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®-0000000555-05

== 3A0 «3n0-310poBLE»
Qﬁﬂﬂbe 142103, Pocens, Mockosckas 0GmacTs,
e TMononsek, yi. JKeneaHonopoxknas, . 2

Ten./daxc: +7(495) 419-20-64

Jluiensuna Ha ocyIeCTRIIEHIE PONSBOACTEA JEKAPCTBEHHBIX CPEACTB
Ne JI012-00102-77/00010736 (Ne 00049-J1C) o1 20.1 0.2021 r.

MACIOPT Ne1226/25

HaumMeHoBaHUe NpeilapaTa Te-Hon® TabaeTic, NORPHITbIE IUICHOTHOT oGomouxoit, 120 mr, Ne 32
Kon npenapara 790 '
Homep cepuu 1440625

O0nem cepun 22 094 mT. ynaKoBoK

JlaTa NpoN3BoO/ICTBA 26.06.2025

Tomen 10 31.05.2029

JlaTa aHam3a 14.07.2025 r.

AHaTH3 poBefen no CTI-K0-0701-0124-10 «/le-Hon® TabneTxm, NOKpLITHIE nerowHoil ofonodicoil, 120 M
H/O T N012626/01-161117 «[le-Hon® TaGnerky, NOKPLITLIE rnenounoit obonouxoil,
120 mr», Wamenentnm Ne 1, No 2, Nu3, Ned, Mo Sk HA.

HannmeHoranue Tpebosanis HOpMATHBRHOH PesynbTaTe! HCRBITANHHA _‘
nokasarenei JIOKYMEHTALHH
Onucanue Kpyrire JIROHKOBRITYKIBIE tadnericn, | Kpyrisie ABOAKOBHITYKIBIE TAGNETIH, NOKPBITHIE

noKpeIThie 06onoUKoH kpeMono-Genoro ReTs, obonaukoli kpeMoso-Genoro useTa, C AAANACHIO
¢ mannuchio «ghr 152n, primasnenHoli Ha | «gbr 1529, BeIARRCHHOR Ha ONHOH CTOpOHE, H
onmoil cropore, W rpadiecioiv pHCYHKOM B rpadipteckiuM  PHCYHKOM B BUAS KRanpara ¢
BHNE KBANPATA C NPEPLIBHCTEIMH CTOPOHAMH H MPepLIBUCTLIMA  CTOPOHAMH M BAKPYTASHHBIMH
JaKPYTNISIHEINK  YIIAMH,  BEIAABICHHEIM Ha | yrnasu, BRUAATEHHEIM H apyrof.

npyroi,

TToaARHHOCTR: KayecTBEHHAA PEAKIMA HA BHCMYT.

- Buemyt C +tyoMoueRMHON B TIPHCYTCTBHH A30THOR C  TuoMouesuioll B MIPHCYTCTBHH a30THeH
KHCNOTHE OGP&S}’C‘I‘UH TEMHO-KENToEe KHCITOTE] Dﬁpaﬂ}'ﬂTCﬂ TEMHO-)CITOS Ul(pﬂLL[HEEH-lH(‘.‘
oKpallABAHHE
[CanecTneHHAS PEAKUHA HA DHTPAT. C cynndartoM Prytd @ TEpMaHranaroMm KanHA

- Llnrpar C cynnpaTom pryTH B NEPMAHTAHATOM Kanus | DpOHCXOANT OOECUBEUNBARNC pacTeopa  KanHd

MPOHCXOAHT OOeCIIBEMUBAHHE PACTBODA KA riepManraaTa y ofipasoBaile Genoro ocalka
nepmMaHranara i 05pAIOBARKE Benoro ocaaka

[CauecTBeHHAs PEAKIIHA Ha KATHH, C koGaisTHHUTPUTOM HaTpha B npncyrmﬂm
C xoGaNLTHHUTPHTOM HATPHA B NPHCYTCTRHHE ycychoii knenoTs obpasyercs OPAHIKERO-KENTHIT
- Kanui yicycHolf  KMCNOTH  0Opasyercs QpaiKero- acajok
JENTel 0CanoK
OnnopoaHocTs Maces!, Mr | oT 429,5 mr 2o 442 .5 Mr 4332
18/20 raGnerok - ne Gonee = 5 % Or—14 % no +1,5%
2/20 Tabnerox - e Gonee =10 %
PacianaeMocThb, M. He Gonee 13 MUHYT 6
OIHOponKOCTE Tas 10 eansuil HCNBITYEMOro Npenapara
HOTUPOBAHNA (n=10), AV =LY =
i s 30 egunnn (0 = 30), AV = L1 n Boe AQJ =24
JHAUEHHN X YAOBJAETBOPHAIOT —HEPABCHCTRY !
M-z = 0,01=L.2xM
Konuuecrnennoe Or 114 Mr oo 126 mr 117
onpeienenne, Mr. (o1 93 % 210 105 % OT 3aABJACHHOTO KOMHHECTRR (98 %)
OrcH BHCMYTA OKCH/E BMCMYTA)
Mukpobuonorunyeckas Kareropns 3A,
YHETOTR Ofmee YHeao 1opo0HBIX MHEKPOOPTHAHIMOBR = Ofigee yHono a3pobilk xrwmpoupr'al-mzmoa
ne Gonee 10° KOE 8 11 menee 107 KOBTIENH0) 2,
OBwee YHCAD APOKIKERBIX i NAECHERRIX FPUBO! Ofiee Y ] *ﬁ&ﬁﬂﬂmjﬁ@w&uenmx rpubos
— e Gonee 1P KOE & 1 1. menee 19K A0 eN
Oreyrereue Escherichiacolin | T Escherigh e Eﬁlﬁ
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Haumenosanue

TpeGoBaHui HOPMATHRHOH

Peaynnrare vensTanni

nokasarcnei JOKYMEHTAOHH

Ynakoska Mo 8 wabnerox & Gawercpe w3 (osnrw | o 8 tabnetox 8 Gauerepe w3 (hossrH aOMHHKHEDOH W (onsrl
amomunnesol W QoderH asioMunucnoll | amomuaneroit JEAMHHHPOBAHHOM.

JiaMUHEPOBARHOH, [To 4 Ganerepa smecte ¢ HACTPYKUHER Mo NpHMERERHI, koA
Mo 4 Gnucrepa svecte ¢ uxerpyxmied o | «90006723/10x, «H-758 (759, 790)-06-03», B kapronHo# nayke.
[IPHMCHCIHIO B KAPTOHHOH navKe.

Mapkuporka Hu Gaucmepe na pyecros ke yrasviemom: | Ha  Gauemepe na PyccioM  a3elke  PRAIARO:  TOPTrOROe
TOprosoe HAUMEHOBAHHE npenapara € | HAMMEHOBAHHE NpENapaTa ¢ NPeayYNpeaHTENBHO MAPKHPORKOH
npeaynpeanrenstoi MAPKHPOBKOH ®; | ® «IE-HOJI%; rpyminponodnoe HauMeHonanue «BHCMYTA
FPYNMHPOBOMHOE  HAUMCHORAHME  (GBHCMYTA | TPHKANHA MHUNTPATY, Hassalnie W cTpala  BOagenbla
TPHKRNMA HUWTPATY), HAIBaUMe W CTPaHy | PEervCTPalHOHHOO YAOCTOREPEHHS CHEMJTADAPM
BlIanCHLUA  PErHCTpaUHoNNOre yioctomepedns; | Apunaiivirrrens [m6X, Cepmanusy; nosnposia «120 mr;
AD3NPOBKY; HOMED CepHi, cpOk ToaHOCTH (MM | HOMEp cepuy «1440625x; cpox roamocTn «05 2029%; sasoackof
TPIT); MOTYT GbiTh yKazamsi 3aBoAckMe KoLl | k0 ynakoswi «30006635/10s,
yrakosku/mepeMentan TEXHHUECKAN
BHOpMALE. Ha kapmounoll nauxe na pyeekom A3uIKe YRAZAHO: TOProBOE
fla kapmonnelil neuxe na ppeckom  aimke Ha” :;D - At .:1 e o ¥ f 2 uP ol
PRAUS@I0M: TOPrOBOC HANMEHOBAHHE Tpenapata @HM F_I} E?gtj]%n]:enapa'ra : £ VARRRGIRLAR Nap i posk
c l'IDCJIYEIPBJJ.HTEI‘IBHOﬁ MﬁPKT‘lpOBKDﬁ ®; «ﬂ; - ¥ rpyru:mpuuﬂmoc HAHMEHOBOHHE \‘l(Bl!CM}'TH
IPYNTHPOBOHOE  aMMeHOBaHMe  («mwcmyra | TPMRAMMA AnuuTpaT; ncxapm‘uet!l-laﬂ thopma «'lallim*rmt:
TPHKANMA JMINTPATH); NEKAPCTREHHYIO (opMy; non_:pmn.m MACHOMHOH 0BoN04Koity; Jmanpfw:ca «120 mm»;
HOIMPOBKY; COCTAR B peaakumd: «1 Tagnerxa | SOCTAE B pelakwin: «1 Tadserwa comepmwr: NeiicTnytousee
conepnr: efictnyiomee nemectso: Buewyra | BeIECTRO: Buemyra TpHKAANS QHUATPAT (B nepectere Ha
TPHKAINA JHOMTDET (B nepecdere wa oxenn | ONCHA  BHCMYTA Ban)l 3046 wmr (1200 Ml"}:
ueMyta Bi20y) 3046 wr (1200  wr). Benomoratensuere BEUILLTBA: €M HHCTPYKLNIG. Y,
BCrOMOraTeth HbIE BCNICCTBA: CM. HHCTPYKUHH0,n; | OTIIECTBO TaBAeToK B ynakoeke «32 TaGnermimy; yciiosia
KOMMHMECTEO TABNETOK B ynakomke; ycnomps | XPAHCHHA «XpauuTe mpu Temnepatype we sbiute 25 C.»_;
XPAHEHIA; CNOCoB npiMenenua B peaaicun «fL1s cnocob ApHMeHenHs B pedakudu  « s npueMa BHYTPbY;

: ACOONHMTENBHEIC HAANACKH ¢ Mapkepamu; «XPOHUUYECKH
s | o WO € A CTPHTY: KHSBEHEAS. BONESHEr: o5 sicrenatisia tas
mapkepami:  «XPOHWYECKHHA TACTPHT»: i s : PHILD
IBBEHHAS GOJESHb», «Boxtepmunmuan | A€TWSHOCTS B omHowemnms  H. pylori;
RICTHONOCTh B oTHOmemwH /. pyloriv: «lIpoTHBOBOCHAANTEALHOE neficTaiey, «i:‘)ﬁpsiaya_r
«TIpOTHBOBOCTAMHTENLIOE neficraney; | JALIHTHYIO TUIGHKY 14 MOBEPXHOCTH 736 .l-l Jpo3miing an_lmc}-u'
«OBpasyer SAWKTHYIO TASHKY 1A NOBEpXHOCTH AuzaliHa B BHoe natuHokoi Gykem «Dy; YCNOBHA OTIIyCKa
A48 W apoIMAY, BMeMeHT AMsaiiHa B BiAe «Drnynlc ui o anter: 6e3 peuenTan; TPeAYNpCIHTENLNAS
natwnckoll  Gyken «Dw; yeomms  otnyeka; | MOATHCE: «XpauuTh B HENOCTYNHOM n.nn‘.uewﬁ MECTED,
ﬂpﬂ,ﬂ}’nptﬂﬂTﬂﬂLH}’lO HANMHCE: ((XDHHHTI: n HAZBAHHE H CTpana Blladenka pwncrpauuo:-umm
HEAOCTYMHOM M8 ACTel MECTe.» HAIBaHHE YAOCTOBEPEHMA . «Banpemey PerHCTPAHOHHOTO
cTpany BNANENbIA PErHCTPAUHOREDID ly"nucTuncpmnm. IEI?JM‘I'APM ApuraiimnTTen. r"tﬁx'
yAOCTORCpeHHd, ero  mOrOTHN (rpadimeckoe E]JMRHI:‘H». Cro  AoroThn “(rpar]mqecmc u3olpanenne u
n3oGpakenne u nanmice “CHEPLAPHARM® | M@umich “CHEPLAPHARM ﬁyksamnnﬂmuc:c?rn andranira);
BYKBEMH  JIATHHCKOTO anfasuTa); Hassanue, Halpamie, cTpana, anpec, renedon/haxc  npowznoamTens
cTpany, apec, Teedon/fake nponssoswtens, | “IIPOHIBORNTERL: 3A0 3n0-3a0posben
HOMED  DErHOTDAUWOHHOLD  YOCTOBSpEHMI: Pocens, 142103, Mockorekas obnacts,
nepeMeliLe  faHHbie (HoMep cepum, cpok | I 1OA0ARCK, v JKenesnonopomua, a, 2
ronsocty B peaaxim «Cofen:y) u mndopsawio | 1 S/ GaKe: +7(495) 419'20'64”:
ANS MOHHTOPHHTE JBHACHHA NEKAPCTBCHIOND :gﬁipyizr;f;ﬁﬂf::?INN%'E;(;?ZD;?;?M
rlpcnapzrra OT NPpONSBOAMTENA JIO0 KOHCYHOrO : 3
NOTPEBHTENS; IITPHX-KOR; MOFyT GhiTe yxaganp | TCPEMEHHBIC AdnHLIE:
JWROJICKHE  KOAW  ynakonkwnepemennag | <CEPHAT 1440625,
TEXHHMECKRd HH()OPMALLHA, «loneus 052029,
HHQOPMAUNA B8 MOHHTODMHIA JIBIKEHHS JIEKApCTREHHOrO
Ipenapata oT NPOHIBOANTENA 10 KOHEHOTO noTpeluTent:
«Data Matrixn;
«GTIN: 04260747722306y,
«S/Ni» ¢ ykasaHHeM HHAHBHAYANLHOTO CePHATHIALMOHHOID
H(JM¢p8 NavKne,
WTpHX-KoJ «4260747722306%;
3aBOUCKHE KON yriakosicn «90006720/10», «T1-790-32-05-03»,
XpaHenue ITpu remueparype He ssuue 25 °C ITpu Temneparype ne suiue 25 °C

Cpox romgocrn

4 rona

4 roaa

JaxnodeHue:

Hexapemesenneiii npenapam  Je-Hon®

mabnemKky, noKpeIMble MAeHOYHOU  oBorovkoi,

120 me Ne 32 cepuu 1440625, coomeememeyem mpebosarsn & vacmu HPOGEPEHHBIX NOKAZamenell.
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lawanpruk oTaena xonTposs kadecrsa  Hesxsuuekas O.E W Y
Honxciache DHO T O 7
340 «3u0-38cpodbey
Crp. 2 1 2
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: ®-0000000551-07
| PASPENIEHHE
HA BBIIIYCK I'OTOBOT'O HPOMTiA No 1258/25
TOProBoe HAMMEHOBAHUE MIPEIAPATA Ie-Hon®
MeKITyRapoHoe HEMATEHTOBAHHOE :
HAHMEHOBaHHE (rpynmupoBoHHoe 291431 BucmyTa Tpuxanus auuuTpaT
XMMHYECKOE) - | |
JlexapeTrenHas dopma TabneTkH, HOKPEITEIS IIEHOYHON 06oT0uKol
Hozuposka : i 120 Mr
" TﬂﬁHeTKH,;I'IOI{]‘JBITLIﬁ MmIeHouno# 06oa0uKoH,
Dopma BEITTYCKa : 120 mr
(6muctep) 8 x 4 (mauka KapToHHag)
Howmep ceprm ! 1440625
Obrem cepun | 22 094 mrr, yraxosox
Jlara npoussoncTsa : | 26.06.2025
Tomen ao i 31.05.2029
Hanmenosanne u  agpec  npousBomuTens Baapirﬂoc aKuHoHepHoe 06NIeCTBO
(mpoHsBONCTRO, nepBHuHad . ymakoska, | «3nO-3moposne» (3A0 «3u0-3xoposren),
BTOPHUHAN/TOTPEOHTENLCKAS YIaKoBKa, Pocciia, 142103 Mockosckad o611,
BBIITyCKAIOIIUH KOHTPOIE Kﬂ‘?BG'I'Ba? | Honoasck, yn, Kenesmonopoxsas, 1, 2
Junesua Ne JI012-00102-77/00010736
(Ne 00049-JIC) ot 20.10.2021 r-
Cap'mcpmcap" COOTBETCTBHA TpeboRaHuaM [Ipasun
HalIemaeH MpOHIROACTREHHON MpakTHKH
EBpﬂBHﬁQK?r‘O IKOHOMHYECKOTO COI03a
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 r. |
Howmep H nara pcmc'rﬁfmuwommm [IN012626/01 ot 23.08.2010 .
YAOCTOBEPEH 13 (nate BHeCeHMs HaMeHeHHH B PY 21.06.2023 1)
Howmep HopMaTHBHOM HOKyMEHTALMH HAILNO12626/01-161117,
Vsmenenna k HI No 1, No 2, Ne 3, Ne 4, Ne 5|
HETITADAPM Apumaiimurrens TM6X,
Ham@mﬂm{m i am’“ . & EpMaHHFL-}Ié}"]EPLAPH?ARM Arzneimitte] GmbH,
PETHCTPALMONHOT yIOCTOBEPEHHs Ziegelhof 24,17489 Greifswald, Germany
PHIHOK NIOCTABKY NPOLYKLIHH ' Pocens
Homep nacropra 1226/25

L. [lonrsepiciaro, wTo BhINEYKA3aHHASN CEPHS JeKAPCTBEHHONO MpENapaTa BRIMYCKAGTCA B

obpamenne,
2 lapantupyio, g0 BI:]LL[B}‘KBBEI—(HHH HHbOpMaTHs HD,ZU]PIlﬂﬂa M BepHa. 3ta cepud ObiIa
NPOHSBENCHY, BKMOYAY yMAaKOBKY ¥ KOHTPONE  KauyecTsa, MO YKABAHHEIM  BEINE 2fpscam

MPOHIBONCTBCHHLIX MUIOIANOK B COOUBeTCTRHH ¢ TpefoBarnaMu GMP («IIpasmna mamnexanteit

[POHIBOACTEEHHON TPAKTHKE®) H Pemc-ri'p

PANHORHOR noxyMeHTaluel Ha POIyKT.

k1 Bee pesynetaThl aHan®sa M 3amEcH GHIIH paccMOTpeHs! | 'ofobpentr B cootheTeTRHE ¢ GMP,
TEXHUHECKUMN COTAmERHAMI H COTNAIICHHAMH 110 KaJECTRY. !

4, B s kaxpe-nufo OTKIOHEHHT OT TPOH3BOACTREHNOTO OpoLecca, KacalolIKHecs KAMecTRa
IPOOYKLHH! ‘ =

& Her

BBIIYCK I'OTOBOT'O MPOJYKTA PASPELIEH

YnonsoMoueHHOE RO
Todnies

Hata Briftycka B obpaluene;
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