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142103, Poceus, Mockosckas oBnacTs,
MMononsck, yn. Xenesuonopowkian, 1. 2
Ten/ihaxe: +7(495) 419-20-64

JlnueHsus Ha ocyLIeCTBIEHHE MPOHIBOACTER MEKAPCTEEHHBIX CPEACTR
Ne J1012-00102-77/00010736 (N 00049-JIC) oT 20.10.2021 1,

Haumenosanue npenapara

Kog npenapara
Homep cepnn
Q0bem cepun

Hara npouseoacTea
T'open no

Jara anaauza
Apajius nposeed 1no

IMTACHOPT Ne1219/25

790

1420625

21 952 mT. YNaKkoBoOK
26.06.2025

31.05.2029

09.07.2025 r.

He-Hon® raGaersu, nokpsitTsie nienounoii oGomouxoii, 120 mr, Ne 32

CII-KO-0701-0124-10 «Me-Hon® TaGnericn, nokpsiTsle mieHo ol oGonouxoii, 120 mm
HI TT N0O12626/01-161117 «Te-Hon® Tadaerii, NoKpuiThie nieHosHoil ofonovroil,
120 mr», Mapenennay No 1, No 2, No 3, Ne 4, Ve 5 x HII,

HauMenoBasue
noxazarenei

TpcBopauns HopMaTHBHOH
JAOKYMCHTAUHH

PezynLTarTsl HeneITad Hil

Onxcanue

Kpyrnute ABOAKOBEINTYRARIE TabNeTKH,
nokpLITEEe ofoaouxoil kpemoBo-Oenoro uBeTa,
¢ Haanuceio «gbr 152, mmaasnenHod Ha
onioff ¢TOpOHE, 0 rpadHUECKHM PHCYHKOM B
BHIG KBAAPATA C NPEPBIBHCTEIMH CTOPOHAMHE H
3RKPYINEHHBIMH  YINIOMHE, BBIZABJISHHLIM - HA
Apyrofi.

Kp)’l"ﬂl’ﬂﬂ ,E[BD}!KOBM!I’I}']CJ!HG TﬂﬁJlC‘fl(H, ﬂOlf[Jb'lTE]ﬂ'
obonoukofl kpeMono-Genoro uBeTa, € HAMTHCLIO
«gbr 152», BBiZaBIEHHOH Ha OMHOH CTOPOHE, H
rpadiueckHM  DPHCYHKOM B BHOG KBAajpata c
NPEPLIBHCTRIMA  CTOPOHAMM M 3AKPYTACHHLIMH
}'I"J'IEI,MH, BEIAARBNEAHLIM Ha ,llpylﬂﬁ

ToANHHHOCTR:
- Bucmyr

- Ourpatr

- Kanuii

[{ayecTnenHas peakiist Ha BHCMYT.

C rHoMOUERHHOH B TNPHCYTCTBHH  a30THOH
KHCTOTEL ofpasyercs TEMHO-JKENTOR
OKpALIMEANHE

KauecTsenHasn PeaKiHa Ha IHTPaT.

C cym:dm’m.»t PTYTH W NEPMAHTaHaTOM KalHia
MPOHCXOJIHT ofieclipeynpanne PACTBOPA Kanuia
nepMairaHaTa v 06PE3OHBHI-IE denoro ocajika
KaqecTBeHHAN peakIHd Ha Kanni,

C Kﬂﬁ&.ﬂl:-'l'l“-lH'prl-lTOl\-! HATPHA B NPHCYTCTEHH
VKCYCHOM  xucioTel oBpasyercs OpaHKeno-
WKENTHIH Ocallok

C  THOMOYeRMHOH B TIPMCYTCTBHH  830THOR
KHCAOTE 06pazyeres TeMI0-KENTOE OKPAINEARNE

C cynubarod prytd o [EPMAHTAHATOM KaIHA
TPOHCXOAHT OOCCLBEYMBAIINE PACTBOPR  KaMis
nepmanranara v obpasosadne Genoro ocanka

C kobansTHHHTPHTOM HATPMA B NPUCYTCTBHH
YKCYCHGH kHCNoTE! 00pasyeTes OpalKeBo-IKeTbl i
ocalloK

OnHOPOAHOCTE MACCE], MI

ot 429,5 Mr po 442,5 Mr
18/20 rabnerox - ne Gonee £ 5 %
2/20 Tabneror - ne Gonee £ 10 %

4353
O01—09 % no +13%

Oxcun BHCcMYTa

OKCHIA BH CMY'I‘&)

PacnagacmocTs, MHH. He Gonee 15 MHHYT 7

OUHOPOIHOCTE Jlng 10 equpny HCOBRITYEMOTO MpeEnaparTa

ROINPOBAHHA (n=10), AV=LI; n=10
i ana 30 e (= 30), AV = L1 u Bce AV =17
JHAHENHA X YNQBIETBOPAIOT HEPHABEHCTBRY :
IM-x] =0,01=L2=M

KKonuuecrnennoe Ot 114 mr go 126 mr 118

QNpPeAENCHHE, MT, (o7 935 % no 1035 % oT 3a9B/ICHHOI0 KOJTHECTRE (98 %)

MukpoBGuonoruieckasn
HHETOTA

Kateropus 3A,

Otuee wHcno a3pobHEIX MUKPOOPTAHHIMOB —
He donee 1P KOE B 11,

OBuiee YHENO APONIKEBLIX H TTECHERLX TPHboH
—1e Gonee 102 KOE B 1T

Oreyrersue Escherichiacolin 1 1,

OBuee yneno a3pols
menee 107 KOE gl 9
O6uee qncno Jpodpkess

(000« dia

Eﬁﬁﬁﬁmﬁgmmu

0
HoKeBste i TiecHeBark rpuGon
menee 10 KOEL MEDULAR N;_r :‘
Escherichia colf efcytersyenml r, | = - |

052\ KOHCATTAHT |

il Crp. | ma2
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HaumMeHosadue TpeSosanus HOPMATHEHOH PesynkTaThl HCnmTauui

noxazaTenei JOKYMEATALHH

Ynakosxa [lo & Tabperox B Gamcrepe u3  Qoasry | Tlo 8 TaGnetos 5 Gnmerepe w3 OABIH AMOMHHHEROH 1 (oaLIH
amomMpHiesoll  n donerd AMOMHHHEBROH | ANOMUHHCEOH TaMUHHDOBAHHOM.

NaMIHAPOBARHOM, ' Mo 4 Gu¥eTepa BMECTE C MHCTPYKUMCH M0 NPUMERERHIO, KO
Mo 4 Gmacrepa smecre ¢ HHCTpykumeH no | «20006723/10x, «#1-758 (759, 790)-06-03», B KapToHHOH mauke.
npUMeeHIo B kaprontol nauke.

Mapxuposia Ha Gmiccmepe nG pycerom asvire yrassismom: | He  Onuemepe Ha  pycckos  A3uke prazane! TOprosoe
TOPrOBOE  HAWMEHOBGHHE  MpemapaTa  C | HAMMEHOBARNE MPENADATA C MPEAYNPEAHTENLHOMN MapKHPOBKOH
npeyNpeaUTEnLHOT MapKHPOBKOH @®: | ® «IE-HOJJY: rpynnupoBoyHoe HAHMCHOBUHUE «BICMYTA
rPYNNHPOBOYHOE  HAWMEHOBaWHC  (WBHCMYTd | TPHKANHA JHUATPAT), HAIBAHHC W CTpana  Biafeisla
TPHKANMA JIMUHTPATS); HA3BAHMAE W CTpaHy | PerHCTPaLHOHHOID YAOCTOREREHHS «METUIADAPM
BAANENLUA pErdeTpAUMONEOrO yAocronepenis; | ApuHaivutrent I'mGX, Tepmanusy; nosuposka «120 M,
JOIMPORKY; HOMEP CGpHH, CPOK TOAHOCTH (MM | Howmep cepan «1420625»; cpok roanoctr «05 2029, sasoackod
rrrr); MoryT Geith yxasalbkl 3aBOACKHE koapl | ko ynaxoskh «20006635/10m.

YHAKOBKH/MEpEMenHan TEXHHYECKAN
HH(popMaLia. .
Ha rapmonnoi Ravike N PYCCKOM  A3LIKE f:::[;::gg;:’:::"n;:;;":ﬂ;“fﬁ;‘é;‘;ﬁpﬁ;:{f;i’:‘:ﬁ;’:;;;:rlfg::g;
‘Zkam;_:azf’:_:' :zggzszgégmm':;nisH:Br:cp;e;;lapag} ® «IE-HOJ®:: rpynnuporoMHOE HANMEHOBAHHE «BICMYTA
rpynnﬁpoﬁnguoe HﬂHML‘.I-IDB&II:I-wP («BMCMYI";- TPUCANNSL MHUWTPATY, fekapcTendan (opma «Taﬁ.lmmu._.
TPHKAIHA .LlHl.ll-i'l‘PB‘l‘»); Jekapersennyio Qopmy; it i mm“m?“u-“ oboupardly, gosmpouke 120 Wik
no3MpoBKY; coCTaB B penakumi: «1 Tadnerka | COSTAS B PNRKLMH: «1 7abaerea copepimT: JeilcTyiouiee
conepant: Jlefiernyiouiee pemecteo; Bremyra pemecTeo: Biomyra 'l‘plmcamm AUOHTPAT (B nepecueTe HA
UKW MUNTPAT (B NCpecvere Ha OKCHA oxenn  muemyta  BiOs) 35]4.6 mr (1200 Mﬂ:
pucmyra  Bi0i) 3046 wmr (1200 mr). Bcnumnm'rem.m,lel Belnoeron: o “Hﬂl].y“u“m‘»‘
BeroMoraTensHEIS DEILECTHAT CM. HHCTPYRIMIO. Y, ]fommwrm sl ynzfxnnxc: ‘.(32 i ycﬂnﬂnmf
KomisorBo TASNETOR B ymmkomie: yonomyd | XPSHCHEA «XpamuTE Wpil TEMUGPATYPS e Bhiue 33 L)
XpaHeHHs; crnocoB npuMeHeHns & peaaikumn «/1na Cnocod MpUMEHEHHS B PellaKiuy «ﬂ"" ket EHYTPH.E
NpHEME BHYTPh.»: HOTOAHHTENbHbIE HANMHCH C JOMOMHHTEILHLIE HAMMCH € MAPKEPAMH: «XPOHHYECKH
MapIEpaMH: «XPOHWYECKHMI TACTPHT»: TACTPHT»; «SI3BEHHAA BOJIE3Hbx»; «Enm’epnmmm?ﬁ
«SABEHHASA BOJIE3HDb»; «Bacrepumpmian | 2FT0BHOCTE B otHomewmi  H. - pylorty;
actuBHOCTR B oTHoucHWH  H.  pyloriv, «llpoTuBDBOCHANHTRILHOE AviieTones «O6pasyer
«IIpoTHROBOCNANHTEBHOE feficTnuey; | SAUHTHYIO NACHKY HA NOBEPXHOCTH 5136 1 3po3nily; 2veMerT
«OGpAIYET IBWNTHYIO MACHKY HA NOBEPXHOCTH miaina B BAte naTuHokoll Gywms «Dx; ycuomus ovnycka
938 ¥ opouily SNEMENT uafna B BHAC «Otnyek w3 antex: Ges peentan; ﬂpE[[yl'l]JE.IlHTCHILHﬁlI
netuhckofi Gywms oDy, yonomus ornycia; | PAATACE: «Xpanure B HENOCTYNHOM Anm Aeveli mecren,
HpenYPEIITENBHYI0  HANTHCH:  (XPaltTs B HA3RAHWE W CTpaMa  BIAJENLLUA  PETHCTPALHORHOIO
HEOCTYTIHOM ANA JCTCH Mecte.»; Hadpauwe w | JACCTOBCPCHHA «Buaanencu perHcTpRifoinora
CTpany BlaaennLIa PErHCTPALHOHHOND ynocrosepeun: HEILTAGAPM Apunaiimirrents PuBX,
yIOCTORCRCHMT, ©ro  fotoTdn  (rpaduueckoe l"epmam:‘sm, ero  JOTOTHTI "(rpucichcum: uzobpamenne H
WaoGpakerne 1 wagnuch “CHEPLAPHARM” wagmick “CHEPLAPHARM” Oyxsamu naTnackoro andasHra);
Gyksamn naruHckoro anamuTa); Hassadme, | NaonennG, CIPANA,  AAPOC, TRROHOHDAKRE  TIPOTISOIITSIY
crpany, axpec, renedoubaxe npowssomsrens, | “TIpomsBoanTems: SAO «3u0-3n0posLen
HOMCP  DETHCTPALMOHHOTO  YAOCTOBEPEHHS; Poceus, 142103, MockoBeras 06JacTn,
MCPEMCHHBIE  A@HHbIE  (HOMER  CCpHM, CPOK r- Mogoaser, yu. Kenestionoponuas, 1. 2
rouocrd b penacimi «Tofen:) H HH(opMaLIQ Tea/dase: +7(495) 4'9'2“’641’:
/IR MOHWTOPHHTA ABHAEIHS NCKApCTHEHHOro | oriop PETHCTPAUHORNOTO YAOCTOREPENHA
NpEnNapATA OF NPOMIBOMMTENS A0 KOHENHOFO «Per.ynm:“runepumlf:I‘lNOlIGZGIDI»,
MOTpPeGHTEN; WITPHX-KOK; MOTYT BhITh ykasan | MCPEMCHHLIC AGHHAIC:
spojckMe  KoAM  ynaxomkw/nepemesas | CCEPIE 1420625,
TEXIHECKE HIThOPMALHA, «lopen: 052029,

uHOPMALIHA T8 MOMHTOPHHIE JABIDKEHHH JIEKAPCTBEHHOFO

[penapata o7 NPOHAROANTENN 10 koueumoro noTpedirres:

«Data Matrix»;

«GTIN: 04260747722306»,

«5/Ni» € yRO30HHEM MHAHBHAYATEHOTO CCPHANM3ALMOHHOTO

HOMEPR [EMKH,

wrpnx-ron «4260747722306»;

JapojiciHe koakl yrakonky «90006720/10», «T1-790-32-05-03x».

HpancHue ITpw Temneparype He Briwe 25 °C ITpu Temneparype He soiue 25 °C

Cpox roguocTH

4 roaa

4 rona

JarmoueHne:

Jlexapemeennsiti  npenapam JTe-Hon®

maﬁ_rzemmu, ROKPBINDLIE naeHouHel  0Bonouxol,

120 sz Ne 32 cepre 1420625, coomsememeayem mpebosanusiy 6 Hacmu npogepennulx nokazamenett,

: ; AN -
HawaneHuk oTHena KoHTpomst kKavectsa  Hexsunckas O.E. Eiz: // LP08 AL
Honmerocms @HO L ?df}ir?i; Hama

A0 <3 z]éw?rw@gpnmé_y
OKEK

H3 2
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PA3SPELIEHUE
HA BBIIIYCK I'OTOBOI'O ITPOIYKTA Na 1222/25
Toprosoe nauMeHoBanue npenapara He-Hon®
Mexayuaponnoe HEMATEHTOBAHHOE
HAUMEHOBAHKE (rpynmuposournoe HIIH BuemyTa TpUKanus guiETPAT
| XMMHYECKOE)

Jlexaperrennas dopma Tabnerxn, ToKpaITHIE MIEHOUHOH 060noaKoHl
Hozuporia 120 mr

Tabnerku, nokpeiTEe mieHouHOH obonoykoi,
Dopma BEITYCKa 120 mr

(6arcrep) 8 x 4 (mauxa KapTounasn)

Homep cepun 1420625 |
Obnem cepun 21 952 1T, ynakosox
Hara npousBogcTea 26.06.2025
Tonen mo 31.05.2029 ]
Hanmenosanmine ®  amgpec mpoussoawress 3aKpEITOE 2KIHOHEPHOE 06IECTRO
(IpoK3B0ACTED, HEPBUHHAS ymakopka, | «3u0-3nopoese» (3A0 «3u0-3n0possey),
BTOPHYHA/TOTPEOUTENRCKAS YIaKoBKa, Poceus, 142103 Mockosexas o6,

r. Hogomeck, yir. Xeneswonopoxuas, 1. 2
Jlunensng Ne JT012-00102-77/00010736
(Ne 00049-JIC) ot 20.10.2021 .
Ceprudmxat cootpercreis TpeGoranuam [Ipasun
HADIEXKAIIEH TPOH3BOACTBEHHOM PaKTHiHN
Espasniickoro sxoromugeckoro comsa
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 T.

BEITYCKAMOIIMH KOHTPONE KAYecTsa)

Homep " jara PErHCTPAIIHOHHOTO IIN012626/01 or 23.08.2010 .
YHOCTOBEPEHHS (nata BHecenns usmenennit 8 PY 21,06.2023 r.)

HITINO012626/01-161117,

Homep HopMaTHBHOR OKYMEHTALMH Msmenerns k HI No [, No2, No 3, No 4, No 5

HETITTIA®APM Apunafimurrens [M6X,
Tepmanns/CHEPLAPHARM Arzneimittel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

HaumeroBaume ¥ anpec fepxaress
PETHCTPALMOHHOTO Y/I0CTOBEPEH U

PBIHOK ITOCTaBKH IPOAYKIHK Pocews

Homep nacniopta 1219/25
1 lopreepinato, uro BRIWeyKAzaHHas oepus NEKAPCTREHHOTO TpEenapaTta BLIMYCKAETCS B
obpamensue,
2, I'apauTHpyio, uTo BuimeykasasHAs HHQOPMAHA MOAMMHHA M RepHd. DTa cepus  BObina

NPOUSBENeHaE, BKITHOYAA YNAKOBKY H KQHTPOIE KAHSCTRA, o YKAa3aHHEIM BRIIIE  @Opecam
OPOH3BOLACTBEHHBIX MIOMALOK B COOTBETCTEHM © Tpebonanuanu  GMP («Ilpasmna Hammexames
[POU3BOACTBEHHON NPAKTHENY) H PerveTpamoHmoii AOKYMEHTAILHEH HA MDOLYKT.

3.

Bee pesynstatel anami3a 1 samdcH 6ouim paceMoTpens u ofofpers! B cooTReTcTRHE ¢ GMP,

TEXHHYCCKHMH COTHAICHWAMM CDI‘HBLL[EHHEMI{ 10 KaYeCTRY.

4,

Beiny nn kaxue-nuto OTKITOHEHHS OT NPOHABOICTEEHHOTD [IPOTIECCH, KACAFOMIMECH KAUESCTBA

TPO Y KITHH;

YnomHoMoueREO2 NHLO:

Hata smimycka s obpawemne: 730 Kook &

& Her Ooa

BBIITYCK I'OTOBOI'O IIPONYKTA PA3PEILEH

fladsiuce
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