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PASPEINEHWE
HA BEIIIYCK TOTOBOTI'O ITPOAYKTA Ne 0961/25

Toprosoe HaUMEHOBAHHE Ipenapara He-Hon®
MexIyHapogHoe HETIATEHTOBAHHOE
HauMeHOBaHHye (rpyTIIHPOBOYHOE My BrcMyTa TpUKAIKa JULHTPAT
XHMHIECKOE)
Jlexapcreennas hopMa TabneTku, NOKPLITHIE IIEHOUHOH 060/109KOH
Hosuposka 120 mr

Tabnerky, NOKPEITEHE MISHOTHOM 000I0YKOH,
(opma BEITTYCKA 120 mr

{(6muctep) 8 x 14 (mauka KApPTOHHASN)

Honmep cepun 1050425 ]
ObrpeM cepul 6 287 1T, yIaKOBOK
JaTa Ipou3ROJCTRA 23,04.2025
Tosen o 31.03.2029
HaumenopagHe H  agpec  IIPOM3BOITHTENIL 3aKpHITOS aKIHOHEPHOE OGIIECTEO
(TIpOM3BOACTBO, TEPRUYHASN ynakoska, | «3u0-3mopossey (3A0 «3u0-3n0poBEen),

BTOpHYSHAA/T0Tpe0HTENBCKAL
BLIITY CKAOIIAYN KOHTPONE KauecTBa)

YIAKORKE,

Poceus, 142103 Mocrorckas obi.,
r. [onomsck, yi. XKenesnonopoxrasd, 1. 2
JTwuenaus No JI012-00102-77/00010736
(Ne 00049-JIC) or 20.10.2021 1.

Ceprréuxat cooTBeTeTEMs Tpebosanmam [Ipasi
HaLIeRANIeH TPOH3BOACTEEHHON IPAKTHEA
EBpasuifcKoTo 3KOHOMHHECKOI0 COH038
Ne GMP/EAEU/RU/01442-2024 ot 15.08.2024 1,

Homep H
YOOCTOBESPEHHA

Hara PErHCcTpalHoHHOTO

TIN012626/01 o7 23.082010 .
(mata BEeceHus uaMeHennit B PY 21.06.2023 1)

HoMmep HOpMATHBHOM JOKyMEATALIHE

HIIIN012626/01-161117,
smememma k HJINe 1, Noe 2, Ne 3, Ne 4, Na 3

HauMmeHoBaHKe ¥ afpec TepikaTens
PErHCTPALHOHHOTO YAOCTOBEPEH s

UEIINTADAPM ApuzativuTren: [MOX,
Tepmanns/CHEPLAPHARM Arzneimittel GmbH,
Ziegelhof 24,17489 Greifswald, Germany

PHIHOK TOCTABKH IIPOIYKEHH

PoccHs

Homep nacmopTa

0896/25

1.
obpamenue.
24 TapantApyro, YTO BRIMEYKAZAHHAN WH|
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3, Bee peayIETaTH AHANM3A W 3a0UCH OhIIE;
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©-0000000555-05
3A0 «3n0-3n0posne»
142103, Pocenn, Mockorcran oGnacTs,
[Momonsck, yn. KenessogopoxHad, 1, 2
Ten./bake: +7(495) 419-20-64

Jnuening Ha OCYIIECTRISHNE TPOHIBRONCTBA JIEKADCTBEHHBIX CPEICTE

Ne JI¢12-00102-77/00010736 (Me 00049-JIC) ot 20.10.2021 1.

Hanmenoranwne npernapaTa

Koj npenapara
Homep cepun
O6neM cepun

JaTa npoH3BoACTEa
T'open oo

Hara apanmsa
AnanAz NpoBenen 1o

DACIIOPT Ne0896/25

759

1050425

6 287 mT. ymakoBok
23.04.2025
31.03.2029
26.05.2025 .

te-Hon® tabnerxn, noxpeITeie nienouHoii obomoucol, 120 mr, Ne 112

CII-K0-0701-0124-10 «Jde-Hon® TabaeTkn, noxpeiTsie nienouHol oboaouxoi, 120 mr
HII II N012626/01-161117 «Xe-Hoa® tadnern, NOKpPBITHIE INIeHOYHOH ofonouKoii,
120 e, Wavenenpam Ne 1, Ne 2, No 3, No 4, Ma S x HIL

HaumMeHoBauue
noKasarenei

Tpebopanua BOPMATHEHON
NOKYMEHTALHA

PesyneraTsl HenbiTauHit

Onucanse

Kpyrnee [BOAKOBBINYKIBIE TafineTky,
noKpETEE obonoukoll kpemoro-Denoro 1eera,
¢ Hagnuee «gbr 152%, sugasncHRoif Ha
onHOH# CTOpOHE, H FPQ-QJH‘-I&CKHM PHCYHROM B
BHAE KBAADATA C NIPEPRIBUCTEIMHY CTODOHEMH H
3AKPYTICHHBIME  YTNIAMH, BEIJABNEHHEIM Ha
JIpyrof.

Kpyrmwle AROAKOBEIMYKIbIE TaGMeTKH, MOKPETEE
ofonoukoil kpemoBo-BLNOre UBETA, © HAAMHOBIO
«gbr 152», BeInaBneHHOW HA OHHOM CTOpOHE, W
rpadiHMeckHM  PHCYHKOM B BHAE KBAaZpara ¢
TPEpLIBHCTEIME  CTOROHAMH H  3QKpYTIEHHSIME
YriamM, BeIIABACHHBIM HA HP)(FO]':I.

HonnHHROCTh:
- Buemyr

- Lptpat

= Kanuii

KauecrseHHasn peaklius HA BHCMYT,

C THOMOYEBHHOH B NpPHCYTCTERH &30THOH
KHCNOTH obpasyerca TEMHO=JKENTOE
OKpalKnasne

Kﬂf-lECTBeP]]-laﬁ peaKnus Ha UHTPAT.

C Gyﬂbﬂ?aTOM PTYTH ¥ NEPMAHTAHATOM KEAHA
MPOHCXONAT OOecHBEdHBANNE PACTRODA KAMMH
TIEDMEHTAHATA H ﬂﬁpﬂBG‘EaHHB Oenoro QCRIKA
KauecTnennas peakiua Ha xamuli,

C koO2/ILTHHHTPHTOM HATPHA B MPHCYTCTBHH
YKCYCHOH KHCNOTH 00pasyercs opankero-
SKENTTEIA ocalok

C  THOMOYEBHMHOH B TIDHCYTCTEWHM  B30THOH
EHCIOTEL UGPBB}"E'I"CR TEMHO=KEITOE OKPAITHBAHWE

C cynmeatom pryTH ¥ TCPMAHTAHATOM KR
MPOMCXOAHT ODECUBETHRAHNE DPACTHOPR KATHA
nepMaxranaTa i odpasosanne Genoro ocanka

C xofanuTHHHTPHTOM HATPHA B NPHCYTCTBMH
YECYCHOR KECTOTE 0Bpasyercs OpaHKeBo-KenTsif
OCRAOK

FHAYEHHA X Y,EI.DBJ'!CTBOPEEDT
[M-x| < 0,01XL2%M

HEPABCHCTBY

OIHOPOOROCTE MACCH, MI' | OT 429,5 Mr 110 442,5 mr 4322
18/20 Tabnerox - #e Honee + 5 % Or-0,6% oo +1,1 %
2/20 Tabnetok - He Gonee = 10 %
PacrianaeMocTE, MUH, He Bonee 15 munyT 7
OUHOPOAHOCTE Jna 10 eInnHL HCORITYEMOrO [Tpenapala
OOZHPOBAHHA (n= 10}, AV =L1; -
uny ana 30 eguuny (n = 30) AV = L1 u sce A?f =1102

KonuuecTrentoe
oTpenenelte, MT,
OKeHI BUCMYTR

Ot 114 mr g0 126 mr
(o195 % o 105 % oT 3a9BNEMHOT0 KOIHYECTEL
OKCHIA BHCMYTA)

MukpoGuosiornvueckas
YHCTOTR

Kateropus 3A,
Ofbiee yneno 2podHelX MEKPOOPTATHIMOE —~
re Gonee 1P KOEm 1T

Ofues 9HEIO APOHIRERRIX W IUIecHEBbIX rpibos Ofuiee yucno op ?'BE

— e Gonee 10°KOEn 1,
Otcyrereue Escherichiacolin 1 1.
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meleel0* KOE b ‘ur ( !
nux Wﬂ,am’.éeamx {'pHG'OB
s

menee 10 KOE B
Escherichia colio

Crp. 1u3z2
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Haumenosanne Tpebosarum HOPMATHEROH Peay/ibTaThl HCTIBITAH i |
noxasareneH JOKYMEHTRIIHH
VnakoBska Tio 8 tabaetox B Gnucrepe w3 gonsr | Lo 8 taGnerox B Gmncrepe us donbri AMIOMUHHEROH H ONErH
AMOMHAMEBOH ¥ (ONEFM  WEOMHEHCBOH | aNIOMHHHEEOH NAMMHHPOBAHHOH,
NEMUHMPORAHHOH. Tlo 14 Gauerepon BMeCTE © HHCTPYKIMEH N0 MPUMEHEHHIO, KOA
Tlo 14 GamcTepoE BMECTe € HHCTpyKuMel 10 | WHETPYKLHH «0006723/10m, «H1-758 (739, 790)-06-03», B
TPUMESEHHIO B KAPTONHOH IAYKe. KAPTORHOI navke, A
MapkHpoBka Ha Gnucmepe Ha pycckes Alpike ykaasigmom: | Ha Gaucmepe Ha  pyccRom  RIbike YRa3GHO:  TODIDBOE
TOproRO¢  HAMMEHOBAMME — Tpenapata ¢ | HAWMCHOBAHMHE TPENApATa € MPCAYNPEAHTENEHOM MADKHPORKOH
NpeayTpeaHTeIbHOH MApKAPOBKOH ®; | ® «IE-HO/™y; rpynmipasoqHOe HAHMEHOBAHHS KBHCMYTA
FPYNIMPOBOSHOE  HAMMEHORAHHC  («BMCMYTA | TPHKAMNA JMUNTPAT), HISBANAS ¥ CrpaHa  BAARCTBUA
TPUKAMHA  THUMTPATY); HAIBAHHE W CTpAwy | PerHCTpAUHOHROND YHOCTOBEPEHHS «UETTADAPM
RAAZENELA PErACTPALMOHHOIG YOOCTORCPEHAL, Apunafivurrens ITmBX, Tepvannsy; J103UPOBKA «120 mr,
NOIHPOBKY; HOMER CEPHH, CPOK FOZHOCTH (MM | HOMED CEpIH «1050425»; cpok romrocTs «03 2029»; saroackoi
Frrr): Moryt OLTh YKa3aHEl 3ABOOCKNAE KOIE | KOJX YIarRoBKH «90006635/105.
YIAKOBKH/ TEpeMEnHas TeXHHYackan
MHGOPMALHA. _
Ha Kapmontoii nauxe M@ PYCcKoM AIWKE Ha kapmornoil HAYKE HA PYCCKOM AIBIKE yx@wa: TOpTOBOE
YKa3ulEIOM: TOPTOBOE HAHMEHORANHE MTPErAPaTa ;mnmcansaﬂnc; npelapara < npmynpe.umcnamn maprHposkoh
¢ TpeayNpeARTEmHHOH Mapknposkoll ® «IE-HON®;; rpymHporoYHOS HAHMSHOBAHHE KBHCMYTA
[pYTMEPOBOSHOE  HAHMEHOBAHHE («BrcMyTa TPHKAINA OHUHTPAT?, JICKApCTBCHHAR popma «TadaeTrn,
TpHRANHS AMIKTPATY): NEKAPCTEGHAYIO (OPMY; HOKpPLITHIE TUIEHOSHOR 0B00MKoM»; A03HPOBKA «120 mr»;
HOSHpOBKY; COCTAB B pedakiiifi «l raGnerka | COCTAB B PEUAKLHH: «l raBnerka comepsut: [elicTeywiuee
conepwuT: JleiicTayiouiee BelecTRO: Bremyra pelecTBe: BHCMYTA TPHKAIHA AHUUTPAT (B nepecuere Ha
TpMKATHA IMLMTPAT (B TIEPECHCTE HA OKCHI oxcnn  suemyta  BbOs) 3046 wmr (1200 MI‘):
pcMyTa  BhOn) 3046 wr (1200 wr) BenomMoraTelsHBiE  BEINECTBA:  CM. Hﬂc'rplywuum.»,
B oHOMOTATCITbHbIG BENIECTRA: CM, HHCTPYKLIMIO, b rommecTeo Tabnerox B ynmakobke «112 TalneTorn yeRoBHA
CONU9ECTRN TABNETOR B YOAKOEKS, YOROBMA | ADRncEAA «XpannTs NpW TeMmepaType He uiue 25 Co
XPAHEHHS; CNOCOD IPHMEHEHHRA B peaakmn «[lx ¢roced TpHMeRENHS B peaakunn «/lis npuema BHYTRE.,
{prievia BHYTDE.»; ZOHOMHATEILEHE HAIIMCH C JIOTIONHUTE/EHEIE HANMHCK © Mupxc;:mm «XPOHUYECKHAH
Mapxepani:  «XPOHMUECKHHA TACTPHT»; TACTPHT»; «I3BEHHAS BOJIE3Hby; «BakTepuusanan
IIEEHHAS BOJE3Hb», «Baxrepmuatnas | Do nerocts . OTHOUIEHAN H. pylory
actvmHocTs B orRomemmm  H.  pyloriw «IIpOTHEDBOCNAIUTEIEHOE AelicTanen; «O6pasyer
(TTpOTHEOBOCTIANHTENEHOE neftoraven, | JAIHTHYIO MAEHKY HA NOBEPXHOCTH AR H IPOIHHR, ANEMENT
«OGpasyeT JMMATHYIO TUIEHKY HA TIOBEPXHOCTH nusafiva © pHae JaTHickol BykBel «Dbw; YOMORRA OTMYCKA
g B 5posnMy, JNeMeHT Mmsalina B BAAe «OTnyek w3 anTex: Oen peuentaus MPelyrpeIuTensHAA
naTuHckoR  Gykeel «Dw, yenomus riyeKa; HAmMHCE: «XpaHHTs B HEAOCTYMHOM an# nered Mc@re.‘»l).
PENYNDCAHTENLHYI0  HAAMHes:  «XpaHHTE B gasgaupe M CTPEHA  BNAUGNBUE  PETHOTPAUMOHHOIO
HETOCTYTHOM 704 AeTeH MeCTe.»; Nassasne H yROCTORCHAHIS SBaaneaen peruaTRRGHIREONS
crpaty BAAIETELA PETTICTPALIOHHOTO YAOCTOREREHH: '~IE1'IJ'I:NJAPM Apumaitmurrens TmbX,
yAOCTOREpEHIS, IO  JOTOTHIT (rpapmiccKoe l"cpmnm‘rfnr, ero MOraTHN ”(rpaq;uqecwuc wiohpakeHHe H
WoSpaeie ¥ Hammics “CHEPLAPHARM” nanrmice “CHEPLAPHARM BykBaMH AATHHCKOTD &haBaTa);
Gyxmansi  naTMHCKOTO  ANGABATE) HAsBanMe, Haspanpe, orpada, aupes, Tenedon/dakc NpoWINORMTENE
crpairy, alpec, TenedoWdaKe MPONIBOMATCIA, «IIpoussoinTelt: 3A0 «3u(-3n0poases
HOMCp  DCTMCTDAUMORHOTO  YJIOCTOBEDCHIA; Poceus, 142103, Mockosekan 06aacts,
NepeMemNLic J@HHME (HOMEp CepHH, Cpok r. Togoikek, yai. KenesHonOpOTKHAS, A-2
roRHOCTH B pemakim «[oAeH:») it HHpOPMAITG Ten/pac: +7(495) 419-20-63».
L MOHHTOPHHTE JEWKCHWS JEKADCTREHHOTD BOMED DETVCTIALAOUNGID YIOCTOREPOTINS
npeNapaTa OT APOMIBONWTENS A0 KOHETHOTO «Per, yaoerosepenne IT NO12626/01»;
HOTpEGHTENs; WWTPHY-KO/M; MOTYT GhiTe yKasansl TiepeMeHITHETHEHTE .,
3pRONCKME KOO YTIAKOBKM/TIEPEMCHHAR «Ccpi%;f: bt RN
TEXHWYECKAS HHIOPMAIHS. «Toger: O3 “ﬂ”‘{? o
Helf whﬁﬁmﬂ, s}“Ld\H‘w\'i'_g‘pmra [IBMCETHA  NIEKAPCTREHHOrD
mp‘égﬁ‘/t‘a DEJ;%WMWQ‘% KOHEMHOTO NoTpeduTend:
aatiaitis o |20
«GPIN: 0476 ﬁngﬁg% = 4
«SIN bR By Kasaue) YHFMEIIYANEHOr CEPHATHIALIMONHOTG
{3, s TR
AAARE0T47722290;
JuE0ACKHE RRJGYTAKoRRE «90006722/10x, «I1-759-112-05-0dsr.
Xpanenue TTpu Temiepatrype He Beille 23 e Tipn Temriepatype He shime 25 °C
Cpowx rogsocTd | 4 roaa 4 roge

Bakmoygenne:

Jlexapemeennpiii  npenapam  Je-Hon®

mabnemKl, ROKPLIMBIE NAEHOYHOU obonourai,

120 mz Ne 112 cepuu 1050425, coomeememeyem mpebosanIam & 4achiu RpOSePeRLLY nOKazameneil.

HauaneHEK OTIEa KOHTPOIA KadecTsa

Hesxemiexas O.E. ) s i

K T Lews

Honzenocne

PHO

L T T
»..-"g"""m‘r'"t-;ﬂ‘

it 32




T T TS TSR - T T =TT TR L e Ak s U i e

T




