 25 "C“J ca
Cpok roguoers | 4 roga 4 roga \; X

3ainovenne:

Jlexapcmeaenneiii npenapam [e-Hon®

maGnemx, noxpeimuLe \mﬁnoqrmu oﬁoﬁawau.

120 wiz Ne 112 cepuu 1730825, coomeemcmeayem mpe6osanusm 8 uacmu npoaepennazx nanasdmmifw

Haganeuux oTaena konTpomns xavecrsa

Honsewoems

Hemxsunckas O.E. /:r‘ £ 7’” : AR i
= :- 8 it A ?’dj’f:_; Jama
«fm o 1
W Crp.2u32
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PASPEIIEHHE
HA BEIIYCK I'OTOBOI'O ITPOTYKTA Ne 1708/25

ToproBoe HaHMEHOBAHNE IPENapaTa Jle-Hon®
MexmynaponHoe HETIAaTeHTORAHHOS
HaUMEROBAHHE (rpyrmEpoBOYHOE WY BucmyTa TpHKaIEs THUHTPAT
XMMHYECKOE)
JlexapcTBenHas hopMa TabneTkH, DOKPEITHIE TIIeH09HOH 060n09KoH
ITo3upoBka 120 mr

' TabneTky, HOKPEITEE MISHOYHOH ofonodxol,
DopMa BEITYCKA 120 mr

(6nmcrep) 8 x 14 (mauxa xaprouqas)

Homep cepun 1730825
O6reM cepuu 6 283 mrr, YIIaKOBOK
JlaTa nmpou3BOACTEA 27.08.2025
lopexn o 31.07.2029
HauMeHoBanHe H aipec IPOK3BOAMTENN 3axpriToe aKnHoRepHOe 0buIecTBO
(TIpou3BoACTEO, [TepBHYHAA ymakoekg, | «3uO-3noposeen (3A0 «3u0O-3xoporsen),
BTOpHYHAR/MOTpeGHTeIRCKAR YTIEKOBKE, Pocceusg, 142103 Mockorckasg ob.,
BBIITYCKAIOMMH KOBTPOMS Ka9eCTRa) r. [Tononscx, yin. Kenesnonoposxuas, m. 2

Jlmnerswmst Ne JI012-00102-77/00010736
(Ne 00049-JIC) o1 20,10.2021 1,
CepruduxaT cooTseTcTeis TpeGopanmsaym [Ipasun
HAZASHKATIER TPOHIBONCTEEHHON IPAKTHEY
EBpasHifcKoro sSKOHOMHIECKOTO COM03a
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1,

Homep U naTa PETHCTPALMOHHAOTO TIN012626/01 ot 23.08.2010 1.
YAOCTOBEPEH AN (nara sHecenms uamMenenmii B PV 21.06.2023 1)

HATINO12626/01-161117,

HoMCPp ROPMETHEHOR XORyMEHTALYH Viamenerns k HII No 1, No 2, No 3, No 4, Ne 5

HauMeHoBaHkE U 8pec AepKaTeN HEILTAPAPM Apumadimarrems IM6X,

PErHCTPANHOHHOIO YAOCTOBEPEHMA Ziegelhof 24,17489 Greifswald, Germany

Tepmanns/CHEPLAPHARM Arzneimitte] GmbH,

PEIHOK HOCTAEBKY TPOAYKIHH Poccus
Homep nacmopta 1689/25
1. IMonTeepixkzaro, Y10 BHINSYKAZAHHAY CEPHSA NEKAPCTBEHHOTO I[Ipell@paTa BEITYCKASTCA B
obpatenne,
2, lapauTHpyo, 4YTo BHIDEYKasaHHad HHQODMAIMY NOMIMHHA ¥ BEpH4. OTa CepHA Opina

NpPOH3BCACHE, BKIIOYaA YOAKOBKY ¥ KOHTPONME KAYECTEa, MO YKASAHHEIM BRI afpecaM
TIPCHIBOACTBEHHAEIX IUIOLIANOK B ¢OOTBeTeTBHM ¢ Tpefosasusmu GMP («Ilpasmma Hammematiei
npamnoucwermun OPaKTHEH») B PerucTpanon ol JoKyMeRTaANHEHR Ha NPOAYKT.

3, 'Bee pesynstatsl aHanuia u 3ATIACH- Gii‘mi PACCMOTPEHEL B OXOOpeHHI B cooTEeToTSHE ¢ GMP,
TEXHHYCCKHMY cornamerusMy i Cor Vi THG KATECTRY.
4, Bemi nw kaxue~mmbo omogéﬂwﬁ'eﬁ%&umummemoro MpoNecca, KACAIOMMECH KagecTsa
TTPOIYKITHH: o=/ ME Fe ‘AN
M Her "
w., B
BBIITYCK FOTOBOT'O ITPQIYR

YVnolHoMOuSHHOS THIG!

Jara ssimycka B obpamenne: ol (0.9 . plOLA
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